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Preface 

This b o o k is an indus t ry case study of c o r p o r a t e c r ime . I t a t t e m p t s 

to d e s c r i b e the w ide var ie ty of types of c o r p o r a t e cr ime which occur 

wi th in o n e indus t ry . W h e n I t augh t a cour se on c o r p o r a t e c r ime at 

the U n i v e r s i t y of Ca l i fo rn ia , I r v ine , in 1979 I found that s tuden t s 

had an a m o r p h o u s u n d e r s t a n d i n g of the subject as an i ncompre -

hens ib l e evil p e r p e t r a t e d by the powerful . They w e r e at a loss to 

d e s c r i b e p a r t i c u l a r e x a m p l e s . Par t of the p u r p o s e of this book is to 

fill this gap by desc r ib ing m a n y e x a m p l e s of c o r p o r a t e c r i m e , 

e x a m p l e s wh ich s h o w the d e p t h and se r iousness o f the cr ime 

p r o b l e m in the p h a r m a c e u t i c a l indus t ry . 

T h e book also has an analyt ical p u r p o s e which i s more i m p o r t a n t 

t h a n its de sc r i p t i ve function. This is to use the p h a r m a c e u t i c a l 

i n d u s t r y ' s e x p e r i e n c e to t en ta t ive ly exp lo re the effectiveness of 

different t ypes of m e c h a n i s m s for the con t ro l of c o r p o r a t e c r ime . 

M o s t of t he c h a p t e r s have a first sect ion which desc r ibes several 

c o r p o r a t e c r i m e s , fol lowed by an in t e rp re t ive sect ion which uses 

i n f o r m a t i o n ga ined from in te rv iews with c o r p o r a t e execut ives and 

o t h e r s to cast light on poss ible policy imp l i ca t ions from these case 

s t u d i e s . 

S o m e of my in fo rman t s will not be p leased with the way I have 

w r i t t e n the book . T h e y will think i t a one - s ided account which 

focuses a t t e n t i o n on p h a r m a c e u t i c a l indus t ry abuses to the exclu-

sion of all the w o r t h w h i l e th ings the indus t ry has ach ieved for 

m a n k i n d . After all , the p h a r m a c e u t i c a l indus t ry has been respon-

sible for r e m o v i n g t u b e r c u l o s i s , g a s t r o e n t e r i t i s , and d iph the r i a 

from a m o n g the ten l ead ing causes of d e a t h in d e v e l o p e d coun t r i e s . 

U n f o r t u n a t e l y , i t is the j o b of c r imino log i s t s to exp lo re the seamy 
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Preface 

side of h u m a n e x i s t e n c e . If a c r iminologis t u n d e r t a k e s a study of 

m u g g i n g or m u r d e r , no one expects a ' ba l anced ' account which 

g ives due credi t to the fact that many m u g g e r s are good family men , 

loving fa thers w h o p rov ide their ch i ld ren wi th a Chr is t ian upbr ing­

ing , or p e r h a p s g e n e r o u s p e o p l e w h o have shown a wil l ingness to 

he lp n e i g h b o u r s in t r o u b l e . Yet c r imino log i s t s are expec t ed to 

p r o v i d e such ' b a l a n c e ' w h e n they s tudy c o r p o r a t e c r imina ls . 

The fact tha t I have not e m p h a s i s e d their good d e e d s does not 

m e a n tha t I am not great ly app rec i a t i v e of the ass is tance and hospi­

tal i ty afforded me by in formants from the industry . I owe an intel­

lec tua l deb t to many w h o have d o n e p rev ious research on the 

p h a r m a c e u t i c a l indus t ry . I t wou ld be imposs ib le to men t ion all by 

n a m e . Pa r t i cu l a r ly useful, h o w e v e r , have been the invest igat ive 

j o u r n a l i s m of M o r t o n Min tz of the Washington Post, the work on 

t h a l i d o m i d e of the Ins ight T e a m of The Sunday Times of L o n d o n , 

and the s c h o l a r s h i p of M i l t o n S i lverman and Ga ry Gereffi. 

D i s c u s s i o n s and c o r r e s p o n d e n c e with B r e n t Fisse and Bud Loftus 

w e r e influential in c h a n g i n g the d i rec t ion of my th inking on key 

d i l e m m a s . I am also i n d e b t e d to Dav id Bi l e s , R icha rd G a v e n , Bill 

G i b s o n , R o y H a r v e y , K a t h e r i n e Pi t t , Ivan P o t a s , Pe t e r R h e i n s t e i n , 

B r u c e S w a n t o n and G r a n t W a r d l a w for critical c o m m e n t s on ear l ier 

drafts of the m a n u s c r i p t . 

V a l e r i e B r a i t h w a i t e and Gil Ge i s p rov ided great ass is tance 

d u r i n g the A m e r i c a n f i e ldwork s tage o f the research . A p p r e c i a t i o n 

i s a l so due to J a n i n a B u n c and A n n e t t e W a t e r s for their pa ins tak ing 

and a c c u r a t e typ ing of the m a n u s c r i p t . I am grateful to the 

A u s t r a l i a n - A m e r i c a n E d u c a t i o n a l F o u n d a t i o n for suppor t with a 

F u l b r i g h t F e l l o w s h i p to conduc t the f ieldwork and to the Aus t r a l i an 

I n s t i t u t e of C r i m i n o l o g y for s u p p o r t i n g the project in A u s t r a l i a . 

vm 



1 Introduction: an industry case 
study of corporate crime 

The major i ty of p e o p l e w h o work in the p h a r m a c e u t i c a l industry 

subsc r ibe to high s t a n d a r d s of integri ty and do eve ry th ing in their 

p o w e r to stay wi th in the cons t r a in t s of the law. In the course of this 

r e s e a r c h , I met p h a r m a c e u t i c a l execu t ives w h o impressed me with 

the s incer i ty of the i r c o m m i t m e n t to the publ ic welfare much more 

t h a n m a n y of the i ndus t ry ' s critics in pol i t ics , regula tory agenc ies , 

the pub l i c in te res t m o v e m e n t , and a c a d e m i a . 

V a l e r i e B r a i t h w a i t e a c c o m p a n i e d me to many pha rmaceu t i ca l 

c o m p a n i e s , forever c o n s t r a i n i n g me from dr iving on the wrong side 

of the road . O n e d a y , as we d r o v e back to N e w Y o r k , she said: 'But 

t h e s e p e o p l e are so n i ce , John . Do you think they really are 

c o r r u p t ? ' My initial r e s p o n s e was: "You've spent the day being 

s h o w n a r o u n d and t a k e n to lunch by the c o m p a n y ' s publ ic re la t ions 

staff. T h e y ' r e paid to be nice . Some peop le in these c o m p a n i e s get 

paid a lot of m o n e y b e c a u s e t hey ' r e good at being ru th less b a s t a r d s , 

and o t h e r s get big m o n e y to e n t e r t a i n peop le like you because 

t h e y ' r e good at be ing n ice . ' But really that was an i n a d e q u a t e 

a n s w e r . I r r e spec t i ve of wha t t hey ' r e paid to b e . most o f t h e m in fact 

are p r inc ip led p e o p l e . 

T h e r e a re t h r e e t ypes of pr inc ip led peop le in the pha rmaceu t i ca l 

i n d u s t r y . F i r s t , t he re are those w h o direct ly pa r t i c ipa te in company 

ac t iv i t ies wh ich do publ ic h a r m , but who sincerely bel ieve the 

c o m p a n y p r o p a g a n d a which tells them that they are con t r ibu t ing to 

the i m p r o v e m e n t o f c o m m u n i t y hea l th . S e c o n d , the re are people 

w h o p e r c e i v e the c o m p a n y to be e n g a g i n g in cer ta in socially 

harmful p r a c t i c e s and fight too th and nail wi th in the o rgan i sa t ion to 

s top t h o s e p r ac t i c e s . T h i r d , the re are peop le who have no direct 
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c o n t a c t with socially harmful c o r p o r a t e p rac t i ces . The j o b they do 

wi th in the o r g a n i s a t i o n p r o d u c e s social benefi ts , and they do that 

j o b wi th in tegr i ty and ded ica t ion . Mos t of the pr incipled people in 

p h a r m a c e u t i c a l c o m p a n i e s are in this last ca t egory . C o n s i d e r , for 

e x a m p l e , the qual i ty con t ro l m a n a g e r w h o i s exac t ing in ensur ing 

tha t no d rug leaves the plant which is impure or outs ide specifica­

t i o n s . I t migh t be that the drug itself causes more harm than good 

b e c a u s e of side-effects or a b u s e ; but the qual i ty cont ro l m a n a g e r 

d o e s the j o b of e n s u r i n g that at least i t is not a d u l t e r a t e d . 

In h a s t e n i n g to po in t out that not all p h a r m a c e u t i c a l execut ives 

a re nice g u y s , I am r e m i n d e d of one g e n t l e m a n w h o had a sign, 'Go 

for the j u g u l a r ' , on the wall beh ind his desk. A n o t h e r r e s p o n d e n t , 

a r g u a b l y o n e of the most powerful hal f -dozen men in the A u s t r a l i a n 

p h a r m a c e u t i c a l i ndus t ry , excused his own ru th lessness with: in 

b u s i n e s s you can c o m e up agains t a dirty s t inking bunch of c rooks . 

T h e n you have to b e h a v e like a c rook yourself, o the rw i se you get 

d o n e like a d inner . " 

N e v e r t h e l e s s , most c o r p o r a t e c r imes in the p h a r m a c e u t i c a l 

i ndus t ry c a n n o t be exp la ined by the p e r v e r s e pe r sona l i t i e s of their 

p e r p e t r a t o r s . O n e must ques t ion the proclivity in an individual is t ic 

c u l t u r e to locate the sou rce of evil d e e d s in evil p e o p l e . Ins tead we 

shou ld "pay a t t e n t i o n to the factors that lead o rd ina ry men to do 

e x t r a o r d i n a r y t h i n g s ' ( O p t o n . 1971: 51) . R a t h e r than th ink o f 

c o r p o r a t e ac to r s as individual p e r s o n a l i t i e s , they should be viewed 

as a c t o r s w h o a s sume cer ta in ro les . The r e q u i r e m e n t s of these roles 

are defined by the o r g a n i s a t i o n , not by the ac to r ' s persona l i ty . 

U n d e r s t a n d i n g how ' o rd ina ry men are led to do e x t r a o r d i n a r y 

t h i n g s ' can begin with ro le -p lay ing e x p e r i m e n t s . 

A r m s t r o n g (1977) asked a lmost two t h o u s a n d m a n a g e m e n t 

s t u d e n t s from ten c o u n t r i e s to play the roles of board m e m b e r s of a 

t r a n s n a t i o n a l p h a r m a c e u t i c a l c o m p a n y . The decision facing the 

b o a r d was a real-life s i tua t ion which had confronted the U p j o h n 

c o m p a n y : ' should i t r e m o v e from the m a r k e t a drug which had been 

found to e n d a n g e r h u m a n life? S e v e n t y - n i n e per cent of the 

m a n a g e m e n t s t uden t b o a r d s of d i r ec to r s not only refused to with­

d r a w the d a n g e r o u s d r u g , but also u n d e r t o o k legal or political 

m a n o e u v r e s to forestall efforts of the g o v e r n m e n t to ban it.* This 

was the same ac t ion as the U p j o h n boa rd itself t ook , an act ion 

which 97 per cent o fa sample o f71 r e s p o n d e n t s classified as 'socially 

i r r e s p o n s i b l e ' ( A r m s t r o n g , 1977: 197). Using de lay ing tact ics to 

k e e p a d a n g e r o u s but profi table drug on the m a r k e t is some th ing 
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that o r d i n a r y p e o p l e a p p e a r wil l ing to do w h e n asked to play the 

role of indus t ry d e c i s i o n - m a k e r s . H e n c e , when people die as a 

resul t of the k inds of socially i r r e spons ib le m a n o e u v r e s of the 

U p j o h n b o a r d in this ca se , to suggest that i t h a p p e n e d because the 

U p j o h n b o a r d is m a d e up of evil men d o e s little to advance exp lan­

a t ion o f the p h e n o m e n o n . 

The u n q u e s t i o n a b l e artificiality of l abo ra to ry role-playing 

e x p e r i m e n t s may n e v e r t h e l e s s share some of the very artificiality 

which is the stuff from which immora l c o r p o r a t e decis ions are 

m a d e : 

[T]he usual r e s t r a in t s on ant i soc ia l b e h a v i o r o p e r a t e t h rough a 

se l f - image : T can ' t see myself do ing that' In an inst i tut ional 

s e t t i n g , h o w e v e r , that isn't be ing d o n e by me but through me as an 

a c t o r , a role p layer in an un rea l ' g a m e ' that e v e r y o n e is 'p laying ' 

( S t o n e . 1975: 2 3 5 ) . 

P e o p l e in g r o u p s b e h a v e in ways that wou ld be inconce ivab le for 

any of t h e m as i nd iv idua l s . G r o u p t h i n k ( Jan i s , 1971) and what 

A r e n d t (1965) refer red to as ' rule by n o b o d y ' are i m p o r t a n t in 

c o r p o r a t e d e c i s i o n - m a k i n g which resul ts in h u m a n suffering. 

B a n d u r a (1973 : 213) e x p l a i n e d the basic psychology of ' rule by 

n o b o d y ' . 

[ O n e ] b u r e a u c r a t i c p rac t i ce for re l ieving se l f - condemna t ion for 

a g g r e s s i o n is to rely on g r o u p d e c i s i o n - m a k i n g , so that no single 

ind iv idua l feels r e s p o n s i b l e for what is eventua l ly d o n e . I n d e e d , 

social o r g a n i s a t i o n s go to grea t l engths to devise sophis t ica ted 

m e c h a n i s m s for o b s c u r i n g respons ib i l i ty for dec is ions that affect 

o t h e r s adve r se ly . . . . T h r o u g h division of labor , division of 

d e c i s i o n - m a k i n g , and co l lec t ive ac t ion , peop le can be 

c o n t r i b u t o r s to cruel p rac t i ces and b l o o d s h e d wi thout feeling 

pe r sona l l y r e s p o n s i b l e or s e l f - c o n t e m p t u o u s for their part in it. 

T h e r e are a large n u m b e r of psychologica l s tudies d e m o n s t r a t i n g 

tha t m e m b e r s of a g r o u p will risk more as g r o u p m e m b e r s than they 

will as i nd iv idua l s ( S t o n e r . 1968; Wa l l ach et a l . . 1964; Bern et a l . . 

1965; W a l l a c h and K o g a n . 1965; B u r n s t e i n and V i n o k u r . 1973; 

C a r t w r i g h t , 1973; M u h l e m a n e t a l . . 1976; Shaw. 1976). Psycho lo ­

gists call this t e n d e n c y for c a u t i o u s ind iv idua ls to suppor t more 

h a z a r d o u s g r o u p dec i s ions the ' g r o u p risky shift p h e n o m e n o n ' . 3 

The p h e n o m e n o n is far from u b i q u i t o u s , h o w e v e r . W h e n cau t ious 

c h o i c e s a re m o r e socially d e s i r a b l e , g r o u p p ressu res can actually 
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p r o d u c e a c a u t i o u s shift ( M a d a r a s and Bern . 1968; Fraser et a l . . 
1971). 

A n o t h e r va r i ab l e which d i s t ingu ishes individual from c o r p o r a t e 

d e c i s i o n - m a k i n g is the d i s t ance in space and t ime be tween the 

h a z a r d o u s d e c i s i o n - m a k e r and the victim of the decis ion. W h e n a 

N e w Y o r k board m e e t i n g dec ides to con t i nue m a r k e t i n g a danger ­

ous d rug in a Thi rd W o r l d c o u n t r y , the vict ims could hardly be more 

r e m o t e from the ki l lers . M i l g r a m ' s (1965) e x p e r i m e n t s showed 

tha t p e o p l e w e r e m o r e willing to a d m i n i s t e r electr ic shocks when 

they w e r e less likely to see or be seen by the victim of the shock. 

A n o t h e r e x p e r i m e n t in a s o m e w h a t more natura l is t ic set t ing 

( T u r n e r et a l . . 1975) found that victim visibility inhibi ted aggres­

s ion . W h i l e e x t r a p o l a t i o n from the resea rch of psychologis t s to the 

real wor ld of t r a n s n a t i o n a l c o r p o r a t i o n s is p rob lema t i c in the 

e x t r e m e , such work lays a founda t ion for u n d e r s t a n d i n g how it 

is pos s ib l e for decen t peop le to do indecen t d e e d s . W i t h o u t offer­

ing e x p l a n a t i o n s of p red ic t ive v a l u e , the psychological l i tera ture 

at least s u c c e e d s in r e n d e r i n g seemingly implaus ib le events 

p l a u s i b l e . 

Th i s b o o k d o c u m e n t s a b o m i n a b l e ha rm which g roup decis ion­

m a k i n g in t he p h a r m a c e u t i c a l indust ry has caused on many occas ­

ions . T h e ' co l lec t ive evi l ' o f many p h a r m a c e u t i c a l c o m p a n i e s i s 

mani fes t even t h o u g h so many 'nice p e o p l e ' work for t h e m . H o e c h s t 

and B a y e r , the largest and third largest c o m p a n i e s in world phar­

m a c e u t i c a l sales r e spec t ive ly , and bo th a m o n g the wor ld ' s largest 

th i r ty c o r p o r a t i o n s , are d e s c e n d e d from G e r m a n y ' s I .G. F a r b e n 

c o m p a n y . I .G . F a r b e n r anks with the S t anda rd Oil Trust as one of 

the t w o g r e a t e s t ca r t e l s in world h is tory . After the Second Wor ld 

W a r , the A l l i e s b r o k e up I .G. into effectively th ree c o m p a n i e s : 

H o e c h s t , B A S F and B a y e r . 4 Twe lve t o p I .G. F a r b e n execut ives 

w e r e s e n t e n c e d to t e r m s of i m p r i s o n m e n t for slavery and mist reat ­

m e n t offences a t t he N u r e m b e r g war c r imes t r ia ls . I .G. built and 

o p e r a t e d a mass ive chemica l p lant at A u s c h w i t z with slave l abour : 

t he I . G . facilities a t A u s c h w i t z were so e n o r m o u s that they used 

m o r e e lec t r ic i ty t h a n the ent i re city of Ber l in . A p p r o x i m a t e l y 

3 0 0 , 0 0 0 c o n c e n t r a t i o n - c a m p w o r k e r s passed th rough I .G. 

A u s c h w i t z . At least 25 ,000 of them w e r e worked to dea th (Bork in , 

1978: 127). O t h e r s d ied in I . G . ' s d rug tes t ing p r o g r a m . The follow­

ing p a s s a g e in a le t te r from the c o m p a n y to the c a m p at A u s c h w i t z 

d e m o n s t r a t e s the a t t i t ude of I .G . F a r b e n to the subjects of its drug 

t e s t i n g : 
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In c o n t e m p l a t i o n of e x p e r i m e n t s with a new soporific d r u g , we 

wou ld a p p r e c i a t e your p rocu r ing for us a n u m b e r o f w o m e n . . . . 

We rece ived your a n s w e r but cons ide r the price of 200 m a r k s a 

w o m a n exces s ive . We p r o p o s e to pay not more than 170 marks a 

head . I f a g r e e a b l e , we will t ake possess ion of the w o m e n . We 

need a p p r o x i m a t e l y 150. . . . Rece ived the o rde r of 150 w o m e n . 

D e s p i t e the i r e m a c i a t e d c o n d i t i o n , they were found sat isfactory. 

We shall k e e p you pos ted on d e v e l o p m e n t s conce rn ing this 

e x p e r i m e n t . . . . The tes ts were m a d e . All subjects died. We 

shall c o n t a c t you short ly on the subject of a new load (G love r . 

1977: 58) . 

B o r k i n (1978) has d o c u m e n t e d in horrifying detai l how today ' s 

l e a d e r s in the i n t e r n a t i o n a l p h a r m a c e u t i c a l indust ry bruta l i sed its 

slave l abou r force in the i r ques t to build an industr ia l e m p i r e to 

m a t c h H i t l e r ' s pol i t ical e m p i r e . 3 After the war , the Al l ies insisted 

tha t n o n e of the conv ic t ed war c r imina l s be a p p o i n t e d to the boa rds 

o f the n e w I . G . c o m p a n i e s . Once Al l ied cont ro l l o o s e n e d , how­

e v e r , H o e c h s t in J u n e 1955 a p p o i n t e d Fr iedr i ch J a e h n e , one of the 

t w e l v e war c r imina l s s en t enced to i m p r i s o n m e n t a t N u r e m b e r g , to 

its supe rv i so ry b o a r d . In S e p t e m b e r of that year he was elected 

C h a i r m a n . B a y e r a p p o i n t e d Fitz ter M e e r , s en t enced to seven years 

at N u r e m b e r g , as C h a i r m a n of its board in 1956. 

L a t e r i t will be seen how a n o t h e r of the top five c o m p a n i e s , 

S w i t z e r l a n d ' s H o f f m a n - L a R o c h e , built upon mass ive profits i t 

m a d e b e t w e e n the two wor ld wars from sales of hero in and 

m o r p h i n e to the u n d e r w o r l d . I t will also be d e m o n s t r a t e d h o w five 

of A m e r i c a ' s largest p h a r m a c e u t i c a l c o m p a n i e s laid the founda­

t ions for the i r indus t r ia l e m p i r e s by i n t e rna t i o n a l price-fixing 

a r r a n g e m e n t s t h r o u g h o u t the 1950s which kept the new ' w o n d e r 

d r u g s ' , the b r o a d s p e c t r u m an t ib io t i c s , beyond the f inanc ia l reach 

of mos t of the w o r l d ' s p o p u l a t i o n . 

C o n t e m p o r a r y o b s e r v e r s o f p h a r m a c e u t i c a l c o r p o r a t i o n s offer 

lit t le so lace tha t the indus t ry ' s p resen t is much less sordid than its 

r e c e n t pas t . C l ina rd et a l . ' s (1979: 104) c o m p r e h e n s i v e study of 

c o r p o r a t e c r i m e in A m e r i c a n bus iness found p h a r m a c e u t i c a l 

c o m p a n i e s to have m o r e than t h r e e t i m e s as many ser ious or 

m o d e r a t e l y se r ious law v io la t ions per firm as o the r c o m p a n i e s in the 

s tudy . I n d e e d , i t will be a rgued that the p h a r m a c e u t i c a l indust ry has 

a w o r s e r eco rd of i n t e r n a t i o n a l b r ibe ry and c o r r u p t i o n than any 

o t h e r indus t ry ( C h a p t e r 3 ) , a his tory of fraud in the safety test ing of 
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d r u g s ( C h a p t e r 4 ) , and a d i s tu rb ing record of cr iminal negl igence in 

the unsafe m a n u f a c t u r e o f d rugs ( C h a p t e r 5) . 

This book is not d i rec ted at how to change peop le in o r d e r to 

p r e v e n t such c r i m e , but a t t r a n s f o r m a t i o n s to inst i tut ional 

a r r a n g e m e n t s and the law as c r i m e - r e d u c t i o n s t ra teg ies . The unfor­

t u n a t e real i ty wi th wh i t e -co l l a r c r ime i s that c o u r t s , and s o m e t i m e s 

the p u b l i c , tend to excuse i t because the individuals involved are 

s ince re and e l o q u e n t in justifying the i r b e h a v i o u r . They are often 

e x c u s e d b e c a u s e they are p a r a g o n s of success , pil lars of respect­

abi l i ty w h o may be p r o m i n e n t in char i ty work or the church . Whi le 

such r e a c t i o n s d e s e r v e c o n d e m n a t i o n because of their class b ias , 

q u e s t i o n s of individual b l a m e w o r t h i n e s s will not loom large here 

until the c o n c l u d i n g c h a p t e r of the book . The focus will be on the 

s t ruc tu ra l p r e c o n d i t i o n s for the c r ime r a the r than on the c r imina l . 

F o l l o w i n g S u t h e r l a n d (1949) , I t ake the view that to exc lude civil 

v i o l a t i o n s from a c o n s i d e r a t i o n of whi te -co l la r c r ime is an a rb i t ra ry 

ob fusca t ion b e c a u s e for many of the types of illegal activit ies dis­

cussed in th is book prov is ion exists in law for both civil and cr iminal 

p r o s e c u t i o n of the s a m e conduc t . " M o r e o v e r , while some of the 

p r a c t i c e s d i scussed are civil ma t t e r s in some par t s of the wor ld , they 

are c r imina l in o t h e r s . In g e n e r a l , the civi l-criminal dis t inct ion is a 

doubtful one ( F r i e b e r g , 1981). T h u s , c o r p o r a t e c r ime i s defined 

he r e as c o n d u c t of a c o r p o r a t i o n , or of e m p l o y e e s act ing on behalf 

of a c o r p o r a t i o n , which is p rosc r ibed and pun i shab l e by law. The 

c o n d u c t cou ld be p u n i s h a b l e by i m p r i s o n m e n t , p r o b a t i o n , f ine, 

r e v o c a t i o n of l i cence , c o m m u n i t y service o rde r , in terna l discipl ine 

o r d e r or o t h e r c o u r t - i m p o s e d pena l t i e s discussed in this book . 

T y p e s of c o n d u c t which are subject only to d a m a g e s awards wi thout 

any a d d i t i o n a l p u n i s h m e n t (e .g . f ine , puni t ive d a m a g e s ) are not 

w i th in t he def ini t ion of c o r p o r a t e c r ime a d o p t e d h e r e . Most of the 

c o r p o r a t e c r i m e s d iscussed in this book were not punished by law 

even t h o u g h they w e r e punishable. 

I f o n e m e a s u r e s the se r iousness of c r ime accord ing to public 

i n d i g n a t i o n aga ins t the offence in the c o m m u n i t y at l a rge , then this 

b o o k is a b o u t se r ious c r i m e . This view is confi rmed by a cross-

n a t i o n a l s tudy of a t t i t u d e s to the se r iousness of c r ime a m o n g 1,909 

r e s p o n d e n t s from eight c o u n t r i e s (Scot t and A l - T h a k e b , 1977). A 

d r u g c o m p a n y execu t i ve al lowing his c o m p a n y to m a r k e t a drug 

"knowing tha t i t may p r o d u c e harmful side-effects for most indi­

v i d u a l s ' was ra ted in the U n i t e d S ta tes as c o m m i t t i n g a c r ime more 

s e r i o u s than all of the FBI index offences except m u r d e r and r ape . 
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T h a t is , m a r k e t i n g a d rug with harmful side-effects was j u d g e d to be 

a c r i m e d e s e r v i n g longer t e r m s of i m p r i s o n m e n t than r o b b e r y , 

a g g r a v a t e d a s sau l t , b u r g l a r y , larceny and a u t o m o b i l e theft. The 

finding is su rp r i s ing b e c a u s e m a r k e t i n g a d rug with d a n g e r o u s side-

effects is not even an offence unless the p r o d u c t is actual ly banned 

or t h e r e has b e e n cr iminal neg l igence . 

A l s o in te res t ing was the f inding that US r e s p o n d e n t s were 

re la t ive ly less p u n i t i v e toward this c o n d u c t than r e s p o n d e n t s 

from all of the r e m a i n i n g seven c o u n t r i e s . The US was the only 

c o u n t r y in which m a r k e t i n g a drug with harmful side-effects was 

j u d g e d as d e s e r v i n g less p u n i s h m e n t than r a p e . In S w e d e n , even 

m u r d e r was j u d g e d as dese rv ing less p u n i s h m e n t than selling a drug 

with harmful s ide-effects . On a v e r a g e , US r e s p o n d e n t s favoured 

o v e r five y e a r s ' i m p r i s o n m e n t for d rug c o m p a n y execut ives who 

p e r p e t r a t e d this 'o f fence ' . For those w h o suppor t a 'just dese r t s ' 

m o d e l of c r imina l s e n t e n c i n g , and 1 am not one of t h e m , t he re is 

r e a s o n to favour a lot of d r u g - c o m p a n y execu t ives being put behind 

b a r s . 

This b o o k is an indus t ry case study of c o r p o r a t e c r ime which 

a t t e m p t s to u n d e r s t a n d the m e c h a n i c s of the range of types of 

c o r p o r a t e c r ime c o m m o n in one indus t ry sector . Such a study was 

c a l c u l a t e d as the sort mos t likely to a d v a n c e our u n d e r s t a n d i n g of 

c o r p o r a t e c r ime as a social p h e n o m e n o n . Social science passes 

t h r o u g h wha t migh t be roughly classified as four s tages after a 

p r o b l e m ser ious ly g rabs the a t t en t i on of schola rs for the first t ime . 

At first, s c h o l a r s h i p is l imited to a r m c h a i r concep tua l i s ing of and 

t h e o r i s i n g a b o u t t he p h e n o m e n o n . Then empir ica l work begins: 

first wi th qua l i t a t i ve case s tud ies ; then with statist ical s tudies (which 

t h e m s e l v e s see r e f inemen t t h r o u g h desc r ip t ive to cor re la t iona l to 

causa l a n a l y s e s ) ; and f ina l ly , r igorous e x p e r i m e n t a l s tudies are 

a t t e m p t e d in which key va r iab les a re strictly con t ro l l ed . 

I t hard ly n e e d s to be a rgued tha t we are not yet ready for expe r i ­

m e n t a l s tud ies as we could not begin to guess which would be the 

key va r i ab l e s to c o n t r o l . Mos t obse rve r s would a g r e e , h o w e v e r , 

tha t t h e o r i s i n g a b o u t c o r p o r a t e c r ime c a n n o t a d v a n c e much further 

until i t b e c o m e s b e t t e r informed by empi r ica l work . The ques t ion is 

w h e t h e r r e s e a r c h e r s should be j u m p i n g a h e a d to statistical s tudies 

of c o r p o r a t e c r i m e or i f r e sea rch r e sou rce s should be c o n c e n t r a t e d 

in qua l i t a t i ve case s tud ies . My view is that statistical s tudies are 

p e r h a p s as p r e m a t u r e today as they were w h e n Su the r l and (1949) 

u n d e r t o o k the first stat ist ical study of c o r p o r a t e c r ime . W i t h o u t a 
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q u a l i t a t i v e u n d e r s t a n d i n g of the c o n t o u r s of c o r p o r a t e cr imes and 

how they unfold , we c a n n o t begin to c o m p r e h e n d what lies behind 

the q u a n t i t a t i v e d e s c r i p t i o n s . M o r e o v e r , the liberal use of quo te s 

from p h a r m a c e u t i c a l execu t ives t h r o u g h o u t the text will a t t e m p t to 

i l l u m i n a t e the social cons t ruc t ion of the p h e n o m e n o n by the ac tors 

t h e m s e l v e s . 

An i n d u s t r y - w i d e case s tudy of c o r p o r a t e c r ime has been chosen 

in p r e f e r e n c e to a more deta i led study of a par t icu la r offence or 

a p a r t i c u l a r c o m p a n y part ly because the lat ter are m o r e vu lnerab le 

to w i t h d r a w a l of c o - o p e r a t i o n by vital in fo rmants . M o r e impor­

t a n t l y , at this s tage of the in te l lec tual d e v e l o p m e n t of the field, a 

fa l te r ing a t t e m p t to pa in t a b roade r c a n v a s is justified so that the 

w o r k migh t have r e l e v a n c e to the i m p o r t a n t concep tua l g round­

w o r k be ing laid by j u r i s t s work ing from their a rmcha i r s . Hav ing 

c o m p l e t e d the s tudy , I am m o r e conv inced than ever that a super ior 

u n d e r s t a n d i n g of a pa r t i cu l a r c r ime in a pa r t i cu la r firm is gained 

w h e n the r e s e a r c h e r has a grasp of how the industry works as a 

w h o l e . 

T h e p r e s e n t work is i n t e rna t iona l in scope . Meaningful research 

on t r a n s n a t i o n a l c o r p o r a t i o n s is difficult wi th in one set of na t ional 

b o u n d a r i e s . D i s p r o p o r t i o n a t e e m p h a s i s will be p laced on data from 

the U n i t e d S t a t e s , w h i c h , in add i t ion to being the largest manufac­

t u r e r of p h a r m a c e u t i c a l p r o d u c t s , is the domic i le for half of the 

w o r l d ' s t o p fifty p h a r m a c e u t i c a l c o r p o r a t i o n s . Pr inc ipa l sources of 

d a t a w e r e in t e rv i ews wi th in fo rman t s , bo th within the industry and 

o u t s i d e it, and publ ic d o c u m e n t s ( t r ansc r ip t s of ev idence a t t r ia l s , 

c o m p a n y d o c u m e n t s lodged with r egu la to ry agenc i e s , t ranscr ip t s o f 

g o v e r n m e n t i nves t i ga t i ons of the i ndus t ry ) . In the U n i t e d S t a t e s , 1 

had the p l e a s u r e of w a d i n g th rough some 100,000 pages of C o n g r e s ­

s ional ove r s igh t h e a r i n g s . These were g o l d m i n e s o f informat ion . 

P a r t i c u l a r l y v a l u a b l e w e r e the K e n n e d y S u b c o m m i t t e e t r ansc r ip t s . 

I am i n d e b t e d to S e n a t o r K e n n e d y ' s staff for a l lowing me full access 

to the S e n a t e Jud ic i a ry C o m m i t t e e files dur ing my m o n t h in 

W a s h i n g t o n . Scour ing these f i les , in c o m b i n a t i o n with the inter­

v i e w s , e n a b l e d me to p iece t o g e t h e r the o rgan i sa t iona l decis ion­

m a k i n g p r o c e s s e s lying beh ind some of the abuses revealed in the 

S e n a t e h e a r i n g s . 

T h e or ig ina l s t ra tegy for in te rv iews with execu t ives was to meet 

wi th p e o p l e at the level of chief execu t ive officer or second in 

c o m m a n d o f A u s t r a l i a n subs id ia r ies o f A m e r i c a n t r a n s n a t i o n a l s , 

and then to i n t e rv i ew in the U n i t e d Sta tes the h e a d q u a r t e r s 
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e x e c u t i v e s to w h o m the A u s t r a l i a n s a n s w e r e d . One research goal 

was to e x p l o r e the diffusion of accoun tab i l i t y for law v io la t ions 

b e t w e e n h e a d q u a r t e r s and subs id ia r ies in t r ansna t i ona l corpor­

a t i o n s . In t he e n d , h o w e v e r , I t ook in te rv iews whe re I could get 

t h e m . In some c a s e s , the h e a d q u a r t e r s in te rv iews were done f irs t , 

and subs id ia ry in t e rv i ews later. A total of 131 in te rv iews were 

c o n d u c t e d - 75 in the U n i t e d S ta te s , 15 in A u s t r a l i a , 10 in M e x i c o , 9 

in G u a t e m a l a and 2 in the U n i t e d K i n g d o m . A l m o s t half of these 

i n t e r v i e w s w e r e with execu t ives at the level of chief execut ive officer 

of a subs id ia ry or a m o r e senior pe r son at h e a d q u a r t e r s . 

R e s e a r c h e r s t end to o v e r e s t i m a t e the difficulties of get t ing inter­

v iews wi th top e x e c u t i v e s a b o u t c o r p o r a t e c r ime . O n e of the 

significant i n fo rman t s in this study was the p res iden t of a major 

t r a n s n a t i o n a l w h o en joyed an annua l r e m u n e r a t i o n from the 

c o m p a n y of ove r U S $ 7 0 0 , 0 0 0 . Mos t in te rv iews were longer than an 

h o u r in d u r a t i o n , but 13 lasted for less t h a n thir ty m i n u t e s . T a b l e 1.1 

lists the loca t ions of the formal in t e rv iews wi th execu t ives . 

In a d d i t i o n to t he se formal i n t e r v i e w s , a t t e m p t s were m a d e to ask 

e x e c u t i v e s q u e s t i o n s after they had given ev idence before the Ra lph 

E n q u i r y in to the p h a r m a c e u t i c a l industry held in A u s t r a l i a dur ing 

1978. T h e s e fleeting ques t ion and answer sessions p rov ided no 

i n f o r m a t i o n of va lue . M u c h more va luab l e were the in te rv iews with 

i n f o r m a n t s w h o had left the indus t ry , officers in the P h a r m a c e u t i c a l 

M a n u f a c t u r e r s A s s o c i a t i o n s [ P M A s ] in each coun t ry visited (except 

G u a t e m a l a ) , pub l ic in te res t ac t iv is ts , and officers in regula tory 

a g e n c i e s in t he U n i t e d S t a t e s , A u s t r a l i a and the Uni ted K i n g d o m . 

T h e s e s u p p l e m e n t a r y in te rv iews to g e n e r a t e leads from o ther 

s o u r c e s were a l m o s t equal in n u m b e r to the formal indust ry inter­

v i ews . N e v e r t h e l e s s , the industry in te rv iews were the more 

i m p o r t a n t source of in fo rma t ion . An a p p e n d i x sets out the s t ra te­

g ies wh ich w e r e used in solicit ing and conduc t i ng these in te rv iews . 

N o n e of the i n f o r m a n t s is identified by n a m e . 

W i t h c o r p o r a t e c r ime r e s e a r c h , i t i s w r o n g to a s sume that all one 

m u s t do is get sen io r execu t ives to ' come c lean ' . The full story must 

be p i eced t o g e t h e r and c ros s - checked from mul t ip le sources . No 

e x e c u t i v e , no m a t t e r h o w sen ior , knows any th ing like the full story 

of illegal b e h a v i o u r in the p h a r m a c e u t i c a l industry . Execu t ive s 

often m a k e i t the i r bus ines s not to know abou t cer ta in th ings going 

on b e l o w t h e m in the o r g a n i s a t i o n . Often i t is par t of the j o b of 

lower - l eve l e x e c u t i v e s to ensu re that the i r supe r io r s are not ta in ted 

with k n o w l e d g e of illegal conduc t . M o r e o v e r , senior execut ives 
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T A B L E 1.1 F o r m a l in te rv iews with p h a r m a c e u t i c a l execu t ives . 

1978-80 

World rank in ( Duntries 

pharmaceutical in which 

sales, 1977 No. of interviews 

Company (Geref f i . 1979) Domicile interviews conducted 

H o c c h s t - R o u s s c l 1 G e r m a n y 2 G u a t . 
M e r c k 2 U S 4 U S . M e x . . A u s t . 
B a y e r 3 G e r m a n y 6 U S . G u a t . 
C ' iba -Ge igy 4 Swi tzer land 1 A u s t . 
H o f f m a n - L a R o c h e 5 S w i t z e r l a n d 5 U S . A u s t . 
W a r n e r - L a m b e r t 7 U S 2 U S . A u s t . 
Pfizer 8 U S 1 Aus t . 
S a n d o z 9 S w i t z e r l a n d 3 U S 
Lil ly III U S 12 U S , M e x . 
U p j o h n 11 I S 2 G u a t . . A u s t . 
S q u i b b 13 I s 6 Aus t . 
B r i s t o l - M y e r s 14 us 5 U S . G u a t . . A u s t . 
T a k e d a 15 Japan 2 U S 
S c h e r i n g - P l o u g h 17 U S 7 U S . A u s t . 
G l a x o 18 U K 2 U K 
A b b o t t 19 U S 12 U S . G u a t . . A u s t . 
J o h n s o n & J o h n s o n 21 us 5 U S . G u a t . . A u s t . 
C v a n a m i d 23 us 2 U S . A u s t . 
ICI 26 U K 1 Aus t . 
S m i t h K l i n e 27 U S 3 U S 
W e l l c o m e 28 U K 3 G u a t . . A u s t . 
G. D. S e a r l e 2 9 U S 9 U S . M e x . . A u s t . 
B a x t e r - T r a v e n o l in us 3 U S . A u s t . 
3 M 38 us 1 U S 
R i c h a r d s o n - M e r r e l l 4(1 us 3 U S , A u s t . 
S ter l ing D r u g 41 us 4 Aus t . 
S y n t e x 43 us 6 U S . M e x . 
A . H . R o b i n s 44 us 6 U S . A u s t . 
A m e r i c a n H o s p i t a l 

S u p p l y 1 n r . i n k e d us 7 U S 
A l l e r g a n U n r a n k e d us 4 U S . A u s t . 
A n a b o l i c U n r a n k e d us 1 U S 
I C L U n r a n k e d us 1 us 

T O T A L = 131 

have ne i the r the t ime nor much incent ive to s n o o p a round trying to 

find out a b o u t c r iminal b e h a v i o u r within o the r c o m p a n i e s . H e n c e , 

this b o o k seeks to inform not only the genera l publ ic but also 

p h a r m a c e u t i c a l e x e c u t i v e s . 
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2 Bribery 

A w o r l d l y - w i s e mora l relat ivism seems to have been the reac t ion 

from m a n y following the L o c k h e e d scandal of the mid-1970s . If the 

a c c e p t e d p rac t i ce in Saudi A r a b i a is to give the royal family a piece 

of the ac t ion w h e n they buy some aircraft from you , then who are 

A m e r i c a n s or B r i t o n s to say that the i r ways of doing bus iness are 

mora l ly s u p e r i o r ? In any ca se , A m e r i c a n s perce ive the high 

p u r p o s e s of A m e r i c a n foreign policy and nat ional security as 

a d v a n c e d if fighters are bough t from L o c k h e e d ra ther than from a 

foreign p o w e r . 

B r i b e r y has a less a c c e p t a b l e gloss if its pu rpose is to p e r s u a d e a 

hea l th official to a l low a d a n g e r o u s drug on to the m a r k e t ; or, failing 

t h a t , to en t i ce a c u s t o m s officer to al low the b a n n e d p roduc t into the 

c o u n t r y . Br ib ing an inspec to r to turn a blind eye to an unsani ta ry 

d r u g - m a n u f a c t u r i n g plant can hardly be ra t ional i sed as in the 

na t i ona l in te res t . I t will be shown that these types of br ibery are 

c o m m o n in the i n t e r n a t i o n a l p h a r m a c e u t i c a l industry . Br ibery i s 

def ined as the giving of r e w a r d s beyond those al lowed by law to 

en t i ce a p e r s o n wi th a duty of t rust to pe rve r t , co r rup t or com­

p r o m i s e that t rus t . E x t o r t i o n is defined as the solicit ing of a b r ibe . 

The c o n c e r n of this c h a p t e r will not be with minor ' g rease ' p a y m e n t s 

to get b u r e a u c r a t s to do the j o b they are paid for. but with what 

R e i s m a n (1979: 75) has called "variance b r i b e s ' . 

M a n y of the p a y m e n t s to min i s t e r s and officials by p h a r m a ­

ceu t ica l c o m p a n i e s a re ex to r ted by the rec ip ien t s . C o n v e r s e l y , 

r e s p o n d e n t s told of many s i tua t ions w h e r e i t was the c o m p a n y 

which ini t ia ted the illegal t r an sac t i on . I r r e spec t ive of the a l locat ion 

of guilt b e t w e e n the two p a r t i e s , the point r ema ins that here we are 
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d e a l i n g with c o n d u c t which canno t be benignly to le ra ted as 'cus­

t o m a r y bus ine s s p rac t i ce in foreign c o u n t r i e s ' . 

N o t all forms of br ibery seemed to bo the r execut ives in the 

p h a r m a c e u t i c a l indus t ry . I t was genera l ly accep ted that paying off 

hea l t h i n s p e c t o r s in ce r ta in Third Wor ld coun t r i e s was normal and 

a c c e p t a b l e bus ines s p rac t i ce . H o w e v e r , t h e r e was cons ide rab l e 

c o n c e r n over the b r ib ing of g o v e r n m e n t officials to get t rade secrets 

c o n c e r n i n g m a n u f a c t u r i n g p rocesses . Such secrets arc necessar i ly 

m a d e ava i l ab l e to g o v e r n m e n t s for new p roduc t app rova l . Italy was 

f r equen t ly m e n t i o n e d as the coun t ry w h e r e such b r ibes , often of 

on ly a few t h o u s a n d do l l a r s , we re passed to the Ministry of H e a l t h . 

M a n y p i r a t e m a n u f a c t u r e r s are a l lowed to o p e r a t e in Italy in viola­

t ion o f i n t e r n a t i o n a l pa ten t a g r e e m e n t s . ' G u a t e m a l a n execu t ives 

a lso said i t was c o m m o n the re for g o v e r n m e n t officials to hand over 

n e w d rug reg i s t r a t ion d'Kumentation to local firms in exchange for a 

' few h u n d r e d que t za l s [do l l a r s ] ' . The local firm then submits exactly 

t h e s a m e r e sea r ch da ta on the safety of the drug in o r d e r to have its 

p r o d u c t a p p r o v e d . The p roduc t i t m a n u f a c t u r e s , possibly in a bath 

t u b , may bea r little r e s e m b l a n c e to the p r o d u c t to which the sub­

mi t t ed sa fe ty - tes t ing da ta re la tes . A n y set of data which carefully 

m e e t s all the legal r e q u i r e m e n t s will suffice to get a permi t n u m b e r 

to pr int on all bo t t l e s . In G u a t e m a l a no one is going to check 

w h e t h e r the c o n t e n t s of the bot t le c o r r e s p o n d to the informat ion in 

t he p r o d u c t r eg i s t r a t ion d o c u m e n t s . To begin wi th , the g o v e r n m e n t 

d o e s not have a t e s t ing l a b o r a t o r y . 2 

T h e n of cour se t h e r e is the more s t ra igh t fo rward kind of indus­

tr ial e s p i o n a g e w h e r e e m p l o y e e s sell secrets direct ly to their 

c o m p a n y ' s c o m p e t i t o r . On some occas ions the cr ime i s in response 

to a br ibe to the spy. and on o t h e r occas ions the e m p l o y e e ini t iates 

t he e s p i o n a g e . A d i sg run t l ed e m p l o y e e of Merck stole the process 

for m a k i n g a l p h a m e t h y l d o p a ( ' A l d o m e t ' ) , an an t i - hype r t ens ive 

d r u g . T h e c o m p e t i t o r w h o was offered the p lans t u rned them down 

and notified M e r c k . Mos t no to r ious a m o n g the p h a r m a c e u t i c a l 

sp ies was Dr S idney Mar t in Fox , a former e m p l o y e e of Lede r l e 

L a b o r a t o r i e s , the C y a n a m i d subs id iary . He set up a spy ring which 

sold microf i lm cop ies of secret d o c u m e n t s and stolen cu l tu res of 

m i c r o - o r g a n i s m s to six I ta l ian drug firms ( D a v i e s , 1976). Fox and 

his a s soc i a t e s are be l ieved to have been paid £35,000 by one firm 

a l o n e . A l o n g wi th f ive c o n f e d e r a t e s . Fox was convic ted and im­

p r i s o n e d u n d e r the F e d e r a l Stolen P r o p e r t y s ta tu te by a N e w York 

c o u r t in J a n u a r y 1966. 
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C y a n a m i d c l a i m e d tha t F o x ' s defec t ion has cost i t 100 m. dol lars 

in lost sales and tha t i t spen t 30 m. dol la rs to d e v e l o p the stolen 

p r o c e s s and c u l t u r e s . In 1962 C y a n a m i d had won a d a m a g e s suit 

aga ins t F o x , and the N e w York C o u r t a t the cr iminal hear ing 

a s ses sed the firm's losses at f 1.78 m. ( D a v i e s , 1976: 131). 

T h e c o n s e q u e n c e s o f t h e s e c o m p a n y - a g a i n s t - c o m p a n y c r imes are 

less se r ious t h a n w h e n c o n s u m e r s are the vic t ims. I t i s the lat ter type 

of b r ibe ry which will be the c o n c e r n of this c h a p t e r . 

Talking to executives about bribery 

I had m o r e difficulty in ge t t i ng execu t ives to talk ab o u t br ibery than 

any o t h e r subjec t . T h e r e w e r e a coup le of spec tacu la r ins tances of 

be ing ev ic ted from offices w h e n I pushed too hard on this sensi t ive 

i s sue . T h e f irst p r o b l e m w a s tha t most r e s p o n d e n t s genuinely knew 

n o t h i n g a b o u t the sub j ec t . A qual i ty a s s u r a n c e m a n a g e r or medica l 

d i r e c t o r in A u s t r a l i a or t he U n i t e d Sta tes typically leads a she l te red 

life, m o v i n g from office to l abo ra to ry to office, with occas iona l 

v e n t u r e s in to the m a n u f a c t u r i n g p lant . W h e n I t r ied to talk to these 

p e o p l e a b o u t b r i be ry all I a ch i eved was a loss of r a p p o r t for the 

t h i n g s wh ich they cou ld tell me s o m e t h i n g a b o u t . E x p e r i e n c e t h e r e ­

fore t a u g h t me to limit d i s cus s ions of b r ibery to top m a n a g e m e n t , 

f inance , m a r k e t i n g and legal p e r s o n n e l . The publ ic re la t ions staff 

w e r e a lso not p a r t i c u l a r l y effusive on the subject . 

E v e n wi th in this se lec t s u b s a m p l e I frequently dec ided not to 

ra ise the ugly issue lest a fragile r a p p o r t be sha t t e red . In the early 

i n t e r v i e w s , the sub jec t w a s b r o a c h e d wi th a s t anda rd l ine: ' I 've read 

a lot in the n e w s p a p e r s a b o u t L o c k h e e d and br ib ing foreign govern­

m e n t officials. Do you t h i n k many of your c o m p e t i t o r s in the 

p h a r m a c e u t i c a l i n d u s t r y e n g a g e in tha t sort of ac t iv i ty? ' A n d I 

wou ld get a fairly s t a n d a r d answer : ' T h e p h a r m a c e u t i c a l industry 

dea l s with serv ing the p u b l i c m o r e than any o t h e r industry . W e ' r e in 

t he bus ines s of saving h u m a n l ives , and that leads to h igher ethical 

s t a n d a r d s than you ' l l find in any o t h e r i ndus t ry . ' A l t e r n a t i v e l y : 

' L o o k I w o n ' t deny tha t t h e r e was a t ime w h e n br ibery did go on, but 

not any m o r e , not the r e p u t a b l e c o m p a n i e s . ' End o f d iscuss ion. 

So I fol lowed a different a p p r o a c h , essent ia l ly a 'no babe in the 

w o o d s ' s t r a t e g y , i k n o w tha t most of the major p h a r m a c e u t i c a l 

c o m p a n i e s , inc lud ing y o u r o w n . have disclosed to the SEC [Securi­

t ies and E x c h a n g e C o m m i s s i o n ] the m a k i n g of co r rup t p a y m e n t s in 
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m a n y pa r t s of the wor ld . I 've spoken to p e o p l e a t the SEC who 

i n t e r v i e w c o m p a n i e s on such m a t t e r s and they tell me that the 

p r a c t i c e s are still w i d e s p r e a d . Why do large c o r p o r a t i o n s feel that 

t hey have to do this sort of th ing?" In o t h e r w o r d s , "I'm no babe in 

the w o o d s . I k n o w you do it, but w h y ? ' ' The a p p r o a c h almost never 

failed to elicit a lengthy and revea l ing discuss ion. A m o n g the 27 US 

e x e c u t i v e s on w h o m I tr ied the "no b a b e in the w o o d s ' a p p r o a c h , 

n o n e d e n i e d that br ibery had been w i d e s p r e a d in the past a m o n g 

A m e r i c a n p h a r m a c e u t i c a l c o m p a n i e s , and only 6 denied that 

b r i b e r y was still c o m m o n today a m o n g A m e r i c a n pha rmaceu t i ca l 

c o m p a n i e s . Of the 21 w h o felt tha t b r ibery still was c o m m o n , 

h o w e v e r , only 1 felt tha t it was as c o m m o n today as it had been in 

the past . As we shall see later , t he re are g r o u n d s for suspec t ing that 

on the la t te r po in t t he o t h e r 20 execu t ives may have been descr ib ing 

the s i t ua t ion a c c u r a t e l y . 

T h e g rea t a d v a n t a g e of the "no babe in the w o o d s ' a p p r o a c h was 

tha t i t gave r e s p o n d e n t s little to lose by speak ing truthfully. So long 

as 1 did not select an over ly sensi t ive m a r k , I found that it did not 

e n g e n d e r agg re s s ion so much as respec t : here was s o m e o n e on 

w h o m they w e r e not was t ing their t i m e , s o m e o n e w h o knew a little 

a b o u t the subject . The usual public r e l a t ions b lurb would be a was te 

of t i m e , and t hank God for that! Re l i eved of the b u r d e n of having to 

e x p r e s s the c o m p a n y l ine , some o f t h e m genu ine ly enjoyed the rare 

o p p o r t u n i t y to talk ser iously a b o u t a d i l e m m a which t roub led them 

wi th a p e r s o n from o u t s i d e . 

The extent of bribery 

T h e offices of the US Secur i t ies and E x c h a n g e C o m m i s s i o n ( S E C ) 

are g o l d m i n e s of in fo rma t ion abou t "ques t ionable p a y m e n t s ' by 

A m e r i c a n c o r p o r a t i o n s . Va le r ie B r a i t h w a i t e and I spent a n u m b e r 

of days r e a d i n g and p h o t o c o p y i n g d o c u m e n t s in the W a s h i n g t o n , 

N e w Y o r k and Los A n g e l e s offices of the S E C as well as in terview­

ing severa l officers. T h e most cent ra l d o c u m e n t s re la t ing to each 

c o m p a n y a re listed in Tab le 2.1 (p . 31 ) , but in some cases these were 

s u p p o r t e d by a large n u m b e r of add i t i ona l c o m p a n y d o c u m e n t s . 

R e a d e r s may r e q u e s t further in format ion abou t these d o c u m e n t s by 

w r i t i n g to m e . 

T h e w e a l t h of in format ion arises largely from the S E C ' s volun­

ta ry d i s c l o s u r e p r o g r a m m e . C o m p a n i e s which pa r t i c ipa ted in this 

p r o g r a m m e were led to u n d e r s t a n d that such par t i c ipa t ion would 
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l essen the l i ke l ihood that the o v e r l o a d e d S E C staff would p roceed 

wi th e n f o r c e m e n t ac t ion agains t t h e m . No formal g u a r a n t e e against 

p r o s e c u t i o n was g iven , h o w e v e r . U n d e r the vo lunta ry p r o g r a m m e , 

the c o m p a n y c o n d u c t s a de ta i led inves t iga t ion of co r rup t p a y m e n t s 

by e m p l o y e e s u n d e r the ausp ices of ' p e r s o n s not involved in the 

ac t iv i t i e s in q u e s t i o n ' , and then m a k e s ava i l ab le to the S E C staff'all 

d e t a i l s c o n c e r n i n g the q u e s t i o n a b l e p rac t i ces u n c o v e r e d ' (Her l ihy 

and L e v i n e , 1976: 585) . In the publ ic d i sc losures the S E C genera l ly 

a l l o w e d c o m p a n i e s to p ro tec t their bus iness con tac t s by descr ib ing 

e v e n t s whi le w i t h h o l d i n g the n a m e s of the rec ip ients and the coun­

t r i e s w h e r e c o r r u p t p a y m e n t s w e r e m a d e . 

A b o u t th i r ty o t h e r c o m p a n i e s which S E C inves t iga t ion found to 

have a pa r t i cu la r ly bad record on q u e s t i o n a b l e p a y m e n t s were 

forced into c o n s e n t d e c r e e s . A major r e q u i r e m e n t of the consen t 

d e c r e e s was an e x t r a o r d i n a r i l y de ta i led d isc losure of the c i rcum­

s t a n c e s s u r r o u n d i n g suspec ted co r rup t p a y m e n t s . In exchange for 

such d e t a i l e d d i sc losu re and cer ta in re forms of the checks and 

b a l a n c e s wi th in the c o m p a n y for the p r e v e n t i o n of b r ibe ry , the S E C 

a g r e e d not to p r o s e c u t e for any c r imina l ac t ion . To this end it is 

a g r e e d tha t the d i sc losures in the consen t dec ree are not to be 

t r e a t e d as e v i d e n c e of any cr iminal act. As Geis (1979: 23) has 

r e m a r k e d , the c o r p o r a t i o n in e ssence says: T d idn ' t do it, but I 

w o n ' t do i t a g a i n . ' "Burglars might wish they had i t so g o o d ' , Ge is 

p l e a d s . I n e q u i t a b l e t h o u g h i t ce r ta in ly is, the reali ty is that the S E C 

d o e s not have the r e s o u r c e s to inves t iga te every c o m p a n y suspected 

of b r i be ry in the same way as pol ice d e p a r t m e n t s are able to investi­

ga te mos t o f fenders caugh t in the act of or suspected of burg la ry . 

T h e v o l u n t a r y d i sc losu re and consen t d e c r e e p r o g r a m m e s were 

m e a n s of m a k i n g the mos t of these l imited r e sou rces . They a t least 

p e r m i t t e d a c rude check on the ex ten t of co r rup t p a y m e n t s by all of 

the la rges t A m e r i c a n c o r p o r a t i o n s . The S E C a t one t ime looked a t 

the foreign bus ines s p rac t i ces of all the F o r t u n e 500 c o m p a n i e s . 

R e s e a r c h e r s w h o have e n g a g e d in de ta i l ed scrutiny of the c o r r u p ­

t ion r e v e a l e d by the S E C disc losure p r o g r a m m e s all agree that the 

p h a r m a c e u t i c a l i ndus t ry is revea led as having one of the worst 

r e c o r d s . 

Of the 32 i ndus t r i e s that spent m o r e than SI mil l ion in i m p r o p e r 

o v e r s e a s p a y m e n t s , h a l f w e r e in aircraft , oi l , food and d rugs . 

S e v e n w e r e in d r u g s , which was the most c o m m o n (Cl inard e t a l . , 

1979: 199). 
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. . . the two largest identif iable g r o u p s were drug manufac tu re r s 

and c o m p a n i e s e n g a g e d in p e t r o l e u m refining and re la ted 

serv ices ( S E C , 1976). 

. . . twe lve [ p h a r m a c e u t i c a l ] c o m p a n i e s had m a d e volunta ry 

d i s c l o s u r e s , which was the highest n u m b e r for any industry equal 

only to the oil indus t ry (Kugel and G r u e n b e r g , 1977: 78) . 

I t s e e m s that ce r ta in indus t r ies are par t icu lar ly p rone to engage in 

o v e r s e a s p a y m e n t s . H e a v y capital goods indus t r i e s , such as 

a e r o s p a c e , a r m s , or those indus t r ies that are closely regu la ted by 

foreign g o v e r n m e n t a g e n c i e s , such as p h a r m a c e u t i c a l c o m p a n i e s , 

are subject to unusua l ly heavy p r e s s u r e s for payoffs (Her l ihy and 

L e v i n e , 1976: 566) . 

S imi la r ly , K e n n e d y and Simon (1978) , in a classification of com­

p a n i e s d isc los ing c o r r u p t p a y m e n t s accord ing to indus t ry , found 

"drugs ' to t o p the list with 10 en t r i e s . A d a m s and R o s e n t h a l (1976) . 

in the i r b r e a k d o w n by indus t ry , classified 22 under "drugs and 

hea l t h ca re" , m o r e than in any o the r c a t eg o ry . All of these rev iews 

u n d e r e s t i m a t e the p r o p o r t i o n o f d o c u m e n t e d d isc losures which are 

a t t r i b u t e d to p h a r m a c e u t i c a l c o m p a n i e s . E i t h e r t h r o u g h less than 

e x h a u s t i v e sea rch of S E C f i les , o r b e c a u s e the d isc losures a p p e a r e d 

la te r t h a n the i r d e a d l i n e s for p u b l i c a t i o n , all the above reviews have 

missed a c o n s i d e r a b l e n u m b e r of subs tan t ia l d i sc losures by phar­

m a c e u t i c a l c o m p a n i e s . Tab le 2. 1 lists d isc losures of ques t ionab le 

p a y m e n t s m a d e by 29 p h a r m a c e u t i c a l c o m p a n i e s . Of the 20 US 

c o m p a n i e s wi th the highest w o r l d w i d e sales in p h a r m a c e u t i c a l 

p r o d u c t s , 19 have d isc losed subs tan t ia l q u e s t i o n a b l e p a y m e n t s . No 

o t h e r indus t ry g r o u p has any th ing a p p r o a c h i n g this record of docu­

m e n t e d c o r r u p t p a y m e n t s . The qua l i t a t ive and quan t i t a t ive 

e v i d e n c e p r e s e n t e d in this c h a p t e r sus ta ins the conclus ion that the 

p h a r m a c e u t i c a l indus t ry is m o r e p r o n e to br ibery than any o t h e r in 

i n t e r n a t i o n a l b u s i n e s s . Poss ib ly this i s b e c a u s e , like a e r o s p a c e com­

p a n i e s , p h a r m a c e u t i c a l firms deal with big win or lose s i tua t ions -

the new bi l l ion dol la r p r o d u c t to be a p p r o v e d , the ten mill ion dol lar 

hosp i t a l supply con t r ac t to be won . M o r e o v e r , the mul t i tude of 

r e g u l a t o r y dec i s ions to which p h a r m a c e u t i c a l c o m p a n i e s are sub­

j e c t e d c r e a t e s many o p p o r t u n i t i e s for buying off r egu la to r s . The 

c o m p a n y a m o n g the top 20 US p h a r m a c e u t i c a l f i rms which did not 

d i sc lose any q u e s t i o n a b l e p a y m e n t s was Eli Lilly. 

T h e a m o u n t s involved in c o r r u p t p a y m e n t s disclosed by 
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p h a r m a c e u t i c a l c o m p a n i e s are s tagger ing especial ly cons ide r ing 

tha t m a n y of t he se a m o u n t s do not consist of one or two huge 

p a y m e n t s . A u s t r a l i a n execu t ives told me that in some As ian coun­

t r ies d rug r e g i s t r a t i o n s could be secured for qui te small co r rup t 

p a y m e n t s . "Slip t h e m $100 and you ' r e r ight , ' as one exp la ined . 

I n c l u d e d in the mi l l ions of do l l a r s d isc losed by many of the 

c o m p a n i e s might be some h u n d r e d s or t h o u s a n d s of b r ibes . 

T h e c o r r u p t i o n often r e a c h e s the highest levels of g o v e r n m e n t . 

T h e fol lowing inc ident (which does not a p p e a r in the S E C dis­

c l o s u r e d o c u m e n t s ) was r epo r t ed in the New York Times. 

In I ta ly , a c c o r d i n g to a former c o m p a n y execut ive w h o w o r k e d 

t h e r e for y e a r s , a d o z e n d rug m a n u f a c t u r e r s , including some 

A m e r i c a n c o m p a n i e s , once b a n d e d t o g e t h e r to back an industry-

s p o n s o r e d bill in the I ta l ian P a r l i a m e n t that wou ld have al lowed 

m a n u f a c t u r e r s to sell their n o n p r e s c r i p t i o n p r o d u c t s in 

s u p e r m a r k e t s and o t h e r retail ou t l e t s . T h e r e , they would no 

l onge r be sub jec t to pr ice c o n t r o l . 

T h e c o m p a n i e s were assessed $80,000 e a c h , accord ing to the 

s o u r c e , wi th the $1 mill ion to be put into a war chest o f t h e 

C h r i s t i a n D e m o c r a t i c Pa r ty . 

T h e G o v e r n m e n t fell before the bill could be e n a c t e d , and it 

cou ld not be d e t e r m i n e d definitely w h e t h e r the money actually 

c h a n g e d h a n d s . Bu t the informant said i t ' u n d o u b t e d l y had ' (New 

York Times, 21 M a r c h , 1976). 

Let us now r e v i e w the d i sc losures m a d e by the largest c o m p a n i e s . 

Merck & Co. 

US rank in p h a r m a c e u t i c a l sales: 1. 

S o m e o f t h e e x e c u t i v e s w h o in in te rv iew expressed a worldly-wise 

a b s e n c e of su rp r i se a t the ev idence o f w i d e s p r e a d br ibing of heal th 

officials by p h a r m a c e u t i c a l c o m p a n i e s were n e v e r t h e l e s s shocked to 

find M e r c k a m o n g those c o m p a n i e s with the worst r eco rds o f ques­

t i o n a b l e p a y m e n t s . M e r c k , like Lil ly, is a c o m p a n y frequently held 

up by p e o p l e in t he indust ry as a model of exce l lence in quality and a 

p a r a g o n of p r o p r i e t y . W h e n I asked execu t ives from o ther 

c o m p a n i e s w h e r e I should go to learn abou t effective self-regulatory 

s y s t e m s , I wou ld be told ' G o to M e r c k ' or ' G o to Lilly ' . 

M e r c k has r e p o r t e d $3.6 mill ion in q u e s t i o n a b l e p a y m e n t s in 39 
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foreign c o u n t r i e s , S2.3 mil l ion of i t to third par t ies who 'may have 

passed m o n e y on to g o v e r n m e n t e m p l o y e e s ' . Merck was one of the 

few c o m p a n i e s which disclosed p a y m e n t to a cabine t - leve l official. 

N e i t h e r the n a m e of the pe r son nor the coun t ry was specified, but 

the a m o u n t was $12 ,500 . In one c o u n t r y , in which i t was cus tomary 

'not to a c k n o w l e d g e or disclose c o r p o r a t e poli t ical c o n t r i b u t i o n s ' , 

the c o m p a n y a d m i t s t ha t some c o n t r i b u t i o n s 'were m a d e th rough 

the C o m p a n y ' s Swiss subs id ia ry [ M e r c k , Sharpe & D o h m e A . G . ] 

and r e c o r d e d a s p r o m o t i o n a l e x p e n s e s ' . 

M e r c k c la imed its q u e s t i o n a b l e p a y m e n t s as tax d e d u c t i o n s and 

c o n s e q u e n t l y has ag reed to pay the US In te rna l R e v e n u e Service 

a d d i t i o n a l tax of $264 ,000 . The I R S , h o w e v e r , i s con t inu ing investi­

g a t i o n s for fur ther v io la t ions of the In te rna l R e v e n u e C o d e . 

T h e c o r p o r a t i o n b l a m e d its a u d i t o r for failing to follow up on 

i n f o r m a t i o n abou t the q u e s t i o n a b l e p a y m e n t s . A special c o m m i t t e e 

of o u t s i d e e x p e r t s set up by the M e r c k board to inves t igate the 

m a t t e r cr i t ic ised the c h a i r m a n of the board for ignor ing warn ing 

s igna ls . T h e M e r c k p a y m e n t s were t he r e fo r e no tab le in that there 

was e v i d e n c e of the seniori ty of bo th rec ip ien ts and c o m p a n y 

officials w h o had the k n o w l e d g e to put a s top to the bus iness . 

T h e c o m m i t t e e r eached the following conc lus ions a b o u t its 

c h a i r m a n and chief execu t i ve officer, H e n r y W. G a d s d e n . 

Mr G a d s d e n was a w a r e that p a y m e n t s o f the kind under 

i nves t i ga t ion w e r e r a t h e r c o m m o n in the conduc t of bus iness in 

some foreign c o u n t r i e s , but s tated that pr ior to the inves t iga t ion 

he did not be l i eve that the C o m p a n y or its e m p l o y e e s were 

invo lved in any such p a y m e n t s , except for minor g ra tu i t i es . 

B a s e d on all the e v i d e n c e i t received dur ing the course of the 

i n v e s t i g a t i o n , the C o m m i t t e e be l ieves this i s an accura t e 

s t a t e m e n t . T h e C o m m i t t e e was a d v i s e d , h o w e v e r , tha t i n two 

i n s t a n c e s poss ib le w a r n i n g signals may have been sounded in Mr 

G a d s d e n ' s p r e s e n c e which could have p r o m p t e d him to p r o b e 

into the m a t t e r s n o w in ques t ion . Mr G a d s d e n did not recall one 

of these i nc iden t s . He did not p u r s u e the second which occur red 

in A p r i l 1975; h o w e v e r , he was informed at that t ime that line 

e x e c u t i v e s had given a s s u r a n c e t h e r e w e r e and would be no 

p r o b l e m s of this n a t u r e a t M e r c k . Mr G a d s d e n was aware of and 

a p p r o v e d the m a k i n g of a subs tan t ia l foreign political 

c o n t r i b u t i o n , d i r ec t ing that the c o n t r i b u t i o n be m a d e only i f i t 

was legal to do so. 
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The c o m m i t t e e a lso reached these conc lu s ions abou t R a y m o n d 

E . S n y d e r ( E x e c u t i v e Vice P r e s i d e n t , A d m i n i s t r a t i o n ) : 

Mr S n y d e r s ta ted that he was not involved in the a u t h o r i z a t i o n , 

a p p r o v a l or r e c o r d i n g of any of the i m p r o p e r p a y m e n t s to foreign 

g o v e r n m e n t e m p l o y e e s . F u r t h e r m o r e , he stated that a l though he 

be l i eved the C o m p a n y ' s foreign subs id ia r i e s conformed to a 

g e n e r a l indus t ry prac t ice in some foreign c o u n t r i e s of making 

p a y m e n t s of m o d e s t sums of this t y p e , he knew of no specific 

ma jo r d i s b u r s e m e n t o r i m p r o p e r d o c u m e n t a t i o n . T h e r e were 

r e c o l l e c t i o n s a m o n g o t h e r s i n t e rv i ewed that [ there w e re ] on 

severa l o c c a s i o n s t r a n s a c t i o n s involving possible i m p r o p e r 

p a y m e n t s by foreign subs id ia r ies . . . [and] no cor rec t ive s teps 

w e r e t a k e n a t tha t t ime . Mr Snyde r did not r e m e m b e r such 

specific d i scuss ions pr ior to the wide publici ty given to such 

gene ra l i ndus t ry p rac t i ces in 1975, a l t h o u g h he though t i t poss ible 

tha t s o m e such t r a n s a c t i o n s may have been involved in rev iews of 

a n u m b e r of u n u s u a l a ccoun t ing i t e m s , including p a y m e n t s for 

wh ich d o c u m e n t a t i o n did not a p p e a r to be c o m p l e t e . 

T h e c o m m i t t e e d r e w t h r e e genera l conc lus ions a s to the na tu re 

and d e g r e e o f m a n a g e m e n t ' s a w a r e n e s s o f the p a y m e n t s and prac­

t ices u n d e r inves t iga t ion : 

(i) t h e r e was an a t m o s p h e r e of a c c e p t a n c e c rea ted by those 

r e s p o n s i b l e for d i r ec t ing and supe rv i s ing the in te rna t iona l and 

the f inancial affairs of the C o m p a n y ; 

(ii) t h e r e was an effort by in t e rna t iona l line and con t ro l l e r 

p e r s o n n e l to k e e p de ta i l s with respec t to such p a y m e n t s from 

c o m i n g to top m a n a g e m e n t a t t en t ion on the a s s u m p t i o n tha t , 

d e s p i t e t he a t m o s p h e r e of a c c e p t a n c e , top m a n a g e m e n t did not 

wan t to be i n v o l v e d ; 

(iii) t h e r e was an a b s e n c e of effective p rob ing by top 

m a n a g e m e n t , de sp i t e some ind ica t ions that such p rob ing was in 

o r d e r . 

In the s t a t e m e n t s to the S E C , M e r c k excused the b eh av i o u r of its 

p e r s o n n e l by p o i n t i n g out that : 

T h e s e p a y m e n t s w e r e m a d e because the e m p l o y e e s involved 

gene ra l ly be l ieved that i ) they were be ing p re s su red by foreign 

g o v e r n m e n t e m p l o y e e s to m a k e such p a y m e n t s , ii) m a n a g e m e n t 
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a c c e p t e d these p rac t i ces as necessary to ach ieve sales goals in 

s o m e c o u n t r i e s a b r o a d , and iii) they were act ing in the best 

i n t e r e s t s o f the C o m p a n y . 

American Home Products 

US rank in p h a r m a c e u t i c a l sales: 2 

A m e r i c a n H o m e P r o d u c t s i s a m u c h larger c o m p a n y than M e r c k , 

but smal le r in p h a r m a c e u t i c a l s , only 39 per cent of its sales being of 

d r u g s (Gereff i . 1979: 13). A total of S3.4 million in q u e s t i o n a b l e 

p a y m e n t s was m a d e in 41 different c o u n t r i e s . A p p r o v a l s for govern­

m e n t p u r c h a s e s w o r t h S40.5 mill ion were ob ta ined be tween 1971 

and 1975 by pay ing g o v e r n m e n t officials a commiss ion ranging 

b e t w e e n 1 per cen t and 15 per cent of the value of the sale. O t h e r 

p a y m e n t s w e r e m a d e "to ob ta in act ion on necessary g o v e r n m e n t 

c l e a r a n c e s ' . A m e r i c a n H o m e P r o d u c t s disclosed that : 

N o n - c o m m i s s i o n type p a y m e n t s were m a d e in a n u m b e r of 

c o u n t r i e s to foreign g o v e r n m e n t e m p l o y e e s pr imari ly in 

c o n n e c t i o n wi th the g r a n t i n g o f r equ i red g o v e r n m e n t 

a p p r o v a l s . . . . T h e to ta l s do not inc lude occas ional nomina l 

g r a t u i t i e s and t ips to p e r s o n s pe r fo rming rou t ine minis ter ia l 

d u t i e s (8K form lodged with S E C : F e b . 7 6 : 4 ) . 

In a d d i t i o n to the a b o v e , the c o m p a n y admi t t ed to a legal chari t­

a b l e c o n t r i b u t i o n of $38,000 for an 'essent ia l ly political purpose" 

wh ich was favoured by a high g o v e r n m e n t official. A t t e n t i o n is 

d r a w n to this only to show some of the act ivi t ies which are excluded 

from the a g g r e g a t e f igures on q u e s t i o n a b l e paymen t s repor ted h e r e . 

Warner-Lambert 

US rank in p h a r m a c e u t i c a l sa les : 3 

W a r n e r - L a m b e r t and its subsidiary P a r k e - D a v i s disclosed S2.6 

mi l l ion in q u e s t i o n a b l e p a y m e n t s in 14 c o u n t r i e s . A bank accoun t 

not on the c o r p o r a t e b o o k s was used to pay commiss ions on govern­

m e n t sales in s o m e c a s e s , whi le o the r c o m m i s s i o n s were b o o k e d as 

m a r k e t i n g e x p e n s e s . E r r o n e o u s tax d e d u c t i o n s from these pay­

m e n t s w e r e m a d e to the point whe re the c o m p a n y was obl iged to 

pay $325 ,839 in add i t i ona l tax . 

T u c k e d away in the d o c u m e n t s lodged with the SEC is the admis ­

sion tha t p a y m e n t s w e r e m a d e to get new p roduc t s a p p r o v e d for 
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m a r k e t i n g : ' O t h e r p a y m e n t s were m a d e t o foreign g o v e r n m e n t 

e m p l o y e e s to e x p e d i t e a variety of g o v e r n m e n t a l ac t ions with 

r e s p e c t to p r i c e s , p r o d u c t r eg i s t r a t i ons , d i v i d e n d s , t axes , and o the r 

m a t t e r s . ' (8K: M a r . 76) . 

Pfizer 

US rank in p h a r m a c e u t i c a l sales: 4 

C o m p a r e d wi th the t h r ee largest c o m p a n i e s . Pfizer disclosed the 

r e l a t ive ly m o d e r a t e total of $264,000 in p a y m e n t s to g o v e r n m e n t 

e m p l o y e e s in t h r e e c o u n t r i e s . An add i t i ona l p a y m e n t o f $22,500 

had b e e n m a d e to a foreign t r a d e as soc ia t ion 'which paymen t had 

b e e n sol ici ted with the ind ica t ion that i t would be used to m a k e 

c o n t r i b u t i o n s to va r ious poli t ical pa r t i e s in that foreign country". 

Pfizer also said that it paid a further $21,000 as a 'professional fee ' , 

' t he r ec ip i en t of which indica ted some por t ion might be used to 

m a k e a p a y m e n t to foreign g o v e r n m e n t e m p l o y e s [sic] ' (8K: M a r , 

76) . 

Upjohn 

US rank in p h a r m a c e u t i c a l sales: 6 

U p j o h n has d isc losed the second largest a m o u n t o f q u e s t i o n a b l e 

p a y m e n t s - an a g g r e g a t e of $4.2 mil l ion. An initial d isc losure of 

$2.7 mi l l ion in 22 c o u n t r i e s was soon followed by an admiss ion that 

e v i d e n c e for the la rger sum of $4.2 mill ion in 29 coun t r i e s was 

a v a i l a b l e . An u n u s u a l e l e m e n t in U p j o h n ' s d i sc losure i s the large 

sum wh ich is c o n c e d e d as hav ing been paid to n o n - g o v e r n m e n t 

hosp i t a l e m p l o y e e s - $474 ,000 . No ou ts ide d i rec to rs knew o f t h e 

p a y m e n t s but ins ide d i r ec to r s e i ther k n e w of the p a y m e n t s or 

ac tua l ly a p p r o v e d t h e m . 

Squibb 

US rank in p h a r m a c e u t i c a l sales: 7 

T h e d o c u m e n t e d his tory of b r ibery wi th S q u i b b goes back further 

t h a n wi th mos t o f the t r a n s n a t i o n a l p h a r m a c e u t i c a l c o r p o r a t i o n s . 

D u r i n g the 1960s S q u i b b was a subs id iary of the Ol in M a t h i e s o n 

C h e m i c a l C o r p o r a t i o n . The illegal p a y m e n t s conce rned $1.5 

mi l l ion w o r t h of an t ib io t i c s m a n u f a c t u r e d by Squibb and sent to 

C a m b o d i a and V i e t n a m b e t w e e n 1958 and 1963 u n d e r the US 
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foreign aid p r o g r a m m e . I t was shown tha t the c o m p a n y ' s agen t had 

pa id b e t w e e n $30,000 and $40,000 into a Swiss accoun t for the 

benefi t of a Dr A r n a u d . the major s h a r e h o l d e r in a C a m b o d i a n 

d r u g - i m p o r t i n g f i rm. 

T h e a g e n t , the Phi l l ip B a u e r C o . o f N e w Y o r k , was convic ted on 

29 c o u n t s and fined a total of $29,000. On 28 O c t o b e r , 1966 the 

U n i t e d S ta tes C o u r t o f A p p e a l s affirmed the conv ic t ions . 

US foreign aid r e g u l a t i o n s p roh ib i t c o m m i s s i o n s and p r o m o ­

t iona l a l l o w a n c e s to i m p o r t e r s for p lugging brand n a m e s , and for 

o t h e r i m p r o p e r benefi ts inc luding k i c k b a c k s . After p ro t r ac t ed legal 

conflict Ol in p l e a d e d guilty to consp i r acy to m a k e false certifica­

t i ons and defraud the U n i t e d S t a t e s , plus two o the r c o u n t s . 4 A l s o 

c o n v i c t e d of consp i r acy were H e r b e r t G. Wolf. O l in ' s former 

r eg iona l v i ce -p r e s iden t in H o n g K o n g and the Far Eas t Inter­

n a t i o n a l C o r p . , of which W o l f s wife was p res iden t and sole stock­

h o l d e r . T h e fo rmer was fined $7 ,500 , the la t te r $21 ,000 . 

On 23 S e p t e m b e r , 1965 Ol in rece ived the m a x i m u m sen tence of 

$10 ,000 on each coun t . Min tz (1967) has p rov ided a more comple t e 

a c c o u n t of this legal b a t t l e . He also desc r ibes one in teres t ing side­

light of O l in ' s conv i c t i on . 

It h a p p e n e d tha t t h e r e was a law which said in essence that a 

p e r s o n w h o had been conv ic ted of a felony could not t r anspor t a 

w e a p o n in i n t e r s t a t e c o m m e r c e . This c r ea t ed a legal p rob l em for 

O l i n , b e c a u s e i t had been convic ted ofa felony, was in the eyes of 

the law a p e r s o n and had a divis ion tha t m a d e w e a p o n s for use by 

the a r m e d forces . C o n g r e s s reso lved the d i l e m m a by enac t ing a 

law t h a t , in effect, got Ol in off the hook ( M i n t z , 1967: 383j ) . 

In 1976 S q u i b b , having cut its t ies wi th Ol in . disclosed ques t ion­

ab le p a y m e n t s of $1.9 mil l ion in 8 c o u n t r i e s be tween 1971 and 1976. 

Bristol-Myers 

US rank in p h a r m a c e u t i c a l sales: 8 

B r i s t o l - M y e r s have disclosed $3.0 mil l ion in q u e s t i o n a b l e pay­

m e n t s . An inves t iga t ion c o m m i t t e e a p p o i n t e d by the Br i s to l -Myer s 

b o a r d p r o v i d e s some in te res t ing insights in its repor t abou t how the 

p a y m e n t s , which w e r e genera l ly m a d e in cash , were concea l ed . 

T h e cash was g e n e r a t e d in two pr incipal ways : a third par ty would 

s u b m i t a false invoice for services not actual ly r e n d e r e d , receive 
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p a y m e n t , r e t a in a po r t i on to cover tax liability and p e r h a p s 

c o m p e n s a t i o n , and de l iver the ba l ance in cash e i ther back to a 

C o m p a n y r e p r e s e n t a t i v e or to the i n t ended benef ic iary; or a 

C o m p a n y check wou ld be d rawn to an individual e m p l o y e e who 

wou ld have it c a s h e d . In a few ins tances a C o m p a n y check d rawn 

to the o r d e r of a C o m p a n y e m p l o y e e was depos i t ed in that 

e m p l o y e e ' s p e r s o n a l bank accoun t . The e m p l o y e e thereaf te r 

d r e w funds from his a c c o u n t for the p u r p o s e of mak ing p a y m e n t s 

to a g o v e r n m e n t official or his i n t e r m e d i a r y . 

T h e t r ans fe r s of funds involved were all r eco rded in the 

C o m p a n y ' s b o o k s , but the en t r ies did not fully disclose the 

u n d e r l y i n g n a t u r e o f the t r a n s a c t i o n s . C o m m i s s i o n s paid to 

c o m m i s s i o n a g e n t s were accura te ly r eco rded in the C o m p a n y ' s 

b o o k s , but the e n t r i e s did not disclose t hose ins tances in which i t 

was a s s u m e d that a p o r t i o n of the c o m m i s s i o n would ul t imate ly 

go to a g o v e r n m e n t official (8K: A u g 76) . 

T h e inves t iga t ion conc luded that no m e m b e r of the boa rd of 

d i r e c t o r s , e m p l o y e e o r n o n - e m p l o y e e , knew that p a y m e n t s were 

be ing m a d e . H o w e v e r , 

A t I n t e r n a t i o n a l Div i s ion h e a d q u a r t e r s i n N e w York and R o m e , 

e x e c u t i v e s inc lud ing f inancial pe r sonne l had varying d e g r e e s of 

k n o w l e d g e o f t h e m a k i n g of p a y m e n t s to ob t a in sales and of 

faci l i ta t ing p a y m e n t s . In those c o u n t r i e s whe re p a y m e n t s were 

m a d e , the g e n e r a l m a n a g e r s were aware o f and au tho r i zed the 

m a k i n g o f t h e p a y m e n t s . A r e a vice p r e s i d e n t s and regional 

d i r e c t o r s genera l ly had some k n o w l e d g e of p a y m e n t s m a d e in 

the i r t e r r i t o r i e s (8K: A u g 76 ) . 

T h e c o m m i t t e e r e p o r t e d on the fol lowing decis ion o f t h e Br is to l -

M y e r s B o a r d , a dec i s ion which the S E C was a p p a r e n t l y willing to 

a c c e p t . 

W h i l e th is inves t iga t ion was u n d e r w a y , the B o a r d was informed 

t h a t p a y m e n t s of a p p r o x i m a t e l y S148,(KX) w e r e c o n t e m p l a t e d in 

four c o u n t r i e s w h e r e the genera l m a n a g e r s bel ieved that the 

failure to m e e t ' p r i o r c o m m i t m e n t s ' in c o n n e c t i o n with past sales 

w o u l d p lace e m p l o y e e s in d a n g e r o f physical h a r m . The B o a r d , 

after i nqu i ry , d e c i d e d that this c o n c e r n o f t h e local m a n a g e r s was 

r e a s o n a b l e and acqu i e sced in p a y m e n t s not to exceed the 

foregoing a m o u n t . These p a y m e n t s are inc luded in the f igures 

g iven ea r l i e r in this r epor t (8K: A u g 76) . 
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Schering-Plough 

US rank in p h a r m a c e u t i c a l sales: 9 

S c h e r i n g - P l o u g h r e p o r t e d q u e s t i o n a b l e p a y m e n t s o f $1.1 million 

b e t w e e n 1971 and 1976. Ear ly d i sc losures of $0.8 mill ion had to be 

s u p p l e m e n t e d in 1977 with further r eve l a t i ons . T h e s e included 

expl ic i t r e fe rence to p a y m e n t s to secure p roduc t r eg i s t r a t ions : 

2 . In a n o t h e r foreign c o u n t r y , p a y m e n t s o f a p p r o x i m a t e l y 

$220 ,000 were m a d e dur ing the years 1972 t h r o u g h 1976 to 

p r iva t e c o n s u l t a n t s e n g a g e d to secure p roduc t r eg i s t r a t i ons , o r 

r e n e w a l s thereof, in tha t c o u n t r y . In add i t i on , in that same 

c o u n t r y , p a y m e n t s to ta l l ing a p p r o x i m a t e l y $ 17,000 were m a d e in 

the yea r s 1972, 1975 and 1976 to c o n s u l t a n t s engaged to set t le 

p r o p o s e d i n c o m e tax a s s e s s m e n t s . Sen ior m a n a g e m e n t has been 

advised tha t all or a po r t ion of the aforesaid p a y m e n t s may have 

been passed on to publ ic officials r e spons ib l e for p rocess ing the 

r e g i s t r a t i o n s or tax a s s e s s m e n t s a l t h o u g h i t has no direct 

k n o w l e d g e of any such p a y m e n t s . 

3 . In a n o t h e r foreign c o u n t r y , p a y m e n t s in the a m o u n t of 

a p p r o x i m a t e l y $37 ,000 were m a d e dur ing the years 1972 th rough 

1976, in c o n n e c t i o n with app l i c a t i on s for p roduc t reg is t ra t ions in 

tha t c o u n t r y , to ind iv idua l s who w e r e pa r t - t ime consu l t an t s to a 

g o v e r n m e n t agency r e spons ib l e for issuing such reg is t ra t ions 

(8K: A p r , 77) . 

Companies not ranked in the top 20 

R a t h e r t h a n exhaus t ive ly list the m i s d e e d s of all of the smal ler 

t r a n s n a t i o n a l s , only four of the m o r e revea l ing case s tudies will be 

d i s cus sed : t h o s e o f the A m e r i c a n H o s p i t a l Supply C o r p o r a t i o n , 

R o r e r - A m c h e n , Syn tex and M e d t r o n i c . 

American Hospital Supply Corporation 

A m e r i c a n H o s p i t a l Supply ( A H S ) , a re la t ively small co rpo ra t i on 

c o m p a r e d wi th some of those a b o v e ( conso l ida t ed net ea rn ings for 

five y e a r s to J u n e 1976 w e r e $208 mi l l i on ) , surpassed all o the r 

p h a r m a c e u t i c a l c o m p a n i e s wi th q u e s t i o n a b l e p a y m e n t s a m o u n t i n g 

to a s t a g g e r i n g $5 .8 mil l ion. This figure does not include ques t ion­

ab le p a y m e n t s by c o m p a n i e s in which A H S has minor i ty in teres ts 

(up to 50 per c e n t ) . I t was c o n c e d e d that A H S 'has been only 
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par t i a l ly successful in induc ing these foreign c o m p a n i e s to correct 

p r a c t i c e s which v io la te its Po l ic ies ' . A H S special ises in con t rac t s to 

supp ly hosp i t a l s wi th a wide range of r e q u i r e m e n t s from syringes to 

d r u g s . 

The A H S p a y m e n t s were the subject o f an S E C consent d e c r e e , 

w h i c h , a m o n g o t h e r t h ings , m a n d a t e d a hefty audi t c o m m i t t e e 

r e p o r t in to the in t e rna l affairs o f t h e c o r p o r a t i o n . 

The audi t c o m m i t t e e repor t of 25 F e b r u a r y 1977 revea led that 

q u e s t i o n a b l e p a y m e n t s , mainly c o m m i s s i o n s to hospital admin i s ­

t r a t o r s w h o gave the c o m p a n y c o n t r a c t s , we re m a d e in A u s t r a l i a . 

A u s t r i a , B e l g i u m , Braz i l , C h i l e , F r a n c e , G r e e c e , G u a t e m a l a , 

I n d i a , I r a n , I s rae l , I ta ly , J a p a n , M e x i c o , N o r w a y , Pe ru , 

P h i l i p p i n e s , Q a t a r , Saudi A r a b i a , South K o r e a , Spa in , Turkey and 

V e n e z u e l a . M a n y o f t h e p a y m e n t s d i r ec ted to individuals in these 

c o u n t r i e s w e r e l a u n d e r e d t h r o u g h Swiss bank accoun t s . O t h e r 

i n t e r m e d i a r i e s t h r o u g h which funds passed included public 

r e l a t i o n s c o n s u l t a n t s , law firms and an a rch i t ec tu ra l firm owned by 

hosp i t a l b o a r d m e m b e r s . 

King Faisal Specialist Hospital 

The wors t a l l ega t ion set down in the c o n s e n t dec ree conce rned a 

ma jo r pro jec t to e q u i p the new King Faisal Special ist Hosp i ta l a t 

R i y a d h , Saudi A r a b i a , b e t w e e n 1972 and 1976. The consen t o r d e r 

a l l eges tha t S4.6 mil l ion was pa id , most ly t h r o u g h a L iech tens t e in 

t r u s t , 'for the benefit of p e r s o n s in c h a r g e o f t h e p ro jec t , pe r sons in 

an affected Min i s t ry o f t h e Saudi g o v e r n m e n t and pe r sons of power 

and inf luence with the Saudi g o v e r n m e n t ' . 

The c o n s e n t d e c r e e p rov ides a fascinat ing i l lustrat ion of how the 

b o a r d of d i r e c t o r s can be p ro tec t ed from the taint of knowledge 

even in a re la t ive ly small c o m p a n y which is d i spos ing of a very large 

a m o u n t o f m o n e y . 

A p r o - f o r m a financial ea rn ings s t a t e m e n t pro jec ted for the 

H o s p i t a l c o n t r a c t , inc luding an e x p e n s e i tem identified as 

' C o m m i s s i o n s - S I , 5 0 6 [ , 0 0 0 ] , ' was submi t t ed to A m e r i c a n 

H o s p i t a l ' s boa rd of d i r ec to r s by m a n a g e m e n t a t the t ime board 

a p p r o v a l for the e q u i p p i n g con t rac t was sought . A l t h o u g h 

A m e r i c a n H o s p i t a l policy requ i red boa rd approva l of all 

c o n s u l t i n g a g r e e m e n t s that e x c e e d e d $25,000 in fees, no board 

a p p r o v a l to e n t e r in to fee or commiss ion a r r a n g e m e n t s in 
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c o n n e c t i o n wi th the subject con t rac t was sought or ob ta ined by 

m a n a g e m e n t . A m e r i c a n Hosp i t a l m a i n t a i n s that the pe r sonne l 

w o r k i n g on the p r o p o s e d con t rac t failed to inform the highest 

c o r p o r a t e officers and d i r ec to r s of A m e r i c a n Hosp i ta l of the 

m a t t e r a l l eged in P a r a g r a p h 11 h e r e i n a b o v e (p. 4 ) . 

A p a r t from its H o s p i t a l D e v e l o p m e n t E x p e n s e s , the term used 

by A H S to desc r ibe p a y m e n t s to hospi ta l officials to secure sales of 

t h e i r p r o d u c t s , many o t h e r types o f q u e s t i o n a b l e p a y m e n t s were 

m e n t i o n e d in the r epo r t of the audi t c o m m i t t e e . 

Union payments" 

In 1973 and 1974, A H S / M e x i c o r e loca ted a factory to a n o t h e r 

ma jo r city r e su l t ing in a layoff of w o r k e r s in its former locat ion . In 

c o n j u n c t i o n with that r e loca t i on , A H S / M e x i c o paid $21,600 in 

cash to un ion officials to p e r s u a d e t hem to p r even t s t r ikes or 

d e m a n d s by un ion m e m b e r s for h igher severance pay. These 

p a y m e n t s , a c c o r d i n g to A H S / M e x i c o officials, we re essential ly 

b r i b e s to un ion officials r a the r than p a y m e n t s going to the union 

to benefit the un ion as a w h o l e (pp . 4 3 - 4 ) . 

I t wou ld a p p e a r that tax impl ica t ions of A H S ' s union p a y m e n t s 

w e r e a sou rce of g r e a t e r conce rn than their p rop r i e ty . 

In July 1976 a w a r e h o u s e e m p l o y e e of A H S / M e x i c o was fired. 

T h e e m p l o y e e p e r s u a d e d a union to p icket the w a r e h o u s e in 

p r o t e s t of his f i r ing. In o r d e r to end the p i cke t ing , the pe r sonne l 

m a n a g e r of A H S / M e x i c o nego t i a t ed with the union official in 

c h a r g e of the p i cke t s . Tha t union official offered to s top the 

p i c k e t i n g in r e t u r n for a cash p a y m e n t to him. The A H S / M e x i c o 

p e r s o n n e l m a n a g e r refused to m a k e the d i rec t p a y m e n t in cash 

but m a d e a $600 p a y m e n t to the p icke t ing union in the form of a 

check m a d e p a y a b l e to the union in re tu rn for a receipt from the 

un ion so that the p a y m e n t could be d e d u c t e d for tax p u r p o s e s . 

T h e rece ip t did not mee t all the r e q u i r e m e n t s of Mex ican tax law 

and A H S / M e x i c o ' s i n d e p e n d e n t a c c o u n t a n t s d e t e r m i n e d i t to be 

a n o n d e d u c t i b l e e x p e n s e ( p p . 4 5 - 6 ) . 

Payments to physicians 

T h e c o n s e n t d e c r e e a l leges that A H S offered pe rsona l f i n a n c i a l 
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r e w a r d s t o d o c t o r s w h o used cer ta in i m p l a n t a b l e A H S medical 

d e v i c e s in p r e f e r ence to c o m p e t i n g b r a n d s . An e x a m p l e of an 

i m p l a n t a b l e device would be a heart p a c e m a k e r . Inc luded in a list of 

q u e s t i o n a b l e p a y m e n t s , we find in the consen t d e c r e e : 

c) In a th i rd c o u n t r y , i m p r o p e r p a y m e n t s to phys ic ians or o the r 

d e s i g n a t e d r ec ip ien t s a m o u n t i n g to $151 ,000 in c o n n e c t i o n with 

the p r e sc r i p t i on by such phys ic ians for imp lan t s of an A m e r i c a n 

H o s p i t a l subs id i a ry ' s device to mee t wha t the c o m p a n y c o n t e n d s 

w e r e p rev ious ly es tab l i shed c o m p e t i t i v e prac t ices (p . 6.) . 

Payments to health inspectors 

T h e r epo r t o f t h e aud i t c o m m i t t e e s t a t es : 

A H S / M e x i c o in 1974 and 1975 paid a p p r o x i m a t e l y $5,000 to 

hea l th i n s p e c t o r s w h o inspec ted A H S / M e x i c o facilities. Officials 

o f t h e subs id ia ry s ta ted that these p a y m e n t s were m a d e to 

c o n v i n c e the hea l th inspec tors not to r e p o r t the subs id ia ry ' s 

v io l a t i ons o f t h e M e x i c a n H e a l t h C o d e (p . 43 ) . 

Payments to customs officials 

W i t h re spec t to p h a r m a c e u t i c a l p r o d u c t s and medical dev ices , 

p a y m e n t s to c u s t o m s officials can be a se r ious m a t t e r if they are 

m a d e to facil i tate the impor t of p r o d u c t s which are not a p p r o v e d as 

safe and effective by the coun t ry c o n c e r n e d . T h e r e is insufficient 

i nd i ca t i on in the audi t c o m m i t t e e r epo r t as to w h e t h e r this would be 

the case with A H S p a y m e n t s . The r epo r t simply s ta tes that A H S 

m a d e p a y m e n t s to M e x i c a n c u s t o m s officials in 1975, inter alia, to 

'misclassify g o o d s to pe rmi t the i r i m p o r t a t i o n ' . 

P a y m e n t s w e r e a lso m a d e to Mex ican c u s t o m s officials who 

e x t o r t e d the p a y m e n t s by t h r e a t s o f confiscat ion. O t h e r p a y m e n t s 

w e r e m a d e to ' impor t A H S C goods a t a lower cus toms rate than that 

m a n d a t e d by M e x i c a n law for those p r o d u c t s ' . 1 

Gifts to police officers 

T h e audi t c o m m i t t e e r e p o r t s ta tes : 

E a c h year a few c u s t o m e r s affiliated wi th the M e x i c a n 

g o v e r n m e n t w e r e g iven C h r i s t m a s or b i r thday gifts of several 
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h u n d r e d do l la r s cash . These c u s t o m e r s ranged from g o v e r n m e n t 

officials and c u s t o m s officials to o rd ina ry city po l i cemen (p. 44 ) . 

Rorer-Amchen 

T h e R o r e r - A m c h e n d i sc losure d o c u m e n t s are vague conce rn ing 

h o w m u c h was ac tua l ly involved in q u e s t i o n a b l e p a y m e n t s . Cer­

t a in ly , a sum of $837 ,000 in p a y m e n t s for several specific pu rposes 

w a s m e n t i o n e d . The add i t i ona l 8K R e p o r t for M a r c h 1976 says that 

' T h e g r ea t e s t p o r t i o n of the p a y m e n t s to g o v e r n m e n t officials and 

e m p l o y e e s d e s c r i b e d in P a r a g r a p h A [$336,000 in an u n n a m e d 

s u b s i d i a r y b e t w e e n 1971 and 1976] was m a d e to exped i t e the regis­

t r a t i o n of n e w p r o d u c t s . // appears that such payments were made in 

connection with the registration of all products registered during the 

period covered by the investigation' (p . 7, e m p h a s i s a d d e d ) . 

We a re also told that 'a p a y m e n t of a p p r o x i m a t e l y $49,(KX) to a 

t r a d e a s s o c i a t i o n , a p p a r e n t l y wi th the u n d e r s t a n d i n g that the 

p a y m e n t , a long wi th p a y m e n t s from o the r c o m p a n i e s in the same 

b u s i n e s s , wou ld be paid to one or more political par t i es in recog­

n i t ion of p r io r g o v e r n m e n t a l ac t ion a l lowing price inc reases ' (p . 

4 - 5 ) . ' O t h e r p a y m e n t s were m a d e t o ob t a in favorable and expedi ­

t i o u s tax s e t t l e m e n t s for 1972 and 1973 and to cause the t e r m i n a t i o n 

of a fiscal i n s p e c t i o n ' (p . 8) . In a n o t h e r e x a m p l e : 

T h e p a y m e n t to pe rmi t the use o f j o in t p r o d u c t i o n facilities 

e n a b l e d the subs id iary to move its o p e r a t i o n s to a n o t h e r plant 

w i t h o u t c o m p l y i n g with g o v e r n m e n t a l r egu la t ions re la t ing to 

such m o v e (p . 8) . 

T h e R o r e r - A m c h e n d i sc losure to the SEC expla ins how its slush 

fund was m a i n t a i n e d : 

T h e w i t h d r a w a l of the funds was a c c o u n t e d for e i ther by f ic t i t ious 

e n t r i e s on the b o o k s of the subs id iary or as the p a y m e n t of 

invo ices p r o v i d e d by third p e r s o n s w h o prov ided no goods or 

se rv ices to the subs id ia ry . C h a r g e s were m a d e on the books o f t h e 

subs id i a ry for the g o o d s or services desc r ibed on the invoices and 

the a m o u n t s d e d u c t e d for local i ncome tax p u r p o s e s . U p o n 

p a y m e n t the supp l i e r o f t h e invoice d e d u c t e d a commiss ion 

(wh ich a p p e a r s to have ranged from 6% to 15%) and app l icab le 

t a x e s , and r e t u r n e d the ba l ance to a sen ior execu t ive o f t h e 

subs id i a ry (8K A l : M a r . 76: 4 ) . 
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Syntex 

W h i l e Syn tex d isc losed only the relat ively small a m o u n t of $225,000 

in q u e s t i o n a b l e p a y m e n t s , some o f t h e qua l i t a t ive informat ion in its 

6K r e p o r t a b o u t o t h e r prac t ices i s in t e res t ing . The d o c u m e n t tells of 

a r eg iona l sales m a n a g e r in a subsidiary w h o left the c o m p a n y to 

w o r k as an i n d e p e n d e n t sales agen t . In his ' i n d e p e n d e n t ' s ta tus 

S y n t e x was 'his p r i m a r y i f not his only pr incipal" . B e t w e e n J a n u a r y 

1974 and J u n e 1976 he was paid $221,000 in c o m m i s s i o n s by Syn tex . 

an e x t r a o r d i n a r y a m o u n t for a man who had been ea rn ing be tween 

$11 ,500 and $16 ,500 in the years p r e c e d i n g his d e p a r t u r e from the 

c o m p a n y . F u r t h e r : 

D u r i n g the pe r iod of his e m p l o y m e n t by the subs id ia ry , the 

p e r s o n is u n d e r s t o o d to have p rov ided gifts to and e n t e r t a i n m e n t 

for g o v e r n m e n t officials w h o pa r t i c ipa t ed in pu rchas ing 

d e c i s i o n s , and to have m a d e cer ta in p a y m e n t s to exped i t e 

g o v e r n m e n t p a y m e n t of invoices for p r o d u c t s pu rchased (6K: 

O c t , 76 ) . 

T h e Syn tex r e p o r t also tells of an official of a g o v e r n m e n t agency 

h a v i n g r e g u l a t o r y a u t h o r i t y over Syntex p r o d u c t s from w h o m the 

c o m p a n y r e n t e d a ' small facility". S u d d e n l y in O c t o b e r 1975 the 

m o n t h l y ren ta l was inc reased by the c o m p a n y from $120 to $920. 

' $120 was paid in rent and a c c o u n t e d for as such, the ba lance having 

b e e n paid to supp l i e r s of goods and services to the o w n e r and 

i m p r o p e r l y classified as m a i n t e n a n c e and repa i r cha rges on the 

c o r p o r a t e a c c o u n t i n g r e c o r d s . ' 

T h e r e p o r t a lso s ta tes tha t : 

D u r i n g the five yea r s e n d e d July 3 1 , 1976, a foreign subsidiary of 

the C o m p a n y paid a p p r o x i m a t e l y $6,500 in costs of 

t r a n s p o r t a t i o n and lodging for r e p r e s e n t a t i v e s of a g o v e r n m e n t -

o w n e d m a r k e t i n g o r g a n i z a t i o n in a foreign coun t ry . The pu rpose 

of such p a y m e n t was to a l low these r e p r e s e n t a t i v e s to visit 

d i s t r i b u t i o n and m a n u f a c t u r i n g facilities o f t h e C o m p a n y and so 

far as i s k n o w n to m a n a g e m e n t , t he re was no th ing i m p r o p e r wi th 

r e spec t to t he se a r r a n g e m e n t s (6K: Oc t . 76) . 

T h e p rac t i ce of ove r invo ic ing and pay ing the surplus price to 

p e o p l e w h o m a d e the pu rchas ing dec i s ion was also uncove red in the 

S y n t e x i nves t i ga t i on . 
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D u r i n g the cour se of t he review i t was also no ted tha t , a t t imes 

du r ing the five yea r s ended July 3 1, 1976, with respect to cer ta in 

n o n - g o v e r n m e n t c u s t o m e r s loca ted ou t s ide the W e s t e r n 

h e m i s p h e r e in subs tan t ia l ly all c a se s , var ious prac t ices were used 

which invo lved invoic ing in a m o u n t s higher than actual sales 

p r i ces and s u b s e q u e n t l y refunding the difference as r eques t ed 

and d i r ec t ed by the c u s t o m e r s (6K: Oc t . 76) . 

Medtronic 

M e d t r o n i c is a medica l device c o m p a n y which is the largest 

m a n u f a c t u r e r of hea r t p a c e m a k e r s in the wor ld . The c o m p a n y is 

i n c l u d e d he re b e c a u s e of the c o n s i d e r a b l e a t t en t ion d e v o t e d to the 

p a c e m a k e r indus t ry in this book and b e c a u s e of the ev idence from 

M e d t r o n i c of d i rec t e n t i c e m e n t s being offered to phys ic ians to use 

t he i r p r o d u c t . A to ta l of $323,563 in q u e s t i o n a b l e p a y m e n t s was 

d i s c lo sed . All but $67,000 of this was d i rec ted to phys ic ians : 

In one c o u n t r y ce r t a in prac t ices w e r e found that were 

q u e s t i o n a b l e or i m p r o p e r u n d e r the laws of that coun t ry 

cons i s t ing of p a y m e n t of e x p e n s e s for t r ips for physic ians not 

r e l a t e d to bus ine s s p u r p o s e ; p a y m e n t of expenses of the wife or 

family of a phys ic ian to a c c o m p a n y him when on M e d t r o n i c 

r e i m b u r s e d t r a v e l ; and the d o n a t i o n of e q u i p m e n t to physic ians 

(8K: F e b . 77: 3 ) . 

In th is s a m e c o u n t r y , p a y m e n t s of $8,262 were m a d e to two 

phys i c i ans w h o in r e tu rn p rov ided resea rch pape r s of no 

s u b s t a n c e . 

In a n o t h e r c o u n t r y , a sales c o m m i s s i o n o f 2 5 % was paid to an 

ind iv idua l w h o was c h a r a c t e r i z e d as a d is t r ibu tor . H e , in t u r n , 

passed on a major po r t ion of this c o m m i s s i o n to the physic ian 

p lac ing o r d e r s . P a y m e n t s , to ta l ing $48 ,500 , re la ted to $194,000 of 

sa les ove r a p p r o x i m a t e l y two y e a r s , which was a p p r o x i m a t e l y 

1 5 % of the total sales in that coun t ry (8K: F e b . 7 7 : 4 ) . 

Summary of SEC disclosures and related documents 

T h e w e l t e r of d o c u m e n t s ava i l ab le in the offices of the S E C confirm 

the c o n c l u s i o n from the in te rv iews wi th indus t ry execu t ives : br ibery 

i s r o u t i n e and w i d e s p r e a d in the in t e rna t iona l p h a r m a c e u t i c a l 
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M e r c k <& Co. 1 $ 3 , 6 0 3 , 6 3 5 1 9 6 8 - 7 5 8K: D e c . 75 
F e b . 76 
Apr . 76 

10K: 76 
10K: 77 

2 $ 3 , 4 4 2 , 0 0 0 
3 $ 2 , 2 5 6 , 2 0 0 
4 $ 3 0 7 , 0 0 0 
6 $ 4 , 2 4 5 , 9 4 9 

7 $ 1 , 9 1 9 , 0 0 0 

8 $ 3 , 0 3 4 , 5 7 0 

9 $ 1 , 0 9 4 , 7 0 2 

10 $ 7 7 4 , 0 0 0 

11 $ 9 9 0 , 0 0 0 
12 $ 1 , 2 2 5 , 0 0 0 
13 $ 7 1 2 , 7 0 0 

14 $ 1 , 3 0 3 , 0 0 0 

15 $ 2 , 1 6 0 , 2 2 0 
16 $ 1 8 9 , 6 0 0 

17 $ 1 9 7 , 0 0 0 

18 $ 3 , 1 2 7 , 3 4 1 

19 $ 1 , 2 4 3 , 0 0 0 

21) $ 1 , 8 0 6 , 0 0 0 

A m e r i c a n H o m e 
P r o d u c t s 

W a r n e r - L a m b e r t 
Pfizer 
U p j o h n 

S q u i b b 

B r i s t o l - M y e r s 
S c h e r i n g - P l o u g h 

A b b o t t L a b o r a t o r i e s 

J o h n s o n & J o h n s o n 
C y a n a m i d 
S m i t h K l i n e 

G. D. Sear le 
B a x t e r - T r a v e n o l 
R e v l o n 

D o w 

3 M 

R i c h a r d s o n - M e r r e l l 

S t e r l i n g D r u g 

S y n t e x 
A . H . R o b i n s 

M i l e s 

A m e r i c a n H o s p i t a l 
S u p p l y 

R o r e r - A m c h e n 

M o r t o n - N o r w i c h 

C a r t e r - W a l l a c e 

B e c t o n - D i c k i n s o n 

A l c o n 

A l l e r g a n 

M e d t r o n i c 

22 
23 
24 

U n r a n k e d 

U n r a n k e d 

U n r a n k e d 

U n r a n k e d 

U n r a n k e d 
U n r a n k e d 
U n r a n k e d 

1971 -5 

1971 -5 

1971 -5 

1971 -6 

1971 -6 
1971 -6 

1973 -6 
1971 -5 

1971 -5 
1971 -6 

1973 -5 

1970 -6 
1971 -6 

1 9 7 0 - 6 

1970-5 
1971-5 
1970-5 

$225,OCX) 1 9 7 2 - 6 
$ 2 2 8 , 0 0 0 1972-5 
$ 4 0 0 , 0 0 0 1971-5 

-6 

-6 

-6 

$ 1 8 2 , 0 0 0 — 
$ 3 5 9 , 9 3 3 1 9 7 1 - 6 

$ 5 1 , 8 9 9 1971-5 
$ 3 2 3 , 5 6 3 1973-7 

8K: F e b . 76 
8K: Mar. 76 
8K: Mar. 76 
8K: Mar. 76 
8 K A 1 : Mar. 76 
8K: Jul. 76 
8K: A u g . 76 
8K: F e b . 76 

Jul. 76 
Apr . 77 

S 7 ( N o . 2 - 5 6 8 5 2 ) 
8K: F e b . 76 
8K: F e b . 76 
8K: M a y . 76 
8K: J a n . 76 
8K: F e b . 76 
8K: M a y . 76 

Sept. 76 
S07 R e g s t . 
2 - 5 8 6 7 1 , Apr . 77 
8K: N o v . 75 
Proxy: Sept . 76 
8K: F e b . 7 6 

D e c . 76 
6K: Oct . 76 
8K: D e c . 76 
10K: D e c . 75 

All 8Ks : 7 6 - 7 8 
Li t igat ion: Feb . 77 
8 K A 1 : Mar . 76 
8K: A p r . 77 
K e n n e d y & S i m o n 
( 1 9 7 8 : 2 7 ) 
8K: Sept . 76 
8K: Oct . 76 
8K: Mar . 76 
8K: F e b . 77 

$ 5 , 8 0 0 , 0 0 0 1971 

o v e r $ 8 3 7 , 0 0 0 1971 

$ 2 4 5 , 0 0 0 1971 

$ 6 3 1 , 1 5 0 
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i n d u s t r y , and large a m o u n t s of m o n e y are involved. A l m o s t every 

t ype of p e r s o n w h o can affect the in te res t s o f t h e industry has been 

the sub jec t of b r ibes by p h a r m a c e u t i c a l c o m p a n i e s : d o c t o r s , 

hosp i t a l a d m i n i s t r a t o r s , cab ine t m i n i s t e r s , heal th inspec to r s , 

c u s t o m s officers, tax a s se s so r s , drug reg i s t ra t ion officials, factory 

i n s p e c t o r s , pr ic ing officials, and polit ical pa r t i e s . 

O b v i o u s l y , the m a t t e r of g rea tes t conce rn i s the w i d e s p r e a d 

p r a c t i c e of q u e s t i o n a b l e p a y m e n t s to min i s t e r s or officials to secure 

the r e g i s t r a t i o n or a p p r o v a l for sale of p r o d u c t s . In addi t ion to the 

d i s c l o s u r e s o f this type d o c u m e n t e d a b o v e , C y a n a m i d , R i c h a r d s o n -

M e r r e l l , S e a r l e , S te r l ing , A . H . R o b i n s and A l c o n revealed 

p a y m e n t s to secu re g o v e r n m e n t pe rmis s ion for the m a r k e t i n g of 

p r o d u c t s . A Washington Post r epo r t of 8 F e b r u a r y 1976 c la imed 

tha t Sea r l e a s su red c o n t i n u e d g o v e r n m e n t approva l of its birth 

c o n t r o l pills in I ran by giving gifts to the re la t ives o f t h e decis ion­

m a k i n g official. 

A l m o s t equa l ly d i s tu rb ing is the kind of paymen t revea led by 

B e c t o n - D i c k i n s o n w h e r e "a r e p r e s e n t a t i v e of a local g o v e r n m e n t 

hea l t h official was paid $12,000 in cash to forestall the th rea t o f t h e 

g o v e r n m e n t official to close one o f t h e C o m p a n y ' s p lan t s ' (8K: Sept 

76 : 2 ) . T h e r e is a sad sequel to the A m e r i c a n Hosp i t a l Supply 

d i s c l o s u r e tha t M e x i c a n hea l th inspec tors were paid off 'not to 

r e p o r t the subs id i a ry ' s v io la t ions o f t h e Mexican H e a l t h C o d e ' . I n 

1979, n ine M e x i c a n w o m e n died in t he M o n t e r e y hospi ta l ma te rn i ty 

ward after be ing given c o n t a m i n a t e d i n t r a v e n o u s solut ion manu­

fac tu red by A H S M e x i c o . The cause o f d e a t h was ' t r a u m a t i c shock' 

d u e to viral c o n t a m i n a t i o n . The A H S i n t r a v e n o u s solut ion was 

found to be ' c o n t a m i n a t e d with g ram nega t ive bac t e r i a s , s taphy­

l o c o c c u s , and p r o b a b l y mo ld ' (La Prensa, 25 O c t o b e r 1979). 

C r i m i n a l c h a r g e s aga ins t A H S execu t ives are p r o c e e d i n g . 

E n g l i s h - s p e a k i n g p e o p l e s s o m e t i m e s too readily a s sume that 

t he i r s t a n d a r d s of cor rup t ib i l i ty are far h igher than those of non-

W e s t e r n c o u n t r i e s which have a t t r a c t e d most a t t en t ion in the 

b r i b e r y s c a n d a l s . W i t h i n the U n i t e d S ta te s the state o f N e v a d a 

fulfils a s imi lar ro le to some Third Wor ld coun t r i e s which are havens 

from p h a r m a c e u t i c a l r egu l a t i on . A Los Angeles Times art icle on the 

free avai lab i l i ty o f t h e ' you th d rug ' Ge rov i t a l in N e v a d a m a d e the 

fo l lowing p o i n t s . 

F o r e x a m p l e , the same bill tha t legal ized Gerov i t a l legalized 

l a e t r i l e , a sc r ibed by many p e r s o n s as a cance r t r e a t m e n t , and i t 
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was d isc losed tha t the bill 's a u t h o r was ren t ing a c o n d o m i n i u m at 

T a h o e from a m a n on trial for smuggl ing laet r i le . 

A N e v a d a inves t iga t ion is pend ing aga ins t the chief s t o c k h o l d e r 

o f R o m - A m e r P h a r m a c e u t i c a l C o . , the Las Vegas -based 

c o m p a n y that m a k e s G e r o v i t a l , and two o t h e r men for al legedly 

b r ib ing a s ta te a s s e m b l y m a n to push a bill last May that wou ld 

have m a d e G e r o v i t a l ava i lab le in the state w i thou t a p resc r ip t ion 

(Los Angeles Times, 13 N o v . 1979; Par t I, 20 ) . 

I t i s t rue that US F o o d and D r u g A d m i n i s t r a t i o n i n spec to r s have 

a r e m a r k a b l e r e p u t a t i o n for in tegr i ty . In spite of this they are 

offered b r ibe s from t ime to t i m e . Fu l l e r (1972: 3 0 0 - 1 ) r e c o u n t s the 

s tory of an F D A i n s p e c t o r who was offered $10,000 by a small d rug 

m a n u f a c t u r e r w h o he was t ry ing to close down . This was a case of 

bo th a t t e m p t e d b r ibe ry and b l ackmai l . The m a n u f a c t u r e r had 

o p e n e d a savings a c c o u n t for the i n spec to r , w i thou t the in spec to r ' s 

k n o w l e d g e , and had been regular ly depos i t i ng several h u n d r e d 

do l l a r s a m o n t h in the a c c o u n t . The m a n u f a c t u r e r a t t e m p t e d to give 

the i n s p e c t o r a choice b e t w e e n t ak ing the $10,000 quietly and not 

p r o s e c u t i n g , or hav ing to expla in the bank accoun t to his supe r io r s . 

T a k i n g his c h a n c e s on the la t ter o p t i o n , the inspec tor successfully 

c o n v i c t e d the m a n u f a c t u r e r . 

O n e F D A e m p l o y e e told of an ins tance of a k ickback wi th in the 

US p h a r m a c e u t i c a l indust ry wi th very ser ious impl i ca t ions . A 

p h a r m a c e u t i c a l c o m p a n y e m p l o y e e with responsib i l i ty for an imal 

t ox i co logy s tudies was receiving illegal c o m m i s s i o n s from an 

o u t s i d e t es t ing l a b o r a t o r y to which he was send ing work . The 

t e s t ing l a b o r a t o r y was said by my F D A informant to be one of 

n o t o r i o u s l y low s t a n d a r d s . To the credi t of the p h a r m a c e u t i c a l 

c o m p a n y , i t r e p o r t e d the b e h a v i o u r of its e m p l o y e e to the F D A . 

The F D A successfully p r o s e c u t e d the con t r ac t tes t ing l abora to ry 

and wou ld have a lso p r o s e c u t e d the d rug c o m p a n y e m p l o y e e had he 

not died soon after i nves t iga t ions began . 

The ex t en t o f the d o c u m e n t a t i o n of q u e s t i o n a b l e p a y m e n t s by 

US c o m p a n i e s a s s e m b l e d in this c h a p t e r is a t r i bu te to the relat ive 

o p e n n e s s of US g o v e r n m e n t a l p roces se s . This should not lead to the 

a s s u m p t i o n tha t A m e r i c a n c o m p a n i e s are m o r e co r rup t than com­

p a n i e s o f o t h e r na t iona l i t i e s . On the c o n t r a r y , most o f t h e execu­

t ives o f US c o m p a n i e s in te rv iewed were o f t h e op in ion that their 

c o l l e a g u e s w e r e less p r o n e to br ibery than E u r o p e a n p h a r m a ­

ceu t i ca l e x e c u t i v e s . N o n e o f t h e E u r o p e a n e x e c u t i v e s , i n con t r a s t . 
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m a i n t a i n e d that they were less co r rup t t h a n the A m e r i c a n s . A n d of 

c o u r s e bo th A m e r i c a n and E u r o p e a n t r ansna t iona l execut ives 

m a i n t a i n e d that the i r r e luc t ance to br ibe was much g rea te r than that 

o f i n d i g e n o u s p h a r m a c e u t i c a l c o m p a n i e s in T h i r d - W o r l d c o u n t r i e s . 

P e r h a p s t he se o p i n i o n s bear some r e l a t i onsh ip to the reali ty; 

p e r h a p s they do not . 

T w o g o v e r n m e n t p h a r m a c e u t i c a l b u y e r s have been impr i soned in 

K e n y a after conv ic t ion for accep t ing br ibes of $14,000 from 

H o f f m a n - L a R o c h e , the Swiss d rug c o m p a n y , for al legedly favour­

ing the i r p r o d u c t s w h e n spend ing the g o v e r n m e n t ' s medic ine 

b u d g e t ( H e l l e r , 1977: 56) . Y u d k i n (1978: 811) claims that the two 

hea l t h officials had bough t sufficient quan t i t i e s of an an t ibac te r ia l 

agen t and a t r anqu i l l i s e r from Hoffman-La R o c h e to last the na t ion 

for m o r e than ten years - not a hea l thy s i tuat ion with p roduc t s 

h a v i n g a shelf-life of only a coup l e of y e a r s . 

How bribes are passed 

T h e S E C d i sc lo su re s manifest c o n s i d e r a b l e differences be tween 

c o m p a n i e s in the ex t en t to which top m a n a g e m e n t in the US had 

d e t a i l e d k n o w l e d g e of the p a y m e n t s . In some they clearly did: in 

o t h e r s t h e r e was no way of knowing . W h a t is clear is that in most 

cases the top p e r s o n in the subsidiary had de ta i led k n o w l e d g e . This 

fits wi th e v i d e n c e from my in t e rv iews . The S E C disc losures give a 

m i s l e a d i n g p i c tu re of the na tu re of br ibery in the in t e rna t iona l 

p h a r m a c e u t i c a l indus t ry with respec t to the senior i ty of the 

r e c i p i e n t s o f p a y m e n t s . M e r c k was the only p h a r m a c e u t i c a l 

c o m p a n y which disclosed a p a y m e n t to a cab ine t - l eve l official. 

I t i s c o m m o n k n o w l e d g e that in Lat in A m e r i c a minis ters respon­

sible for hea l th are a lmos t invar iably rich with weal th which c o m e s 

la rge ly from the i n t e rna t i ona l p h a r m a c e u t i c a l industry . For this 

r e a s o n such min is t r i es are a m o n g the most avidly sought by 

po l i t i c i ans . A p a y m e n t to a min i s te r is often qui te a s t ra igh t forward 

m a t t e r . O n e in fo rmant who had left the industry to work with an 

i n t e r n a t i o n a l agency after many years in several Latin A m e r i c a n 

c o u n t r i e s e x p l a i n e d w h a t h a p p e n s . 

T h e g e n e r a l m a n a g e r o f the Lat in A m e r i c a n subsidiary takes the 

hea l t h min i s t e r - usually he is called a min i s te r for social s ecu r i ty -

to d i n n e r . M a y b e he gets 15 p e r c e n t . The genera l m a n a g e r gives 

him an e n v e l o p e wi th $10,000 or $15,000 in it and say 'My 
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c o m p a n y will be lodging a pe rmi t to m a r k e t a new drug next 

w e e k . I h o p e that you will be able to see that the app l ica t ion is 

c o n s i d e r e d speedi ly . " 

T h e genera l m a n a g e r would not ask the min is te r to m a k e sure a 

n e w p r o d u c t was a p p r o v e d . The in t e rac t ion i s more subtle than 

t h a t . C e r t a i n l y i t wou ld be unwise to m e n t i o n that the re were some 

p r o b l e m s , that some p e o p l e had d o u b t s a b o u t the safety o f the drug . 

The m i n i s t e r wou ld r a the r not k n o w , p e r h a p s in some cases because 

it avo ids u n c o m f o r t a b l e feelings of guilt. I spoke to one former 

La t in A m e r i c a n hea l th min i s t e r , w h o , whi le not admi t t i ng that he 

h imsel f had accep t ed such p a y m e n t s , confi rmed that the above 

d e s c r i p t i o n m a t c h e d his u n d e r s t a n d i n g of how i t was d o n e . 

G e t t i n g m o n e y to put in the e n v e l o p e wi thou t leaving a scent for 

a u d i t o r s r e q u i r e s ingenu i ty . S E C d i sc losures a re rich with informa­

t ion which shows the var ie ty of ways this can be d o n e . I f the 

s e c r e t a r y of a hosp i ta l board owns an a rch i t ec tu ra l firm, a law firm, 

or a pub l i c r e l a t i ons firm then you can hire h is /her f irm, p e r h a p s 

e v e n get some g e n u i n e services from it, but pay ex t r avagan t ly for 

such se rv ices . Y o u can even rent a p r o p e r t y from the person con­

c e r n e d a t an unusua l ly r e m u n e r a t i v e r en ta l . 

O n e e x e c u t i v e told me of a s cheme for ge t t ing cash for a slush 

fund wh ich was beautiful in its s implic i ty . A c o n s i d e r a b l e quant i ty 

of t i m b e r g rowing on the c o m p a n y ' s p rope r ty was sold for cash 

wh ich w e n t in to the secret accoun t . Since dea l ing in t imber was not 

pa r t of the c o m p a n y ' s n o r m a l bus iness the re was little risk in not 

e n t e r i n g the m o n e y s on the b o o k s . Wi th small p a y m e n t s , for 

e x a m p l e to hea l th i n s p e c t o r s , execu t ives can have their expense 

a c c o u n t s inc reased on the u n d e r s t a n d i n g that these m o n e y s will be 

used for b r i b e s . 

T h e p h a r m a c e u t i c a l d i sc losures s h o w that pay ing on an invoice to 

t he c o m p a n y for se rv ices not actual ly r e n d e r e d , or over invoic ing by 

the c o m p a n y so tha t an excess can be put as ide for the recipient of 

t he b r ibe have been the most c o m m o n l y r e p o r t e d prac t ices in the 

p h a r m a c e u t i c a l indus t ry . W h e n a m o u n t s are large i t has often been 

found n e c e s s a r y to subs t i t u t e a n u m b e r e d Swiss bank account for 

t he p la in e n v e l o p e . 

In G u a t e m a l a I w a s not told any s tor ies of genera l m a n a g e r s 

m e e t i n g with min i s t e r s to get p r o d u c t s a p p r o v e d . W h e r e a s in 

M e x i c o the a t t i t u d e s e e m s to be that foreign bus iness should pay for 

e v e r y t h i n g i t ge t s , in G u a t e m a l a the a t t i t ude o f t h e mili tary regime 
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is r a t h e r ' w h a t ' s good for foreign bus iness is good for G u a t e m a l a ' . 

T h u s , t r a n s n a t i o n a l s genera l ly get what they want wi thou t pay ing , 

or e v e n ask ing for that ma t t e r . A b u r e a u c r a t who put too many 

o b s t a c l e s in the way of an A m e r i c a n c o m p a n y might well b e c o m e a 

v ic t im o f t h e h a p p y nexus a m o n g A m e r i c a n bus iness , the C I A . and 

the G u a t e m a l a n mi l i ta ry r u l e r s . ' P h a r m a c e u t i c a l c o m p a n i e s do not 

have to buy off p lan t i n spec to r s b e c a u s e t h e r e are no inspec t ions . 

D u r i n g its first five years of manufac tu r i ng in G u a t e m a l a a t rans­

n a t i o n a l does not need to pay tax assessors because there is no tax. 

D u r i n g the second five yea r s half the normal c o m p a n y tax rate 

a p p l i e s . W h e n e v e r a new m a c h i n e is pu rchased its total value is 

d e d u c t i b l e , and in each o f t h e succeed ing 10 years a 10 p e r c e n t 

d e p r e c i a t i o n can be d e d u c t e d . At the end of a d e c a d e 200 p e r c e n t of 

the va lue o f t h e m a c h i n e has been d e d u c t e d . C o m b i n e this with an 

u n r e s t r a i n e d capac i ty to split i ncome a m o n g many different holding 

c o m p a n i e s , and to c h a r g e w h a t e v e r t ransfer pr ices i t wishes , and the 

n e e d to r e g a r d tax assessors as adve r sa r i e s d i s a p p e a r s . 

The c o n t r a s t b e t w e e n M e x i c o and G u a t e m a l a is also vivid on the 

n e e d to pay social secur i ty officials to e x p e d i t e price inc reases . In 

M e x i c o this form of br ibery seems to have involved the largest sums 

and a t t r a c t e d the g rea tes t publ ic o u t r a g e . C o m p a n i e s in 

G u a t e m a l a , h o w e v e r , can expec t a lmos t a u t o m a t i c increases each 

y e a r to k e e p pr ices up to a 20 per cent excess over p ro d u c t i o n costs 

(wi th p r o d u c t i o n cos ts suppl ied by the c o m p a n i e s , and never , in the 

r e c o l l e c t i o n of my i n f o r m a n t s , be ing subjec ted to critical scrut iny by 

t h e g o v e r n m e n t ) . The app rova l process b e c o m e s less t h a n au to ­

m a t i c only w h e n the c o m p a n y asks for m o r e . P r e s u m a b l y br ibery 

migh t t h e n b e c o m e a possibi l i ty. 

To sugges t that the plain e n v e l o p e is less a feature of G u a t e m a l a n 

t h a n M e x i c a n r e g u l a t o r y ins t i tu t ions is not to say that dirty money 

n e v e r ge ts in to the h a n d s o f G u a t e m a l a n r egu la to r s . Drug regis­

t r a t i o n a p p l i c a t i o n s are m a d e t h r o u g h agents who must be regis­

t e r e d G u a t e m a l a n p h a r m a c i s t s . O n e A m e r i c a n c o m p a n y told m e 

tha t its o u t s i d e p h a r m a c i s t was on a mon th ly r e t a ine r of USS300 to 

p e r f o r m pe r func to ry du t ies in pu t t i ng his n a m e on the regis t ra t ion 

d o c u m e n t and lodging it. N o n e of the c o m p a n i e s I in terviewed 

cou ld recall a p r o d u c t of the i r s not be ing a p p r o v e d , nor could they 

recal l any o t h e r t r a n s n a t i o n a l having a p roduc t regis t ra t ion 

r e j e c t e d . O n e d o e s w o n d e r , t h e r e f o r e , w h e t h e r some o f this 

U S S 3 0 0 . a lot in a poor c o u n t r y , finds its way into the hands o f t h e 

a p p r o v i n g officer. 
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O n e of the most in te res t ing aspec ts of read ing t h r o u g h the docu­

m e n t s on q u e s t i o n a b l e p a y m e n t s a t the S E C is the length to which 

s o m e c o m p a n i e s have gone in o rde r to secure tax deduc t ib i l i ty for 

t h e i r q u e s t i o n a b l e p a y m e n t s . A m e r i c a n H o m e P r o d u c t s , M e r c k , 

W a r n e r - L a m b e r t , S q u i b b , B r i s t o l - M y e r s . J o h n s o n and J o h n s o n , 

C y a n a m i d . S t e r l i n g , and C a r t e r - W a l l a c e all t r ea ted q u e s t i o n a b l e 

p a y m e n t s a s d e d u c t i b l e e x p e n s e s . In defence o f t h e p h a r m a c e u t i c a l 

i n d u s t r y , h o w e v e r , i t mus t be po in ted out that i t canno t match some 

of t he l eng ths to r e d u c e tax liability of o the r indus t r i es . O n e 

c o m p a n y , r e p o r t e d l y the subject of an IRS inves t iga t ion , carr ied its 

s lush fund on its b o o k s as an i nves tmen t in a L ibyan lease . H a v i n g 

used the m o n e y i t t h e n r e p o r t e d the e x p r o p r i a t i o n o f t h e lease by 

the L i b y a n g o v e r n m e n t and c la imed a loss on its tax r e tu rn (Her l ihy 

and L e v i n e , 1976: 5 9 6 - 7 ) ! 

T h e a c c o u n t in th is sect ion and in the foregoing ex t rac t s from 

d o c u m e n t s lodged wi th the S E C on how br ibery is execu ted is 

u n d o u b t e d l y overs impl i f ied . F ind ing the right pe r son to give the 

p la in e n v e l o p e to is often not as s imple as m a k i n g a d inner appo in t ­

m e n t wi th the min i s t e r . This p r o b l e m is delightfully i l lus t ra ted by 

R e i s m a n (1979: 140). R e i s m a n tells of a n o w - d e c e a s e d US sena to r 

w h o e x p l o d e d in fury w h e n a y o u n g man from his h o m e s t a t e , 

s e e k i n g a favour , offered an out r igh t p a y m e n t . 

' Y o u n g m a n , I o u g h t to kick you right out ofmy office. I ought to 

kick you t h r o u g h the hall and right d o w n the s ta i rs . You k n o w , 

I 've got a mind to kick you right across Pennsy lvan ia A v e n u e . 

W h a t a n e r v e . I o u g h t to kick you to - M a s s a c h u s e t t s A v e n u e and 

up to r o o m 4 0 6 , w h e r e my old law p a r t n e r w o r k s . N o w get out 

be fo re I really get ang ry . ' 

A Mexican crusade against bribery 

T h e ear ly m o n t h s of 1977 saw in M e x i c o the most d r a m a t i c c ru sade 

aga ins t c o r r u p t i o n in the his tory o f t h e i n t e rna t i ona l p h a r m a c e u t i c a l 

i n d u s t r y . O n e night m a n y of the most powerful f igures in the 

M e x i c a n p h a r m a c e u t i c a l indus t ry came h o m e to find their h o m e s , 

as o n e i n fo rman t d r a m a t i c a l l y desc r ibed it, ' s u r r o u n d e d by soldiers 

wi th m a c h i n e g u n s ' . E igh t w e r e a r re s t ed and t h r o w n into jail while 

m a n y o t h e r s w h o w e r e t ipped off after the ear l ier a r res t s avoided 

c a p t u r e by not r e t u r n i n g to the i r h o m e s . A m o n g those ja i led was 

the mos t powerful ind iv idual in the indus t ry , Juan Lopez S i lanes , 
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the P r e s i d e n t o f the N a t i o n a l Indus t r ia l C h a m b e r o f Chemica l 

and Indus t r i a l L a b o r a t o r i e s ( the C a m a r a ) . The C a m a r a has a 

u n i q u e l y powerful role in the Mex ican political and e c o n o m i c 

s y s t e m . M e m b e r s h i p of the C a m a r a is ob l iga tory in law for any 

c o m p a n y which wishes to u n d e r t a k e chemica l o r p h a r m a c e u t i c a l 

p r o d u c t i o n in the c o u n t r y , and the g o v e r n m e n t is requi red to 

i nc lude it in ce r t a in of its d e c i s i o n - m a k i n g p rocesses . A n u m b e r of 

g e n e r a l m a n a g e r s o f large t r a n s n a t i o n a l p h a r m a c e u t i c a l c o m p a n i e s 

w e r e a lso j a i l e d , inc lud ing the genera l m a n a g e r of Lil ly, the only 

ma jo r US c o m p a n y not to disclose q u e s t i o n a b l e p a y m e n t s to the 

S E C . 

T h e a r r e s t s w e r e the beg inn ings of a c ru sade by the newly e lec ted 

P o r t i l l o g o v e r n m e n t agains t c o r r u p t r e l a t i onsh ips be tween the 

p h a r m a c e u t i c a l indus t ry and officers of its Ins t i tu te of Social 

Secu r i t y ( I M S S ) . A n u m b e r of senior officials with responsib i l i ty for 

a p p r o v i n g pr ice i nc r ea se s for p h a r m a c e u t i c a l sales to the govern­

m e n t w e r e d i smissed by the new D i r e c t o r of Social Securi ty amid a 

flurry of a l l ega t i ons tha t they had been accept ing br ibes from the 

i n d u s t r y . Af te r a m a t t e r of only d a y s , w e e k s in a coup le of cases , the 

i m p r i s o n e d d e f e n d a n t s were re leased on bail. Bail was set a t the 

s t a g g e r i n g figure of a lmos t one mil l ion pesos (SO.44 mil l ion) each . 

T h e C a m a r a held a mee t ing with P r e s i d e n t Por t i l lo on 15 M a r c h 

1977, in which i t u p b r a i d e d the P r e s i d e n t that "the d e n o u n c i n g and 

the o p i n i o n s a r o u n d i t had wi thou t r h y m e or reason caused great 

h a r m to the en t i re p h a r m a c e u t i c a l i n d u s t r y ' . 1 Some m o n t h s later 

the g o v e r n m e n t d r o p p e d the cha rges agains t the eight d e f e n d a n t s . 

T h e sec re t a ry of the C a m a r a , and o t h e r industry execut ives to 

w h o m I s p o k e , w e r e o f t h e view that the g o v e r n m e n t never bel ieved 

i t had the e v i d e n c e to convict the d e f e n d a n t s of b r i be ry , or "fraud, 

falsification of d o c u m e n t s and a t t e m p t s agains t the publ ic e c o n o m y ' 

as t he c h a r g e r ead , and never i n t ended to c o n s u m m a t e its legal 

t h r e a t s aga ins t such powerful f igures . P r o b a b l y they were right. As 

the 1977 A n n u a l R e p o r t o f t h e C a m a r a a rgued : 'This raid was in 

rea l i ty a imed at l aunch ing a mora l iz ing c a m p a i g n to turn into reality 

the a ims set forth by the n e w G o v e r n m e n t of the R e p u b l i c a t 

I n a u g u r a t i o n D a y . ' 

An u n d e r s t a n d i n g o f t he g o v e r n m e n t ' s pu rpose can be gained 

from the a c c o u n t by the genera l m a n a g e r of one t r a n s n a t i o n a l 

c o n c e r n i n g wha t h a p p e n e d w h e n he and the genera l m a n a g e r s o f 

the o t h e r large c o r p o r a t i o n s , we re called t o g e t h e r by the new 

D i r e c t o r of Social Secur i ty . 
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He told t h e m . . . in so many words . . . tha t if they could afford 

to pay 10 per cen t to his officials on Social Securi ty c o n t r a c t s , 

t h e n all c o n t r a c t s from then on would be subject to a 10 per cent 

special d e d u c t i o n , and they should s top paying b r ibes . To this day 

we still pay the 10 per cent d e d u c t i o n . N o w they pay 20 p e r c e n t -

10 per cent d e d u c t i o n and 10 per cent b r i b e , [ l aughter ] No t 

rea l ly . Only some o f t h e c o m p a n i e s still pay the b r ibes . 

T h r o w i n g those powerful peop le in jail was not for d e t e r r e n c e , 

i n c a p a c i t a t i o n , r e t r i b u t i o n , r ehab i l i t a t i on , or any o the r recognised 

a im of c r imina l law. Bu t wha t h a p p e n e d was cer ta in ly bound up 

wi th c r i m e p r e v e n t i o n . ' I t was an a t t e m p t to signal a new mora l i t y , 

to a n n o u n c e wi th as much d r a m a as possible that what had been 

a c c e p t e d in the past might no longer be accep tab le in the future. 

W h e t h e r it was a successful a t t e m p t is difficult to say. 

T h e t e n t a c l e s of c o r r u p t i o n are so deeply e m b e d d e d in Mexican 

c u l t u r e tha t any a t t e m p t to root t hem out is bound to mee t with 

mixed success . T h e r e are some small signs of i m p r o v e m e n t , how­

eve r . O n e M e x i c a n qual i ty a s su rance d i r ec to r said: 'It used to be 

s t a n d a r d to b r ibe t h e m [ in spec to r s ] . But not any m o r e . Many now 

go to the F D A for t r a in ing and c o m e back wi th a m o r e professional 

a t t i t u d e . ' 

A n o t h e r qua l i ty a s s u r a n c e d i rec tor t hough t that the s i tuat ion had 

i m p r o v e d marg ina l ly since Por t i l lo c a m e to p o w e r , especial ly 

b e c a u s e P o r t i l l o , un l ike former p r e s i d e n t s , did not have a long 

h i s to ry of g o v e r n m e n t office dur ing which he was c o r r u p t e d by the 

M e x i c a n sys tem o f p a t r o n a g e . 

P e o p l e b r o u g h t up in the g o v e r n m e n t are i n c o m p e t e n t and 

c o r r u p t . But th ings are c h a n g i n g . They are now get t ing some 

p e o p l e [inspectors] wi th 10 years or more p h a r m a c e u t i c a l 

i ndus t ry e x p e r i e n c e . T h e s e p e o p l e k n o w their stuff. They know 

w h a t q u e s t i o n s to ask. They know w h e r e to look. A l s o because 

they are not b r o u g h t up in the g o v e r n m e n t they have not learnt so 

m u c h c o r r u p t w a y s . 

I r r e s p e c t i v e of wha t the effect on c r ime of this Mexican c ru sade 

w a s , i t d o e s t h r o w up an a p p r o a c h to the p r o b l e m unfamil iar , and 

p e r h a p s a b h o r r e n t , t o W e s t e r n r e fo rmers . This a p p r o a c h 

r e c o g n i s e s tha t in the app l i ca t ion of law to the in te rna t iona l phar­

m a c e u t i c a l i ndus t ry in a coun t ry like M e x i c o the re is no ju s t i ce . If 

the s ta te a t t e m p t s to use law as a tool of j u s t i c e , power and money 
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will subve r t the a t t e m p t . But the s ta te can effectively use the 

a p p a r a t u s of law e n f o r c e m e n t for d r a m a t i c g e s t u r e s , to del iver a 

shor t sharp shock in which no one is d o n e te r r ib le ha rm. Such 

g e s t u r e s c a n n o t be sus t a ined for long b e c a u s e once the in t e rna t iona l 

b u s i n e s s c o m m u n i t y recoils from the shock and r e g r o u p s , i t is a 

w o r t h y a d v e r s a r y to the state in ins t i tu t iona l power . The po in t , 

h o w e v e r , is not to susta in the shock, but simply to jol t the bus iness 

c o m m u n i t y into a c c e p t i n g new, more law-ab id ing re l a t ionsh ips with 

g o v e r n m e n t . 

The US crusade against bribery 

T h e US c r u s a d e aga ins t b r ibery began in earnes t with the L o c k h e e d 

s c a n d a l . I t led to the F o r e i g n C o r r u p t P rac t i ce s Act of 1977. which 

p r o h i b i t s US c o m p a n i e s from paying br ibes even when the pay­

m e n t s are m a d e ou t s ide the U n i t e d S ta tes . Such ex t ra te r r i to r ia l 

a p p l i c a t i o n of US law is not e x t r a o r d i n a r y , having p r e c e d e n t s in tax, 

a n t i t r u s t , t r a d e m a r k and t r ad ing wi th the e n e m y laws. A b o u t thirty 

c o n s e n t d e c r e e s have also been struck b e t w e e n the SEC and com­

p a n i e s d i sc los ing q u e s t i o n a b l e p a y m e n t s . In the case of the 

A m e r i c a n H o s p i t a l Supply consent d ec r ee discussed ear l ie r , the 

c o m p a n y , inter alia, ag reed to publ ish the resul ts of a de ta i led 

i n v e s t i g a t i o n into its affairs by an audit c o m m i t t e e , to refrain in 

future from any pol i t ical c o n t r i b u t i o n s , legal or i l legal , and only 

r e a c h wr i t t en a r r a n g e m e n t s wi th c o n s u l t a n t s w h o must have an 

e s t a b l i s h e d place of bus iness and o t h e r c l ients or c u s t o m e r s , [be] 

i n d e p e n d e n t o f the p rospec t ive A H S C c u s t o m e r and its m a n a g e ­

m e n t p e r s o n n e l , and r e n d e r bona fide services t o A H S C ' . 1 0 

Cr i t i c s o f t h e c r u s a d e a rgue that i t has had the effect of hams t r ing ­

ing A m e r i c a n bus ines s whi le G e r m a n c o m p e t i t o r s , for e x a m p l e , 

can c o n t i n u e to m a k e co r rup t p a y m e n t s and claim them as tax 

d e d u c t i b l e even w h e r e they violate foreign laws. O t h e r cr i t ics , most 

n o t a b l y R e i s m a n (1979) , have a rgued that the c rusade has not 

c h a n g e d c o r r u p t bus iness p rac t i ces . B e q u a i (1976) tells us that the 

S E C has b e e n firing b l anks : 

W h o ge ts hurt in c o n s e n t s e t t l e m e n t s ? The S E C gets a notch in its 

gun . T h e law firm gets m o n e y , the publ ic i s happy because they 

read ' f raud ' in the n e w s p a p e r and th ink cr iminal i ty right away . 

T h e c o m p a n y n e i t h e r a d m i t s nor den ie s any th ing . It 's the perfect 

a c c o m m o d a t i o n . A n d it's all one big c h a r a d e . 
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W h i l e B e q u a i ' s view is not w i thou t a grain of t ru th , the value of 

c o n s e n t d e c r e e s for i ncapac i t a t i ng the offending co rpo ra t i on should 

not be fo rgo t t en . W h e n I spoke to l awyers at the A m e r i c a n Hospi ta l 

Supp ly C o r p o r a t i o n , I was p leased not to be in their shoes . If, 

a n y w h e r e in the w o r l d , A H S re ta ins a consu l t an t who is not "inde­

p e n d e n t o f t h e p r o s p e c t i v e A H S C c u s t o m e r and its m a n a g e m e n t 

p e r s o n n e l ' the c o m p a n y can be conv ic ted cr iminal ly for b reach of 

t he d e c r e e . The US g o v e r n m e n t d o e s not have to p rove that the 

c o n s u l t a n t did a n y t h i n g i m p r o p e r . V a r i o u s p rov i s ions o f th i s sort in 

t he c o n s e n t o r d e r m a k e i t a relat ively s t ra igh t forward ma t t e r for the 

S E C to convic t the c o m p a n y on any future occas ion when i t has 

g r o u n d s to suspec t that a br ibe has been paid. 

O f c o u r s e c o r r u p t p rac t i ces con t i nue a m o n g many A m e r i c a n 

c o r p o r a t i o n s which are not u n d e r c o n s e n t d e c r e e s . A u s t r a l i a n 

p h a r m a c e u t i c a l e x e c u t i v e s r epea t ed ly told me that a company 

c a n n o t do bus ine s s in I n d o n e s i a w i thou t mak ing cor rup t p a y m e n t s . 

An A u s t r a l i a n execu t i ve o f an A m e r i c a n c o m p a n y with respon­

s ibi l i t ies for this region said: 'They m a k e all of these rules which 

can ' t really be a d h e r e d to but i f we b reak t hem w e ' r e on our own 

and they will c o m e down upon us . ' A pe r son to w h o m this 

A u s t r a l i a n a n s w e r s a t US h e a d q u a r t e r s o f the same c o m p a n y m a d e 

a s imi la r c o m m e n t , whi le t ak ing a m o r e cha r i t ab l e view of the 

p r o t e c t i o n s afforded the individual by the c o m p a n y : "Subsidiary 

m a n a g e r s mus t sign a d o c u m e n t saying no law v io la t ions occur red to 

his k n o w l e d g e . Bu t e v e r y o n e u n d e r s t a n d s that signing this 

d o c u m e n t i s one o f t h e r isks you t a k e . T h e c o r p o r a t i o n will try to 

s tand beh ind you if i t can. But t h e r e ' s a c h a n c e that i t won ' t be able 

t o . ' 

Yet a n o t h e r sen io r h e a d q u a r t e r s execu t ive o f the co rpo ra t i on 

d i sp l ays the g a m e of cat and m o u s e that i s p layed be tween the US 

and the p e r i p h e r y on this ques t ion . 

I 've only once had one o f t h e subs id ia r ies c o m e to me with the 

q u e s t i o n of w h e t h e r a br ibe should be paid to a g o v e r n m e n t 

official. He said to me that it will take 18 m o n t h s to get the drug 

r eg i s t e r ed if we don ' t pay the br ibe and 6 m o n t h s i fwe do . Of 

c o u r s e I had to adv ise him not to pay it. P r o b a b l y he had no 

i n t e n t i o n of pay ing i t but was looking to be able to b l ame 

h e a d q u a r t e r s for not ge t t ing the d rug reg is te red quick e n o u g h . I f 

he had any i n t e n t i o n to pay the br ibe he neve r would have 

m e n t i o n e d it to me in the first p lace . 
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M o s t o f the A m e r i c a n execu t ives in t e rv iewed bel ieved tha t the 

F o r e i g n C o r r u p t P rac t i ces A c t had s o m e , t h o u g h not necessar i ly a 

t o t a l , inh ib i t ing effect on the wi l l ingness of e m p l o y e e s to pass 

c o r r u p t p a y m e n t s , and that i t t he re fo re d i s advan taged A m e r i c a n 

b u s i n e s s in c o m p e t i t i o n with E u r o p e a n and ind igenous c o m p a n i e s . 

O n e c o n t r a r y view on the la t ter was exp re s sed by a m a n a g e r in the 

M e x i c a n subs id ia ry o f an A m e r i c a n c o r p o r a t i o n : 

O u r c o m p a n y policy is not to pay b r ibes . Bu t s o m e t i m e s i f you 

w a n t a pr ice increase it is necessary . S o m e of them they do ask for 

ex t r a m o n e y . Th i s is an unofficial pos i t i on , but the 

p h a r m a c e u t i c a l indus t ry has to pay br ibes like eve ryone e lse . 

J. B.: Do you think that American companies are disadvantaged 

compared to local firms! 

N o , i t i s local c o m p a n i e s which are d i s a d v a n t a g e d because they 

do not have so much m o n e y to pay b r ibes . Wi th a large c o m p a n y 

i t is ea s i e r to have large a m o u n t s of m o n e y floating a round which 

is not r e c o r d e d in the b o o k s . 

E v e n in the mos t co r rup t of e n v i r o n m e n t s i t is poss ib le , with 

d e t e r m i n a t i o n , to resist co r rup t p a y m e n t s . Many execut ives 

c a n n o t , h o w e v e r , be b o t h e r e d wi th such d e t e r m i n a t i o n . 

I w o r k e d in M e x i c o for years and I l ea rned that you don ' t have to 

pay the in famous m o r d i t a . You m a k e the g r o u n d - r u l e s clear with 

the b u r e a u c r a t s from the beg inn ing . Y o u tell t h e m that you won ' t 

pay t h e m and hold firm to that line a lways . You keep r inging 

t h e m up a b o u t wha t you want d o n e . You k e e p on their backs until 

t h e y ' r e so fed up that they ag ree to get you out of their hair so that 

they have m o r e t ime to work on p e o p l e w h o will pay. 

O n e e x e c u t i v e exp l a ined an even m o r e a r d u o u s a l t e rna t ive to 

c o r r u p t p a y m e n t s in M e x i c o . W h e n word was out that an inspector 

was on his way to d e m a n d a p a y m e n t or the c losure of the p lan t , 

e v e r y o n e wou ld go h o m e for the a f t e rnoon so that no one was the re 

to ta lk to h im. A M e x i c a n execu t ive of Lil ly, which , we have seen , 

d o e s s e e m to have m a n a g e d to avoid c o r r u p t p a y m e n t s m o r e than 

mos t A m e r i c a n c o m p a n i e s , exp la ined a third a l t e rna t ive . 

T h e y k n o w we are forb idden to pay b r ibes . Ins tead we have to 

rely on f r iendship with t hem. We take t hem to the very best 

r e s t a u r a n t s . . . . A n d good wine . We h o p e that they will g ran t us 

a p p r o v a l s b e c a u s e we are fr iends. 
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T h e r e is no ques t i on that in the five coun t r i e s whe re this study was 

c o n d u c t e d - G u a t e m a l a , M e x i c o , A u s t r a l i a , G r e a t Br i ta in and the 

U n i t e d S ta te s - c o r r u p t i o n can be successfully res is ted. W h e t h e r 

th is wou ld be t rue of I n d o n e s i a , the Ph i l i pp ine s , Saudi A r a b i a , or a 

n u m b e r of o the r c o u n t r i e s infamous for the i r c o r r u p t i o n is a more 

difficult q u e s t i o n . 

W h a t n e e d s to be o v e r c o m e is the sense of nihil ism conveyed by 

w r i t e r s such as R e i s m a n (1979) abou t the impossibi l i ty of con­

t ro l l ing c o r r u p t i o n . We often lose sight of the fact that bus iness 

p e o p l e do not genera l ly like to pay b r ibes . C e r t a i n l y , minor "facili­

t a t i ng p a y m e n t s ' might often be seen as the only way o f t u r n i n g the 

w h e e l s of s o m e hope less ly c logged b u r e a u c r a c i e s . Bu t as well as 

p r o d u c i n g ce r t a in benef i t s , br ibery en ta i l s definite costs . In many 

c i r c u m s t a n c e s it is poss ib le for publ ic policy i n t e rven t ions to 

marg ina l ly i nc rea se the costs of b r ibery to the point whe re these 

cos ts are no longer pe rce ived as less than the benefi ts . I n d e e d in 

some c i r c u m s t a n c e s this has a l ready h a p p e n e d . 

Firs t , let us c o n s i d e r these cos ts . R e i s m a n (1979) himself has 

c o n c e d e d tha t c o n t r a c t s w o n by b r ibe s are less secure than those 

hones t ly won b e c a u s e a new reg ime swept to power in a campa ign 

aga ins t t he c o r r u p t i o n of its p r e d e c e s s o r might feel justified in 

r e n e g i n g . S o m e p h a r m a c e u t i c a l c o m p a n i e s will find i t very much 

h a r d e r t h a n o t h e r s to res tar t o p e r a t i o n s in I r a n , and some may 

neve r get in. T h e s e a re m a t t e r s of grea t m o m e n t to the c o m p a n i e s . 

T h e r e have even been sugges t ions that c o r r u p t i o n in the phar­

m a c e u t i c a l indus t ry was a c o n t r i b u t i n g factor , a lbei t a minor o n e , to 

the r e v o l u t i o n in I r an . Pr ior to the r evo lu t i on , I r an ' s former 

M i n i s t e r of H e a l t h , Dr Shaikol E s l a m i z a d e h , t o g e t h e r with his 

d e p u t y - m i n i s t e r and persona l ass i s tan t , was a r re s t ed on cha rges of 

c o r r u p t i o n . T h e i n t e rna t i ona l p h a r m a c e u t i c a l industry newshee t 

S C R I P r e p o r t e d a t the t ime (23 S e p t e m b e r 1978): 

The fo rmer min i s t e r , w h o res igned several mon ths a g o , is said to 

have h e l p e d c o n t r i b u t e to the c o u n t r y ' s recent social d i scon ten t 

by his h a n d l i n g o f t h e na t iona l hea l th insu rance s c h e m e . 

A c c o r d i n g to n e w s p a p e r r e p o r t s , he is a l leged to have accep ted 

b r ibes in r e tu rn for l imiting the range of drugs which doc to r s 

cou ld p r e s c r i b e , and publ ic i nd igna t ion a t this al leged co r rup t ion 

is r e p o r t e d to be one o f t h e causes o f t h e recent riots in T e h e r a n . 

M o r e s imply , b r ibes eat into profi ts , even persona l expense 

a c c o u n t s , in the same way as any cost of do ing bus iness . In the 
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p h a r m a c e u t i c a l indus t ry we have seen that b r ibes can be as high as 

20 per cen t of the total price for a con t r ac t . This is not a trivial 

c o n s i d e r a t i o n c o n s i d e r i n g that tax is (or should be) also paid on the 

a m o u n t . If d i s c o v e r e d , b r ibes can ta rn ish the publ ic image of a 

c o r p o r a t i o n , not ju s t in a small T h i r d - W o r l d m a r k e t whe re the br ibe 

is pa id , but i n t e r n a t i o n a l l y , and most i m p o r t a n t l y , in the biggest 

m a r k e t of t h e m all . the U n i t e d S ta tes . I t i s r id iculous to a rgue that 

t r a n s n a t i o n a l c o r p o r a t i o n s are not c o n c e r n e d about their public 

i m a g e s , b e c a u s e they all spend small for tunes on a t t e m p t s to 

e n h a n c e t h e m . We see the e x t r e m e mani fes ta t ion o f th i s with Lilly, 

w h i c h has s h u n n e d ce r t a in co r rup t m a r k e t s in the Third Wor ld 

r a t h e r t h a n risk c o m p r o m i s i n g that r e p u t a t i o n for p ropr ie ty and 

e x c e l l e n c e which in many years has m a d e i t n u m b e r one or n u m b e r 

t w o in p h a r m a c e u t i c a l sales within the U S . " 

F o r the execu t ive w h o has been t r a ined to find the most efficient, 

leas t risky way of ach iev ing a goa l , b r ibery is , for all o f t h e reasons 

c o n s i d e r e d a b o v e , a distasteful last r e sor t . Lit t le w o n d e r that when 

Fortune Magazine (Oct . 1977: 128-96) pub l i shed an ' investabi l i ty 

i n d e x ' for A s i a n c o u n t r i e s one o f t h e nega t ive factors in the index 

w a s a f ive-point scale e s t ima t ing deg ree of c o r r u p t i o n . 

B e c a u s e the cos ts o f c o r r u p t i o n are subs tan t ia l w h e n m e a s u r e d 

aga ins t its benef i ts , the Fore ign C o r r u p t Prac t ices A c t of 1977 

p e r h a p s has in some m a r k e t s t ipped the ba l ance of costs over 

b e n e f i t s . 1 2 No c o r p o r a t i o n w a n t s the publ ici ty of an ear ly showcase 

p r o s e c u t i o n u n d e r the Ac t . P e r h a p s the risk o f t h i s is smal l , but i t 

still l o o m s large in the subject ive cost-benefi t ca lcu la t ions of 

e x e c u t i v e s . M o r e i m p o r t a n t has been the impact on indiv iduals w h o 

have b e e n r e n d e r e d vu lne rab l e by the r e q u i r e m e n t that they sign a 

s t a t e m e n t each yea r that no p a y m e n t s have been m a d e . They know 

th i s sets t hem up as s c a p e g o a t s for the c o r p o r a t i o n , so that even 

w h e r e the benefits of b r ibery for the c o r p o r a t i o n exceed the cos t s , 

the subs id ia ry m a n a g e r might well dec ide that for him or her per­

sonal ly the benef i ts do not exceed the cos t s . O f c o u r s e m a n a g e r s can 

only afford this ' i r r a t i o n a l ' choice if the i r own sales p e r f o r m a n c e is 

h e a l t h y and not u n d e r ques t ion by h e a d q u a r t e r s . 1 2 A subsidiary 

m a n a g e r t h r e a t e n e d wi th d ismissa l , loss of a pe r fo rmance b o n u s , or 

miss ing a p r o m o t i o n might dec ide that a br ibe is wor th the risk 

p e r s o n a l l y , even t h o u g h for the c o r p o r a t i o n the benefit does not 

just i fy this risk. But even in this la t ter s i tuat ion the s t a t emen t to be 

s igned is still likely to be some d i s incen t ive against t ak ing such a 

c o u r s e . Eve ry execu t ive with w h o m I d iscussed this ma t t e r felt 
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s igning tha t p iece of p a p e r increased the i r pe r sona l vulnerabi l i ty to 

s o m e e x t e n t . 

P e o p l e in the i n t e rna t i ona l d iv is ions of both an A m e r i c a n and a 

E u r o p e a n c o m p a n y , whose j o b i t i s to keep in touch with such 

m a t t e r s , told me that in cer ta in m a r k e t s when the E u r o p e a n com­

p a n i e s had seen the A m e r i c a n s begin to refuse to pay br ibes wi thou t 

d ra s t i c c o n s e q u e n c e s , they had struck a g r e e m e n t that for ce r ta in 

t y p e s of p a y m e n t s all the t r a n s n a t i o n a l s would adop t a uniform 

s tand in refusing to pay b r ibes . One would have to go to these 

c o u n t r i e s and check the s i tuat ion on the g r o u n d before accept ing 

that this really was h a p p e n i n g . N e v e r t h e l e s s , even in M e x i c o , I was 

told that w h e n s o m e A m e r i c a n c o m p a n i e s took a stand against 

c e r t a i n p a y m e n t s , such as to i n spec to r s , some E u r o p e a n c o m p a n i e s 

fol lowed suit. T h e genera l m a n a g e r of o n e t r ansna t i ona l in M e x i c o 

e x p r e s s e d cyn ic i sm, h o w e v e r , abou t o v e r t u r e s which had been 

m a d e to him c o n c e r n i n g the a d o p t i o n of an organised front agains t 

b r i be ry by the t r a n s n a t i o n a l s . 

P e o p l e will a lways b r e a k r anks . We all ag reed here in Mexico not 

to sell to t he g o v e r n m e n t at less than cost . Tha t seems to be in 

e v e r y o n e ' s in te res t . Bu t I had th ree tons of [a ce r ta in drug] which 

was d u e for expi ry . I had to un load it by selling be low cost or 

de s t roy it. T h e o t h e r c o m p a n i e s got very angry with me for 

b r e a k i n g the ru les . Bu t wha t could I do . I would have had to 

de s t roy the t h r e e t o n s . 

I give you a n o t h e r e x a m p l e . I sell [a ce r t a in d rug] at be low cost to 

the g o v e r n m e n t so g o v e r n m e n t doc to r s will p re sc r ibe our 

[ p r o d u c t ] for the i r p a t i e n t s . I f the pa t ien t feels the drug helps him 

to get b e t t e r he will ask for our t r a d e n a m e again from the 

p h a r m a c i s t or t ake the bot t le to the p h a r m a c i s t . You see I was 

sel l ing b e l o w cost for p r o m o t i o n . 

In a s t a t e m e n t which was also in te res t ing from an ant i t rus t view­

p o i n t , he w e n t on to a rgue that no m a t t e r how strongly in the 

i n t e r e s t s o f t h e c o m p a n i e s a uniform stand is , t he re will a lways be 

ind iv idua l c o m p a n i e s w h o will have even s t ronger c o m m e r c i a l 

r e a s o n s for b r e a k i n g the a g r e e m e n t . 

In c o n c l u s i o n , the US c rusade against br ibery in the 1970s must be 

j u d g e d to have had some posit ive effects. The claims of some Wash­

ington lobbyis ts that the c rusade has lost A m e r i c a n industry many 

bi l l ions of d o l l a r s to o v e r s e a s c o m p e t i t o r s i s e x a g g e r a t e d b e c a u s e : 
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(a) T h e d e t e r r e n t effects o f t h e c ru sade were real , but not as 

g rea t as tha t . 

(b) A grea t p r o p o r t i o n o f t h e d o c u m e n t e d cases of br ibery 

involved b r ibe s by one A m e r i c a n t r a n s n a t i o n a l to take 

bus ines s away from a n o t h e r A m e r i c a n t r a n s n a t i o n a l . 

(c) M a n y o the r p a y m e n t s were not to a t t rac t bus iness from one 

c o m p a n y to a n o t h e r but to get g o v e r n m e n t a p p r o v a l s , bribe 

po l i t i c i ans , r e d u c e t axes , etc . I n d e e d , the re have been many 

cases w h e r e A m e r i c a n and E u r o p e a n c o m p a n i e s have pooled 

the i r b r ibes to ach ieve some col lect ive pu rpose for the 

indus t ry as a w h o l e . " 

(d) To the ex ten t tha t A m e r i c a n c o m p a n i e s have a d o p t e d new 

s t a n d a r d s , E u r o p e a n c o m p a n i e s have a t least in some 

m e a s u r e fol lowed the i r lead. 

(e) T h e va r ious costs of br ibery discussed in this c h a p t e r mean 

tha t in many cases b r ibes confer only a margina l benefit on 

the c o m p a n y . In some cases b r ibes which would not have 

been in the l ong - t e rm in teres t o f the c o m p a n y may even have 

been d e t e r r e d . All c o m p a n i e s have an in teres t in not having 

to pay b r ibes . 

I t shou ld also be po in ted out that t r a n s n a t i o n a l c o m p a n i e s , and 

tha t m e a n s A m e r i c a n c o m p a n i e s main ly , have a pecul iar interest in 

s t r e n g t h e n i n g the w h o l e world e c o n o m y . Br ibery w e a k e n s econ­

o m i e s . I t t e n d s to k e e p c o r r u p t b u r e a u c r a t s and pol i t ic ians in power 

a h e a d of c o m p e t e n t o n e s . " I t confers bus iness advan tage to the 

c o m p a n y which pays the biggest br ibe r a the r than to the c o m p a n y 

w h i c h is most efficient. To the ex ten t that efficiency replaces 

c o r r u p t n e s s as the c r i t e r ion of success in bo th bus iness and govern­

m e n t a d m i n i s t r a t i o n , e c o n o m i c g rowth will resul t . This may be one 

r e a s o n why the most c o r r u p t c o u n t r i e s o f t h e world remain a m o n g 

the mos t i m p o v e r i s h e d . ' " 

The US c r u s a d e aga ins t br ibery has p r o m p t e d m o r e s t r ingent 

sc ru t iny of s t a n d a r d s of c o r p o r a t e p rop r i e ty in a wide r ange of areas 

b e y o n d j u s t b r ibe ry . This influence has also been w o r l d w i d e ra ther 

than l imited to the U n i t e d S ta tes . These two points were b o r n e out 

in t he fol lowing c o m m u n i c a t i o n I rece ived from a senior m a n a g e r in 

one o f A u s t r a l i a ' s largest c o m p a n i e s : 

The s t r o n g e s t suppor t that in ternal audit has received in recent 

t imes has been the e n a c t m e n t in the US o f t h e Fo re ign C o r r u p t 

P r a c t i c e s A c t of 1977. This A c t , which I am sure you have 
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s t u d i e d , r e q u i r e s a m o n g o t h e r th ings that c o m p a n i e s ma in t a in a 

sys tem of in te rna l c o n t r o l s and that the re are m e c h a n i s m s in place 

to e n s u r e that d i r e c t o r s are able to assure t h e m s e l v e s that 

r e g u l a t i o n s for which they are r e spons ib l e a r e , in fact, being 

ca r r i ed ou t . 

To m e e t any o b l i g a t i o n s u n d e r this A c t , most US c o m p a n i e s 

h a v e , on a cos t /benef i t bas i s , dec ided to s t r eng then their internal 

aud i t funct ions and ensu re g r e a t e r c o - o p e r a t i o n b e t w e e n the 

in te rna l audi t and ex te rna l a u d i t o r s . Th i s has mean t that internal 

a u d i t o r o r g a n i s a t i o n s have had to look to increas ing their 

s t a n d a r d s of p rofess iona l p rac t i ce . 

The UN crusade against bribery 

The US and S w e d e n are en t i t led to feel some r e s e n t m e n t that they 

app ly the i r laws aga ins t c o r r u p t i o n ex t r a t e r r i t o r i a l ly while the rest 

o f t h e wor ld does n o t . " The U n i t e d N a t i o n s r e sponse has been t o 

try to p r e v e n t the US from r e t r e a t i n g from its pos i t ion of l eade r sh ip 

aga ins t c o r r u p t i o n by a t t e m p t i n g to push the s t anda rds o f t h e rest of 

the wor ld up to those o f t h e U S . H e n c e we have seen the cur ious 

a l l i ance of the Th i rd W o r l d , w h o cor rec t ly see t h e m s e l v e s as the 

major v ic t ims of c o r r u p t i o n , being s u p p o r t e d by the US agains t 

o p p o s i t i o n from E u r o p e a n n a t i o n s in its efforts to ins t i tu te a 

mean ingfu l i n t e r n a t i o n a l A g r e e m e n t on Illicit P a y m e n t s . 

W o r k on the a g r e e m e n t has been the responsib i l i ty o f t h e U n i t e d 

N a t i o n s C o m m i s s i o n o n T r a n s n a t i o n a l C o r p o r a t i o n s ( E C O S O C , 

1979; A s a n t e , 1979). Jo int ly with th i s , the C o m m i s s i o n i s work ing 

on a w i d e r ' C o d e o f C o n d u c t for T r a n s n a t i o n a l C o r p o r a t i o n s ' which 

will p r o b a b l y inc lude p rov i s ions on n o n - i n t e r f e r e n c e in internal 

pol i t ical affairs, a b s t e n t i o n from c o r r u p t p r ac t i c e s , t ransfer pr ic ing , 

r e s t r i c t ive bus ine s s p rac t i ce s , c o n s u m e r p ro t ec t i on and env i ron­

m e n t a l p r o t e c t i o n ( U N C o m m i s s i o n o n T r a n s n a t i o n a l C o r p o r a ­

t i o n s , 1 9 7 8 , 1 9 7 9 ) . 

A crucial q u e s t i o n is w h e t h e r these i n t e rna t i ona l a g r e e m e n t s can 

do m u c h m o r e t h a n d e p e n d on individual na t ions to enforce the 

a g r e e m e n t . They can , of c o u r s e , foster mu tua l ass is tance in investi­

g a t i o n , e x t r a d i t i o n , and o t h e r m e a s u r e s to en su re that every act of 

i n t e r n a t i o n a l b r ibe ry is p u n i s h a b l e u n d e r some set of na t iona l laws 

r a t h e r than be ing a l lowed to fall b e t w e e n the in ters t ices a m o n g 

t h e m . M a n y h o p e , h o w e v e r , par t icu lar ly wi th the b r o a d e r Code o f 
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C o n d u c t , tha t p rov is ion will be m a d e for ac t ion by the in te rna t iona l 

c o m m u n i t y as a who le against a t r a n s n a t i o n a l c o r p o r a t i o n in viola­

t ion o f t h e c o d e . 

T h e r e has been significant suppor t for the p ropos i t i on that s t a tes , 

t r a d e u n i o n s , c o n s u m e r g r o u p s and o the r bod ies should be able to 

br ing c o m p l a i n t s agains t a t r a n s n a t i o n a l c o r p o r a t i o n to a Un i t ed 

N a t i o n s p a n e l . H U n d e r the w e a k e s t o p t i o n , the panel would simply 

r e a c h a d e t e r m i n a t i o n on the compla in t . If i t we re dec ided that the 

t r a n s n a t i o n a l c o r p o r a t i o n had viola ted the c o d e , the panel would 

wide ly publ ic i se this fact in the hope that such adverse publici ty 

wou ld act as a d e t e r r e n t . The panel could issue a call for the 

b l ack l i s t i ng ' of ce r t a in act ivi t ies or p r o d u c t s o f t h e c o r p o r a t i o n by 

m e m b e r s t a t e s , the in t e rna t iona l t r ade union m o v e m e n t o r the 

i n t e r n a t i o n a l c o n s u m e r m o v e m e n t . A call could be issued for the 

den ia l of the validity of all con t r ac t s of a ce r ta in form with the 

t r a n s n a t i o n a l . Pa r t i e s which reneged on such con t r ac t s could then 

poss ib ly be e x e m p t e d from liability. 

U n d e r s t ronge r o p t i o n s na t iona l a u t h o r i t i e s could be asked by the 

pane l to i m p o s e sanc t ions which would range from "penal s anc t ions , 

to w i t h d r a w a l of g o v e r n m e n t pr ivi leges (no c o n t r a c t i n g , e t c . ) . to tax 

and r e g u l a t o r y m e a s u r e s ' ( U N C o m m i s s i o n o n T r a n s n a t i o n a l 

C o r p o r a t i o n s , D e c e m b e r 1978). 

An a p p r o p r i a t e legal link would have to be es tab l i shed be tween 

the dec i s ion at the in t e rna t iona l level and its execu t ion 

( a d m i n i s t r a t i o n of s anc t ions ) at the na t iona l level. A legally 

b i n d i n g u n d e r t a k i n g by the Sta tes a d o p t i n g the Code would be 

t he mos t effective such link. An u n d e r t a k i n g on a non -b ind ing 

bas is would p r o b a b l y be h o n o u r e d by Sta tes in a large n u m b e r of 

c a s e s , but the ce r t a in ty o f t h e link b e t w e e n decision and sanct ion 

w o u l d d imin i sh ( U N C o m m i s s i o n o n T r a n s n a t i o n a l 

C o r p o r a t i o n s , D e c e m b e r 1978: 23) . 

In m a n y s i t ua t ions s ta tes a d o p t i n g the code would ignore non-

b i n d i n g u n d e r t a k i n g s . H o w e v e r , i t i s not unrea l i s t ic to expec t that 

pol i t ica l ly a s tu t e r e c o m m e n d a t i o n s for sanct ion would be acted 

u p o n . I m a g i n e , for e x a m p l e , i f U n i t e d B r a n d s had been b rough t 

be fo re a UN panel in c o n n e c t i o n with its a g r e e m e n t to pay a S2.5 

mi l l ion b r ibe to the H o n d u r a n F i n a n c e Minis te r . The pu rpose of 

th is c e l e b r a t e d c o r r u p t p a y m e n t was to ent ice the F inance Minis te r 

to u n d e r c u t the tax ra te on b a n a n a s preva i l ing a m o n g the U n i o n de 

P a i s e s E x p o r t a d o r e s de B a n a n o ( U P E B ) . O n e would expect that a 
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r e c o m m e n d a t i o n by a UN panel tha t the U P E B coun t r i e s 

( H o n d u r a s , Cos t a R i c a , P a n a m a , G u a t e m a l a , and C o l o m b i a ) 

s anc t ion U n i t e d B r a n d s by all increas ing their b a n a n a tax by a 

c e r t a i n p e r c e n t a g e would have been well received by those coun­

t r i e s . S a n c t i o n s which m a k e money for g o v e r n m e n t s are bound to 

be m o r e a t t r a c t i v e than t r ade bans which only hurt the victim 

fur ther . 

R e i s m a n (1979: 157) reflects the cynicism abou t the UN crusade 

which i s w i d e s p r e a d a m o n g W e s t e r n in te l lec tua ls when he says: An 

i n t e r n a t i o n a l p r o s e c u t o r and an in t e rna t iona l court whose writ ran 

to all c o r n e r s o f t h e world could m a k e an in t e rna t iona l a g r e e m e n t 

ef fec t ive ; but n e i t h e r exists nor is likely to be c r ea t ed . . . . ' Su re ly it 

c a n n o t be accep t ed tha t i n t e rna t iona l ini t ia t ives against A p a r t h e i d 

or acts of agg re s s ion are inevi tably ineffective if they fall short of "a 

c o u r t w h o s e wri t ran to all co rne r s of the wor ld ' . I n t e rna t iona l 

affairs is such a c o m p l e x bus iness that it is naive to limit the possi­

bi l i t ies for c o n s t r u c t i v e i n t e r v e n t i o n to who le sa l e legal h e g e m o n y . 

A UN pane l c o n s t i t u t e d as a c o u n t e r v a i l i n g force against the occas­

ional v io l a t i ons of a c o d e by t r a n s n a t i o n a l c o r p o r a t i o n s cou ld , if its 

m e m b e r s w e r e soph i s t i ca t ed d i p l o m a t s , cons t ruc t ive ly affect the 

c o u r s e of e v e n t s . The need for such a panel is part of a wider need 

for an i n t e r n a t i o n a l i s a t i o n of t r ade un ion i sm and an in t e rna t iona l -

isa t ion of c o n s u m e r i s m as coun t e rva i l i ng forces against the inter­

n a t i o n a l i s a t i o n of cap i t a l . It is of course foolish to expect that such 

i n t e r n a t i o n a l i n s t i t u t i ons of c o u n t e r v a i l i n g power would signifi­

can t ly turn the cour se o f t h e world e c o n o m i c system. N e v e r t h e l e s s , 

sub t l e and small c o n t a i n m e n t s of the a b u s e of e c o n o m i c power 

migh t be a c h i e v e d . 

A UN pane l which had only the p o w e r of publici ty would have 

v a l u e . I n d e e d a case can be sus ta ined that adverse publici ty is a 

m o r e effective cons t r a in t on c o r p o r a t e a b u s e s than law (see F i s se , 

1 9 7 1 ; B r a i t h w a i t e , 1979a). Cer ta in ly this is the view of bus iness 

p e o p l e t h e m s e l v e s . In a survey of 531 top and middle US m a n a g e r s , 

t he O p i n i o n R e s e a r c h C o r p o r a t i o n found that 92 per cent o f t h e 

r e s p o n d e n t s did not be l ieve that legis lat ion would effectively stop 

b r i b e r y of foreign officials, but the re was cons ide rab l e suppor t for 

the p r e v e n t a t i v e effect iveness of publ ici ty ( O p i n i o n R e s e a r c h Cor­

p o r a t i o n . 1975; A l l e n . 1976). 

A Harvard Business Review survey of r eaders ( B r e n n e r and 

M o l a n d e r . 1977) found that a m o n g r e s p o n d e n t s w h o t hough t that 

e th ica l s t a n d a r d s in bus iness had i m p r o v e d over the past fifteen 
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y e a r s , the t h r e e factors which were most often listed as caus ing 

h i g h e r s t a n d a r d s w e r e , i n o r d e r o f i m p o r t a n c e : 

P e r c e n t a g e of 

r e s p o n d e n t s 

listing factor 

Pub l i c d i s c l o s u r e : publ ic i ty ; med ia c o v e r a g e ; 

b e t t e r c o m m u n i c a t i o n 31 

I n c r e a s e d publ ic c o n c e r n ; publ ic a w a r e n e s s , 

c o n s c i o u s n e s s , and sc ru t iny ; be t t e r informed 

p u b l i c ; societal p r e s s u r e s 20 

G o v e r n m e n t r e g u l a t i o n , legis la t ion, and 

i n t e r v e n t i o n ; federal cour t s 10 

F o r m e r Ford P r e s i d e n t , Arjay Mil ler once a rgued that the calcu­

l a t i n g , p ro f i t -maximis ing b u s i n e s s m a n would be i r ra t ional to be 

ove r ly w o r r i e d a b o u t the cons t r a in t s imposed by the law when he 

offered the a d v i c e ; ' D o that which you would feel comfor tab le 

e x p l a i n i n g on t e l ev i s ion ' ( q u o t e d by B y r o n . 1977). W h a t the Un i t ed 

N a t i o n s C o m m i s s i o n on T r a n s n a t i o n a l C o r p o r a t i o n s can realist ic­

ally h o p e to a ch i eve is pu t t i ng t r a n s n a t i o n a l c o r p o r a t e cr ime on 

wor ld t e l ev i s ion . 
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3 Safety testing of drugs: 
from negligence to fraud 

SOME CASE STUDIES 

E a c h year in t he U n i t e d Sta tes a q u a r t e r of a mil l ion p e o p l e and 

m a n y mi l l ions of a n i m a l s a re e x p e r i m e n t e d upon with new drugs 

( S u b c o m m i t t e e on H e a l t h , 1976a: Par t I I , 336) . The great cost of 

th i s e x p e r i m e n t a t i o n in suffering and m o n e y can only be justified if 

da t a co l l ec t ion and i n t e r p r e t a t i o n a re hones t and objec t ive . Regre t ­

t a b l y , r e s e a r c h e r s r e t a ined by the p h a r m a c e u t i c a l industry have not 

a l w a y s met these s t a n d a r d s . Al l o f former F D A C o m m i s s i o n e r 

G o d d a r d ' s successors have r epea t ed before Congre s s iona l hear ings 

t he c o n c e r n s over r e s e a r c h e r d i shones ty first expressed by G o d d a r d 

at a P h a r m a c e u t i c a l M a n u f a c t u r e r s A s s o c i a t i o n M e e t i n g in 1966 

( S u b c o m m i t t e e on H e a l t h , 1976: Par t I I , 157). 

I have been shocked at the mate r i a l s that c o m e in. In add i t ion to 

the p r o b l e m of qua l i ty , t h e r e is the p r o b l e m of d i shones ty in the 

inves t iga t iona l new drug usage . I will admi t the re are grey a reas 

in the I N D s i t ua t ion , but the consc ious w i thho ld ing of 

u n f a v o r a b l e an ima l clinical data is not a grey mat te r . The 

d e l i b e r a t e cho ice of clinical inves t iga to rs k n o w n to be more 

c o n c e r n e d a b o u t indus t ry f r iendships t h a n in d e v e l o p i n g good 

da t a is not a grey area ma t t e r . The p lan t ing in j o u r n a l s of art icles 

tha t begin to c o m m e r c i a l i z e w h a t is still an inves t igat ional new 

d r u g is not a grey m a t t e r a r ea . T h e s e ac t ions run c o u n t e r to the 

law and the efforts [sic] gove rn ing d rug indus t ry . 

D r Ley . G o d d a r d ' s i m m e d i a t e successor a t the he lm o f t h e F D A . 

told h e a r i n g s before the US S e n a t e (US S e n a t e . 1969) of one spot 
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check wh ich t u r n e d up the case of an ass is tant professor of medic ine 

w h o had r e p u t e d l y tes ted twenty- four d rugs for nine different 

c o m p a n i e s . "Pat ients w h o died while on clinical trials were not 

r e p o r t e d to the s p o n s o r ' , an audi t r evea led . 'Dead peop le were 

listed as sub jec t s of t e s t ing . P e o p l e r e p o r t e d as subjects of tes t ing 

w e r e not in the hospi ta l a t the t ime of the tes t s . Pa t ien t consen t 

forms b o r e d a t e s ind ica t ing they were signed by the subjects after 

the sub jec t s d i ed . ' A c o m m e r c i a l d rug- tes t ing f i rm which had 

o s t ens ib ly w o r k e d on 82 drugs for 28 s p o n s o r s was the subject of 

a n o t h e r aud i t . 

P a t i e n t s w h o d i ed , left the hospi ta l or d r o p p e d out o f t h e study 

w e r e r e p l a c e d by o the r pa t i en t s in the tests w i thou t notification in 

the r e c o r d s . F o r t y - o n e pa t i en t s r e p o r t e d as par t ic ipa t ing in 

s t u d i e s w e r e dead or not in the hospi ta l du r ing the s tudies . . . . 

R e c o r d - k e e p i n g , supe rv i s ion and o b s e r v a t i o n of pa t i en t s in 

g e n e r a l w e r e grossly i n a d e q u a t e . 

L e t t e r s from clinical inves t iga to r s to their sponsor ing drug com­

p a n i e s revea l s o m e t h i n g o f t h e way c o m m e r c i a l factors i n t rude into 

w h a t shou ld be i n d e p e n d e n t ob jec t ive r e sea rch . The following 

l e t t e r was sent by a d rug- t e s t ing d o c t o r to Dr Ne l son Cantwel l of 

M e r c k : 

D e a r N e l s o n , 

The e n c l o s e d le t te r is from a very fine pa t i en t . I though t 

you w o u l d be i n t e r e s t ed in her very vivid and a r t icu la te 

d e s c r i p t i o n o f t h e adve r se s y m p t o m s she e n c o u n t e r e d with 

I n d o m e t h a c i n . 

I w o u l d e m p h a s i z e that t he se do not a l a rm me nor indicate any 

e v i d e n c e of o rgan i c d a m a g e but 1 am afraid they will offer some 

prac t ica l p r o b l e m s in m a r k e t i n g this d rug . 

N e e d l e s s to say, I am very grateful for all o fyour kind efforts in 

r ega rd to my tr ip to J a p a n . 

I'll look forward to seeing you on my re tu rn . I think we must 

get t o g e t h e r and plan on pub l i sh ing some o f t h e data which we 

have co l l ec ted . Bes t r ega rds a lways (US S e n a t e , 1969: Par t 8 , 

3 4 5 3 ) . 

The fol lowing d o c t o r , with his 'fingers c ros sed ' hoping for resul ts 

f a v o u r a b l e to the c o m p a n y , also seems to manifest a b iased a t t i tude 

in his l e t t e r to M e r c k : 
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D e a r D r C a n t w e l l : 

I r ece ived your le t te r this m o r n i n g and w a n t to t hank you for 

sugges t ing a g ran t for the r h e u m a t o l o g y sect ion at the Unive r s i ty 

of [a large s ta te un ive r s i t y ] . 

Since you were he r e we have s tar ted a n u m b e r of new pa t i en t s 

on i n d o m e t h a c i n ( the LX c a p s u l e s ) . At least t h r ee o f t h e pa t i en t s 

c o m p l a i n e d of severe ep igas t r ic d is t ress within 30 m i n u t e s after 

t a k i n g the c a p s u l e . T h e r e f o r e , in the next few subjects we s tar ted 

t h e m out on 1 capsu l e twice a day increas ing 1 capsule daily until 

they r e a c h e d the m a x i m u m 6 capsu les and bel ieve i t or not we 

e n c o u n t e r e d no d i s t r e s s . This is the m e t h o d we will follow for the 

t ime b e i n g , wi th our f ingers c rossed (US S e n a t e , 1969: Par t II . 

4 6 1 ) . 

Dr S tan ley W. J a c o b o f t h e Unive r s i ty o f O r e g o n Medica l School 

was h i red by R e s e a r c h Indus t r i e s Inc . to m o n i t o r two safety tests on 

a n e w d r u g for in f l ammat ion o f t h e b l adde r . In 1979, when the F D A 

inves t i ga t ed i r r egu la r i t i e s in the da ta co l lec ted in these s tud ie s , i t 

was found tha t Dr J a c o b owned a b o u t $600 ,000 w o r t h o f R e s e a r c h 

I n d u s t r i e s s tock ( M c T a g g a r t , 1980: 176). 

In the t h r e e y e a r s 1977-80 the F D A cla ims to have d i scovered a t 

least 62 d o c t o r s w h o had submi t t ed m a n i p u l a t e d or downr igh t 

falsified clinical da t a . Dr R o n a l d C. Smi th , a psychia t r i s t , was hired 

by six p h a r m a c e u t i c a l c o m p a n i e s b e t w e e n 1971 and 1978, inc luding 

S a n d o z , U p j o h n and C y a n a m i d , to test a t least a dozen psycho­

t rop ic d r u g s . An F D A scientis t says , ' W e lea rned from an office 

a s s i s t a n t . . . t ha t the way the doc to r got the pill coun t to c o m e out 

c o r r e c t w a s to c o u n t the cor rec t n u m b e r of pills the pa t ien t should 

have t a k e n and t h e n to flush t hem down the toi le t ' ( M c T a g g a r t , 

1980: 177). An F D A check found that only 3 or 4 out of 60 pa t i en t s 

listed as having been tes ted by Smi th had actual ly been given the 

d r u g s . 

S o m e phys i c i ans have b e e n the subject of t e r r ib le mis for tunes on 

the eve of F D A inves t i ga t ions into the qual i ty o f t h e da ta they have 

c o l l e c t e d for submis s ion to the agency in suppor t of new drug 

a p p l i c a t i o n s . Dr J a m e s Sche ine r , an o r t h o p e d i c surgeon of Fai r fax , 

V i r g i n i a , w h o had d o n e several e x p e r i m e n t s for J o h n s o n and 

J o h n s o n , had his office vanda l i zed the night before an F D A audit of 

his r aw d a t a . T h e mind le s s vanda l s d u m p e d all the records re la t ing 

to t he s tud ies to be aud i t ed into a wh i r l poo l ba th . Jus t before his 

next s c h e d u l e d F D A audit Dr S c h e i n e r had a fire in his office. A n d 
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the night before tha t i n spec t ion was r e s c h e d u l e d , Dr Sche iner was 

vic iously m u g g e d by an assai lant w h o wielded a p a p e r w e i g h t from 

his office. A n o t h e r d o c t o r , F r a n c o i s Savery , w h o had ea rned a 

f o r t u n e tes t ing e x p e r i m e n t a l drugs for Hoffman-La R o c h e and 

o t h e r l ead ing c o m p a n i e s , suffered the mis for tune of accidenta l ly 

d r o p p i n g his da t a o v e r b o a r d whi le out in a row boa t . A US court did 

no t be l i eve h im; he was s en t enced to five y e a r s ' p r o b a t i o n for felony 

fraud. 

The p r o b l e m is that mos t fraud in clinical trials is unl ikely to even 

be d e t e c t e d . M o s t cases which do c o m e to public a t t en t ion only do 

so b e c a u s e of e x t r a o r d i n a r y ca re l e s sness by the criminal phys ic ian , 

as in t he fol lowing i l lus t ra t ion: 

In ear ly July 1978, an a m b u l a n c e rushed J u n e F r o m a n to a 

hosp i t a l in N e w Y o r k Ci ty . F r o m a n , a pa t i en t of Dr J e r o m e 

R o t s t e i n , had been t r ea t ed for a severe case of a r thr i t i s with an 

e x p e r i m e n t a l drug cal led S u d o x i c a n , m a n u f a c t u r e d by Pfizer 

C o m p a n y . R o t s t e i n was s u p p o s e d to be mon i to r i ng F r o m a n ' s use 

of Sudox i can carefully in late J u n e and early Ju ly , and was 

s u p p o s e d to r e p o r t any unusua l r e a c t i o n s to federal officials. 

I n s t e a d o f c o n d u c t i n g m o n i t o r i n g t es t s , h o w e v e r , R o t s t e i n went 

on vaca t i on in E u r o p e . By the t ime he r e t u r n e d , F r o m a n had 

a l r e a d y b e e n a d m i t t e d to the hosp i t a l , her liver dissolved by 

S u d o x i c a n . ' In no way could she be saved, no ma t t e r wha t we did 

for he r , ' R o t s t e i n told F D A officials later . Bu t R o t s t e i n po in ted 

the f inger of b l a m e for her dea th at Pfizer C o m p a n y officials, 

c l a iming they hid the d rug ' s ser ious a d v e r s e side effects from him 

and t r ied to c o n v i n c e him not to r epo r t the dea th to Fede ra l 

a u t h o r i t i e s , it is a killer d rug , ' R o t s t e i n said, i killed a pa t ien t 

b e c a u s e I d i d n ' t k n o w the d rug caused hepa t ic toxici ty. I was led 

d o w n a blind alley by p e o p l e w h o should have known b e t t e r . ' . . . 

A l e r t e d by news o f F r o m a n ' s d e a t h , F D A inves t iga tors reviewed 

r e p o r t s t ha t Pfizer had submi t t ed to the F D A . S t range ly , these 

r e p o r t s i nc luded r e su l t s , p u r p o r t e d l y from F r o m a n ' s ca se , 

r e c o r d e d up to several days before her hosp i ta l i za t ion , that 

s h o w e d ' essen t ia l ly n o r m a l clinical s tud ies ' . After inves t iga tors 

e x a m i n e d the cl inical s tudies closely they found that R o t s t e i n had 

been out o f t h e c o u n t r y and had neve r d o n e any o f t h e s tud ies . I f 

F r o m a n had not d i ed , the F D A migh t well have accep ted the 

falsified Sudox i can t e s t s , and mil l ions of A m e r i c a n s could have 

b e e n e x p o s e d to her fate (Mother Jones, June 1982, p. 47 ) . 
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T h e r e a re an infinite var ie ty of ways shor t of ou t r igh t falsification 

which can be used by an inves t iga to r w h o is a capt ive of industry 

i n t e r e s t s . As one Br i t i sh exper t has no ted : 

The p r o b l e m of s u p p r e s s i o n of facts is w i d e s p r e a d . A typical 

case o c c u r s a long the following l ines ; a toxicological study has 

been c o n d u c t e d and gives an equ ivoca l resul t , or a result 

u n f a v o u r a b l e to the p roduc t . A second s tudy is c o n d u c t e d and at 

t imes even a th i rd in which the dose levels are adjusted or the 

p r o t o c o l s modified in such a way that even tua l ly a result 

f avourab le to the a p p l i c a n t ' s p r o d u c t i s o b t a i n e d . Only the result 

f a v o u r a b l e to the a p p l i c a n t ' s p r o d u c t i s submi t t ed to the 

r e g u l a t o r y a u t h o r i t y . . . . Mic roscop ica l e x a m i n a t i o n s of 

h i s t o p a t h o l o g i c a l s l ides may be m a d e by more than one 

p a t h o l o g i s t each of w h o m may have c o m e to different 

c o n c l u s i o n s , yet only the conc lus ions favourab le to the drug are 

s u b m i t t e d to the r egu la to ry a u t h o r i t y . On o n e occas ion whe re 

such a s i tua t ion has been de t ec t ed the app l i can t wi th a dismissive 

g e s t u r e said ' tha t i nves t iga to r gives the w r o n g resu l t s , we will not 

use him a g a i n ' . [This a t t i t ude r evea l s the c o m m e r c i a l p re s su re 

tha t can be b r o u g h t to bea r on an inves t iga to r by the th rea t of loss 

o f fu tu r e w o r k . ] . . . A case can be cited w h e r e some d r a m a t i c 

falls in h a e m o g l o b i n o f t h e o r d e r of 3-4 g/100 ml in two animals 

w e r e a t t e m p t e d to be h idden by p r e s e n t i n g the haema to log ica l 

da ta as m e a n s and s t anda rd e r ro r s and c o m m e n t i n g in the text 

t h a t overa l l the m e a n h a e m o g l o b i n levels were only slightly 

r e d u c e d w h e n before and after t r e a t m e n t values were c o m p a r e d 

(Griffin, 1 9 7 7 : 2 9 , 3 1 ) . 

T h e b o u n d a r i e s b e t w e e n fraud, c r iminal negl igence and civil 

n e g l i g e n c e a re obvious ly b l u r r e d . C o n c e a l i n g unfavourab le 

e v i d e n c e on the safety of a drug has rarely been the subject of 

c r imina l a c t i on , t h o u g h in civil p roduc t liability m a t t e r s i t often 

b e c o m e s a cen t r a l i s sue . The c h a r g e s of invo lun ta ry m a n s l a u g h t e r 

aga ins t e x e c u t i v e s o f G r u n e n t h a l in G e r m a n y conce rn ing the 

s u p p r e s s i o n of d a n g e r o u s effects of t h a l i d o m i d e is one excep t ion to 

the p a t t e r n of civil r a t h e r than cr iminal a c t i o n s . ' This pa t t e rn would 

also have c h a n g e d in the U n i t e d Sta tes i f C o n g r e s s m a n C o n y e r s and 

his S u b c o m m i t t e e on C r i m e had succeeded in its bid to have failure 

to r e p o r t k n o w n d a n g e r o u s effects of c o n s u m e r p roduc t s a specific 

c r i m i n a l o f fence . 2 

T h e r e are m a n y cases of d rug c o m p a n i e s concea l ing and 
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m i s r e p r e s e n t i n g d a n g e r o u s effects of d rugs no ted by their own 

sc ien t i s t s . In 1959 Wal l ace and T i e r n a n put a new t ranqui l l i se r , 

D o r n w a l , on t he m a r k e t d e s p i t e the s t r e n u o u s objec t ions of its own 

med ica l d i r ec to r . O t h e r c o m p a n y expe r t s warned that D o r n w a l 

cou ld cause se r ious and possibly fatal b lood d a m a g e . They were 

r ight . W a l l a c e and T i e r n a n failed to send to the F D A repor t s of 

s ide-effects wh ich inc luded nine cases of bone m a r r o w disease and 

t h r e e d e a t h s from using the d rug ( J o h n s o n , 1976). The c o m p a n y 

was found guil ty on cr iminal cha rges and fined $40,000 (S i lve rman 

and L e e , 1974: 97) . 

O n e could list a n u m b e r of similar types of cases . J o h n s o n and 

J o h n s o n ' s subs id i a ry , McNe i l L a b o r a t o r i e s , was d e n o u n c e d by the 

F D A for c o n c e a l i n g in format ion on side-effects of Flexin which 

a c c o r d i n g to J o h n s o n (1976) inc luded the drug being associated 

wi th 15 d e a t h s from liver d a m a g e . Such more b la tan t cases are 

m e r e l y the t ip of an i ceberg of select ive mis in fo rma t ion . 

The mos t d r a m a t i c recent case has been the d isc losures in the 

Br i t i sh P a r l i a m e n t and US C o n g r e s s tha t Eli Lilly and C o . knew of 

t he d a n g e r s of O p r e n , an an t i - a r th r i t i c d rug associa ted with 74 

d e a t h s in Br i t a in a l o n e , 15 m o n t h s before the d rug was w i t h d r a w n 

(Sunday Times, 27 F e b r u a r y 1983). M o r e o v e r , a lmost a year before 

the d rug was w i t h d r a w n from the wor ld m a r k e t , an inves t iga tor with 

the F D A ' s Clinical I nves t i ga t i ons office had r e c o m m e n d e d cr iminal 

p r o s e c u t i o n of Lilly for failing to r epo r t ad v e r s e reac t ions to four of 

its d r u g s , i nc lud ing O p r e n . A c c o r d i n g to the inves t iga tor , 65 of 173 

a d v e r s e r e a c t i o n s s u b m i t t e d to Lilly by doc to r s had not been 

r e p o r t e d to F D A at all , and not all o f t h e side effects m e n t i o n e d in 

an initial a p p l i c a t i o n to F D A were m e n t i o n e d in its f inal submis­

s ion , and not all o f t h e side effects m e n t i o n e d in its final submiss ion 

had b e e n m e n t i o n e d in the initial app l i ca t ion . The al leged com­

b ined effect was to have each d o c u m e n t grossly u n d e r s t a t i n g the 

p r o b l e m (Wall Street Journal, 4 A u g u s t 1982). 

T h e p r o b l e m is not res t r ic ted to A n g l o - S a x o n c o u n t r i e s . In 

N o v e m b e r 1982, a J a p a n e s e c o m p a n y , N i p p o n C h e m i p h a r , 

a d m i t t e d to p r e s e n t i n g bogus da ta to the J a p a n e s e G o v e r n m e n t 

wi th its a p p l i c a t i o n to m a r k e t a pa in-k i l l e r and an t i - in f lammat ion 

d rug u n d e r the b rand n a m e o f N o r v e d a n . The c o m p a n y submi t ted 

c o o k e d up da ta to the G o v e r n m e n t in the n a m e of Dr H a r c i o 

S a m p e i , ch ief o f plast ic surgery a t N i p p o n Univers i ty . The good 

d o c t o r had a c c e p t e d 2.4 mil l ion Yen in cash from the c o m p a n y in 

r e t u r n for p e r m i s s i o n to use his n a m e . M o r e d i s turb ing are similar 
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a l l e g a t i o n s o n a n o t h e r N i p p o n C h e m i p h a r p roduc t . The c o m p a n y 

d e n i e s c o o k i n g da ta on this second p roduc t . But the wor ry ing aspect 

o f t h e s econd scandal is tha t a former c o m p a n y r e s e a r c h e r c la ims to 

have s u b m i t t e d a wr i t t en r epo r t a l leging fraud in d rug tes t ing by 

N i p p o n C h e m i p h a r t o the J a p a n e s e H e a l t h and Wel fa re Min i s t ry : 

Min i s t ry officials, he a l l eges , chose to ignore the repor t (Japan 

Times, 2 3 , 2 4 , 25 N o v e m b e r 1982). 

D a t a fabr ica t ion is so w i d e s p r e a d in the p h a r m a c e u t i c a l industry 

as to s u p p o r t an a rgot - the pract ice is called ' m a k i n g ' in the 

J a p a n e s e i ndus t ry , ' g r a p h i t i n g ' or 'dry label l ing ' in the U n i t e d 

S t a t e s . 

The pioneering work of Morton Mintz 

M o r t o n M i n t z , in his m o n o g r a p h The Therapeutic Nightmare, later 

rev ised as By Prescription Only (1967) , was the first to p rov ide a 

d e t a i l e d ca se - s tudy a p p r o a c h to fraud in drug tes t ing . 

The first case s tudy was of R e g i m e n t a b l e t s , a n o n - p r e s ­

c r i p t i o n ' r e d u c i n g pill ' on which A m e r i c a n s spent $16 mill ion 

b e t w e e n 1957 and 1963. S logans such as i lost 25 p o u n d s in 30 days 

t a k i n g R e g i m e n Tab l e t s w i thou t d i e t ing ' we re the basis o f these 

sa les . 

In 1962 the F o o d and D r u g A d m i n i s t r a t i o n m a d e mul t ip le 

s e i zu re s of R e g i m e n T a b l e t s on c h a r g e s of m i s b r a n d i n g . In 

c o n n e c t i o n wi th th i s , the g o v e r n m e n t took depos i t i ons from two 

phys i c i ans w h o had b e e n engaged to c o n d u c t clinical tes ts with 

the d rug ( p h e n y l p r o p a n o l a m i n e h y d r o c h l o r i d e ) , which i s no 

longer on the m a r k e t . Dr E r n e s t C . B r o w n of B a l t i m o r e , whose 

fee was $1000 , a d m i t t e d in his d e p o s i t i o n , F D A said in a le t ter 

to S e n a t o r H u m p h r e y , that 30 o f t h e 43 cha r t s he had submi t t ed 

on 50 p a t i e n t s ' w e r e fabr ica ted ' . Dr K a t h l e e n E. R o b e r t s of 

San F r a n c i s c o and later T o l e d o , w h o was paid $4000 , 

a c k n o w l e d g e d in her depos i t ion that her repor t was ' u n t r u e in its 

e n t i r e t y ' . H e r cha r t s on 57 of 75 pa t i en t s 'we re c o m p l e t e 

f a b r i c a t i o n s ' , the agency told H u m p h r e y . O f t h e r e m a i n d e r , 'only 

the p a t i e n t s ' init ials and s tar t ing we igh t s were cor rec t ' (Min tz 

1967: 326) . 

In J a n u a r y 1964 a B r o o k l y n grand j u ry r e tu rned an ind ic tmen t 

aga ins t the R e g i m e n adver t i s ing agency for p r e p a r i n g false copy for 

a d rug p r o d u c t at the d i r ec t ion of a client. 
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An u n n a m e d phys ic ian was said in the ind ic tmen t to have been 

i n d u c e d to ' c h a n g e the conclus ion of a clinical test he had 

p e r f o r m e d wi th the t a b l e t s ' . E n d o r s e r s o f the pil ls , the ind ic tment 

a s s e r t e d , were shown being we ighed each week , the scales 

r eg i s t e r i ng we igh t losses each t ime . A c t u a l l y , the before-and-

after m o d e l s w e r e on strict diets and . said the i nd i c tmen t , had 

b e e n t ak ing p r e sc r i p t i on d rugs u n d e r supervis ion of a physician 

( M i n t z , 1967: 327) . 

K a s t o r , H i l t o n , C h e s l e y , Clifford and A t h e r t o n . the R e g i m e n 

a d v e r t i s i n g a g e n c y , was fined $50 ,000 . J o h n A n d r e , sole stock­

h o l d e r in the D r u g R e s e a r c h C o r p o r a t i o n , m a r k e t e r o f R e g i m e n , 

was also fined $50 ,000 and sen tenced to e igh teen mo n t h s in pr ison. 

T h e c o r p o r a t i o n itself was fined $53,(XK). On 1 S e p t e m b e r , 1966, the 

U n i t e d S ta te s C o u r t of A p p e a l s in N e w York City affirmed the 

c o n v i c t i o n s . A pe t i t i on of review was subsequen t ly denied by the 

S u p r e m e C o u r t . 3 

In J u n e 1964 Dr B e n n e t t A. Rob in was convic ted on five c o u n t s of 

c a u s i n g p h a r m a c e u t i c a l f irms to submit e r r o n e o u s r epor t s on new 

d r u g s by supp ly ing t hem with f raudulent clinical resul t s . The 

g o v e r n m e n t successfully a rgued that R o b i n had never examined 

p a t i e n t s on w h o m he p u r p o r t e d l y was tes t ing the five p roduc t s 

m e n t i o n e d in the i n d i c t m e n t . O n e p r o d u c t which was re leased to 

the m a r k e t by the F D A , par t ly on the basis of ev idence from R o b i n , 

w a s H o f f m a n - L a R o c h e ' s T igan ( t r i m e t h o b e n z a m i d e ) . In the 

D e c e m b e r 1960 issue of the Maryland State MedicalJournal, R o b i n 

had r e p o r t e d on a c o m p a r i s o n b e t w e e n Tigan and a p lacebo with 

r e s p e c t to n a u s e a and vomi t ing . 'T igan® effectively rel ieved the 

s y m p t o m s . . . wi th in an ave rage of 80 m i n u t e s in 94 of % p a t i e n t s ' , 

he said. 

T h e R o b i n case study was s tagger ing because many o f t h e most 

r e p u t a b l e c o m p a n i e s in the p h a r m a c e u t i c a l industry had used him 

for clinical t r ia ls at some s tage . R o b i n had ' t e s ted ' 45 p r o d u c t s for 22 

f irms, p u r p o r t e d l y on a total of 6,400 pa t i en t s . E x p o s u r e of Rob in 

can be t raced to a stat ist ical analysis of his p a p e r s by Dr John 

N e s t o r , an F D A scient is t . In an in ternal F D A c o m m u n i c a t i o n 

N e s t o r said tha t his ana lys is ' ind ica tes t ha t , in g e n e r a l , his results 

a r e i m p o s s i b l e ' , and that he 'is a fraud' . This led Sena to r H u m p h r e y 

to ra ise a n u m b e r of q u e s t i o n s in the S e n a t e at the t ime as to why the 

d rug c o m p a n i e s had not also found the resul ts ' imposs ib l e ' . 

A n o t h e r case was that o f Dr L e o J . C a s s , d i rec to r o f t h e H a r v a r d 

58 
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L a w School H e a l t h Serv ice . F D A susp ic ions were first a roused by 

the e x t r a o r d i n a r i l y large n u m b e r of inves t iga t ions ' that Cass 

R e s e a r c h A s s o c i a t e s had m a d e 'in a short per iod of t i m e ' . Mos t of 

the major c o m p a n i e s had re ta ined Cass ' s c o m p a n y . He had under ­

t a k e n 84 r e sea r ch p ro jec t s for tes t ing inves t iga t iona l drugs and 25 

p r o j e c t s for p r o d u c t m a r k e t i n g app l i ca t ions . 

On May 6, 1966, the F D A init iated act ion to halt the sale of 

N o r g e s i c . I n C a m b r i d g e , Cass R e s e a r c h a c k n o w l e d g e d 'cer ta in 

def ic ienc ies ' in r e c o r d - k e e p i n g , b l amed them on the obse rve r s 

[ the c o m p a n y ] r e t a ined" , and said i t was now out o f t h e 

d r u g - t e s t i n g b u s i n e s s . The ' ce r ta in def ic iencies ' we re spelled out 

la ter by F D A in the Fede ra l R e g i s t e r w h e n i t acted to t ake 

M e a s u r i n and S tend in off the m a r k e t . I t t u rned out that Cass 

R e s e a r c h had b e e n quick with the dead : A n u m b e r of pa t i en t s 

r e p o r t e d to have been t r e a t e d in its s t u d i e s , the agency said, 'in 

fact w e r e not so t r ea t ed . . . these p e r s o n s were deceased or not 

hosp i t a l i zed at the ins t i tu t ion [Long Is land Hosp i t a l in B o s t o n ] 

w h e r e the inves t iga t ions were a l legedly c o n d u c t e d . ' F D A said 

Cass R e s e a r c h also had suppl ied i t with o the r ' u n t r u e 

s t a t e m e n t s ' , inc lud ing c la ims that t r ea t ed pa t i en t s had ce r ta in 

med ica l c o n d i t i o n s which inves t iga t ion showed they did not have 

( M i n t z , 1967: 338d) . 

In his p e r s u a s i v e d o c u m e n t a t i o n o f t h e w i d e s p r e a d fraud in the 

cl inical t es t ing of d r u g s , Min tz also relied on the reveal ing con t en t s 

of conf ident ia l d o c u m e n t s such as the following internal F D A 

m e m o r a n d u m ( M i n t z . 1967: 334) . 

F o r many yea r s Dr ' c o l l a b o r a t e d ' with D o c t o r s and 

in 'clinical s tud ie s ' which we s t rongly suspect were 

c o n d u c t e d by the "graphi te ' m e t h o d [ that is, by invent ion with a 

penc i l , r a t h e r t h a n by actual t e s t i n g ] . 

W i t h Dr 's d e a t h a yea r or so a g o . we had hopes that the 

c o m b i n a t i o n had b e e n d i s rup ted for good . 

We have l ea rned r ecen t ly , h o w e v e r , tha t has gained new 

a l l i e s , and the c o m b i n a t i o n is back in the 'clinical s tudy ' bus iness . 

T h e s e al l ies a r e : 

, M . D . 

N e w York C i ty , N . Y . , and 

, M . D . 

B r o o k l y n , N . Y . 
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I n q u i r i e s , s t u d i e s , d a t a , etc . from these men should receive 

extremely careful c o n s i d e r a t i o n and scrut iny. 

R . C . B R A N D E N B U R G 

A n o t h e r fascinat ing c o m m u n i c a t i o n is from a physic ian to a 

m a n u f a c t u r e r . The physic ian seems to be happy to have the drug 

c o m p a n y wr i te his p a p e r for him wi thou t so much as seeing the da ta . 

I had a talk wi th Dr [name of clinical i n v e s t i g a t o r ] , and whi le he 

gave me the impres s ion that he had a l ready d o n e e n o u g h work on 

the n e w subject to ind ica te that the study would be favorable , the 

p u b l i c a t i o n o f t h e resul t s b o t h e r s him. 

He can ' t seem to f igure out how he can wri te such a pape r 

w i t h o u t a p p e a r i n g r id i cu lous . Do you have ideas on it? I f so , why 

d o n ' t you wr i te a pape r that wou ld fit the concep t and let me go on 

from t h e r e . I am not asking you to do my work . I jus t want to be 

sure that t he m a n u s c r i p t will c o m e as close to wha t you want as 

pos s ib l e ( M i n t z , 1967: 336) . 

MER/29 

The m o s t shock ing case of fraud in the safety test ing of drugs was 

wi th M E R / 2 9 ( t r i p a r a n o l ) , an agen t i n t e n d e d to r educe blood 

c h o l e s t e r o l levels . The sponso r ing c o m p a n y was Wil l iam S. 

M e r r e l l , a subs id ia ry o f t h e R i c h a r d s o n - M e r r e l l t r a n s n a t i o n a l . An 

e s t i m a t e d 300 ,000 A m e r i c a n s used M E R / 2 9 dur ing its first twelve 

m o n t h s on the m a r k e t in 1960-61 ( S i l v e r m a n , 1976: 91) . Soon after 

r e l e a s e to the m a r k e t r epo r t s began flooding in abou t side-effects 

w h i c h inc luded b a l d n e s s , skin d a m a g e , c h a n g e s in the r ep roduc t ive 

o r g a n s and the b l o o d , and ser ious eye d a m a g e including the p ro ­

d u c t i o n of c a t a r a c t s . On 12 Apr i l the d rug was w i t h d r a w n from the 

m a r k e t . B u t tha t was only the beg inn ing o f t h e M E R / 2 9 story. 

M r s B e u l a h J o r d a n had quit M e r r e l l , w h e r e she had w o r k e d as a 

l a b o r a t o r y t e c h n i c i a n on the safety t es t ing of M E R / 2 9 , after be ing 

dissat isf ied a t the in tegr i ty o f t h e scientific work u n d e r t a k e n by the 

c o m p a n y . W h e n in early 1962 the d a n g e r s of Mer r e l l ' s ant i -

c h o l e s t e r o l d rug was in the n e w s p a p e r s , Mrs J o r d a n ' s h u s b a n d 

m e n t i o n e d her d o u b t s to a m e m b e r of his car pool w h o h a p p e n e d to 

be an F D A inspec to r . This led to an F D A inspec t ion which un­

c o v e r e d the sordid deta i l o f t h e M E R / 2 9 affair. 

C r u c i a l M E R / 2 9 tes t ing had b e e n done on m o n k e y s . Mrs 

J o r d a n ' s a t t e n t i o n was d r a w n to the d e t e r i o r a t i n g cond i t i on o f her 
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•pet ' l a b o r a t o r y m o n k e y . After a few m o n t h s on M E R / 2 9 , i t was 

u n a b l e to j u m p o n t o the we igh ing pan , a s imple trick all the 

m o n k e y s had b e e n t r a ined to pe r fo rm. A c c o r d i n g to M r s J o r d a n , 

the m o n k e y 'got very m e a n , t h e r e was a loss of we igh t , and i t 

c o u l d n ' t see well e n o u g h to hit the pan . . . in our o p i n i o n , this 

m o n k e y was sick due to a r eac t ion from this d r u g . ' 

M r s J o r d a n r e p o r t e d this to her supe rv i so r , 'Dr ' Wil l iam King (it 

was la ter d i s cove red that he had not yet been awarded his medica l 

d e g r e e ) , w h o in tu rn informed M e r r e l l ' s d i r ec to r o f biological 

s c i e n c e s , Dr E v e r t van M a a n e n : 

Dr van M a a n e n , wi th the c o n c u r r e n c e of Dr K i n g , then dec ided 

to t h r o w out the sick male drug m o n k e y m e n t i o n e d above from 

the e x p e r i m e n t and subs t i tu te a n o t h e r con t ro l m o n k e y in his 

p lace which had neve r been on M E R / 2 9 . 

Af te r this dec i s i on , Dr van M a a n e n called Mrs J o r d a n into his 

office and ins t ruc ted her to m a k e this subs t i tu t ion in work ing up 

the we igh t c h a r t s . . . . Mrs J o r d a n r e sen t ed being asked to . . . 

r e n d e r a false r e p o r t , and refused to sign her cha r t s . Dr King 

o r d e r e d her to neve r m e n t i o n the subs t i t u t i on . She was told that 

this was t he way the C o m p a n y wan ted i t and to forget it. She was 

told tha t th is o r d e r had c o m e from higher up and the re was 

n o t h i n g she cou ld do a b o u t i t but obey the o rde r and do as the 

' h i g h e r - u p s ' w a n t e d ( R i c e , 1969). 

I n v o k i n g the a u t h o r i t y o f a n o n y m o u s ' h ighe r -ups ' m a d e i t 

difficult for Mrs J o r d a n to go over King ' s head to repor t the fraud 

up the l ine . H e n c e , no c o m p a n y d i r e c t o r s b e c a m e aware o f the 

fraud. 

In to ta l M r s J o r d a n was told to c h a n g e the f igures on eight 

m o n k e y s . I t was also r evea led that o the r e m p l o y e e s had been 

i n s t ruc t ed to revise cha r t s which did not indica te the des i red 

r e su l t s - to ' s m o o t h out d a t a ' as this revis ion process was called at 

M e r r e l l . 

V a r i o u s b l o o d dyscras ias were no ted in b lood smears t a k e n from 

m o n k e y s tha t had been tes ted on M E R / 2 9 ; none were obse rved in 

t he c o n t r o l m o n k e y s . 'Mer re l l had tr ied to change the records so 

tha t i t a p p e a r e d tha t all m o n k e y s were s u p p o s e d to have had these 

a n o m a l i e s ' (Fu l l e r , 1972: 90) . S o m e o f t h e test m o n k e y s had been 

on M E R / 2 9 for only eight m o n t h s , a l t h o u g h they were listed in the 

s u b m i s s i o n s to t he F D A as hav ing t a k e n the drug for a full course of 

16 m o n t h s and d o n e well . 
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T h e l eng ths to wh ich R i c h a r d s o n had been p r e p a r e d to go to get 

the d rug on the m a r k e t are revea led in the c h a r g e s . C o u n t t h r e e , 

for e x a m p l e , dea l t wi th R i c h a r d s o n - M e r r e l l ' s r epor t s of a ch ron ic 

toxic i ty s tudy in m o n k e y s . The c o m p a n y had r epor t ed that 

m o n k e y N o . 51 was given M e r 29 at one dose level for six m o n t h s 

and at a lower dose level for a further ten m o n t h s , but what the 

F D A i n s p e c t o r s u n c o v e r e d was that the higher dose o f M E R 29 

had neve r been a d m i n i s t e r e d to m o n k e y 51 and the lower dose 

had b e e n a d m i n i s t e r e d for a sho r t e r t ime than c la imed. In toto, 

the e x p e r i m e n t had lasted for 7 m o n t h s and 26 days and not the 16 

m o n t h s s ta ted in the app l i ca t ion to the F D A . M o n k e y 3 5 , on the 

o t h e r h a n d , had been des igna ted a con t ro l for the '16 m o n t h 

s t udy , ' a l t h o u g h in fact for the first 6 m o n t h s . N o . 35 had been 

given a d rug s imilar to M e r 29 and had not been used as a con t ro l 

a t all. T h e c o m p a n y ' s app l i ca t ion to the F D A cla imed that 

m o n k e y s had not lost body weight when in fact they had, and that 

a m o n k e y had suffered no liver or gall b l a d d e r d a m a g e when in 

fact it had (Kn igh t l ey et a l . , 1979: 67) . 

T h e r e w e r e a b u s e s in o t h e r s tud ies . In a dog s tudy, an imals which 

d ied w e r e r e p l a c e d with t h r e e add i t i ona l dogs to improve the 

f igures . ' A m o n g beagle d o g s , Mer re l l covered up the fact that 

p o r t i o n s of the g o n a d s had u n d e r g o n e " m a r k e d tubu la r and inter­

stitial a t r o p h y " ' (Fu l l e r , 1972: 90) . T h e r e was also a c o v e r - u p of 

i r r e p a r a b l e eye d a m a g e to the lab a n i m a l s . In some cases the lenses 

of t he eyes w e r e c l o u d e d so m u c h that the ret ina could not be 

o b s e r v e d . T h e s e and o t h e r eye infect ions led one pa tho log is t to 

c o m m e n t in his r epo r t tha t he had ' n e v e r seen such an invo lvement 

o f t h e lens ' (Fu l l e r , 1972: 90) . 

M e r r e l l s ta ted tha t all the female rats involved in one e x p e r i m e n t 

had s u r v i v e d , w h e n in fact they had all died. D a t a submi t ted on 

t h e i r w e i g h t and blood va lues w e r e total ly fabricated. M e r r e l l , 

foolishly as i t t u r n e d ou t , had e n c o u r a g e d o t h e r c o m p a n i e s to do 

c o m p a r a t i v e s tud ies o n M E R / 2 9 . B o t h M e r c k and U p j o h n repor ted 

to M e r r e l l t ha t the d rug had caused eye d a m a g e to its e x p e r i m e n t a l 

a n i m a l s . T h e s e findings w e r e not passed on to the F D A by Mer re l l . 

T h e c o v e r - u p on an imal tes t ing was followed by a cove r -up on 

h u m a n t e s t ing . U n g a r ( 1 9 7 3 : 101-2) has d o c u m e n t e d the ca lcula ted 

n a t u r e o f t h i s dece i t . 

M c M a s t e r [Assoc i a t e D i r e c t o r o f Clinical R e s e a r c h ] had 

r e s p o n d e d to a d o c t o r in O m a h a w h o had c o m p l a i n e d that his 
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p a t i e n t s on M E R / 2 9 suffered from eye d i scha rge and swelling: 

' M o s t o f t h e side effects you have r e p o r t e d have been unusual 

o n e s in tha t they have not been r e p o r t e d by o t h e r 

i n v e s t i g a t o r s . . . . I s i t poss ib le that [ they] could have been 

c o i n c i d e n t a l with the a d m i n i s t r a t i o n o f d r u g s o the r than M E R / 2 9 

c o n c u r r e n t l y ? ' Th i s same line of r ebu t t a l was now r e c o m m e n d e d 

to M e r r e l l ' s e n t h u s i a s t i c d rug s a l e smen as wel l . O n e 

m e m o r a n d u m issued to t h e m adv ised : "When a doc to r says your 

d rug c a u s e s a side effect, the i m m e d i a t e reply is: " D o c t o r , wha t 

o t h e r d rug i s the pa t i en t t a k i n g ? " Even i f you k n o w your drug can 

c a u s e the side effect m e n t i o n e d , c h a n c e s a re equal ly good the 

same side effect is be ing caused by a second drug! Y o u let your 

d rug t ake t he b l a m e w h e n you c o u n t e r with a defensive answer . ' 

On the very day that Dr Ta lbo t o f t h e F D A issued his approva l 

of M E R / 2 9 , M c M a s t e r l ea rned of a Cal i fornia doc to r w h o s e 

resu l t s with M E R / 2 9 , were ' r a t h e r equ ivoca l i f not comple te ly 

n e g a t i v e . ' The Ca l i fo rn ian was not r eady to give u p , h o w e v e r , 

and sought M e r r e l l ' s financial suppo r t for an ex tens ion of his 

s tud ies to o t h e r p a t i e n t s . ' A l t h o u g h i t beg ins to a p p e a r that any 

r e p o r t from this s tudy may be a nega t ive o n e , ' M c M a s t e r w r o t e to 

a c o l l e a g u e at M e r r e l l , 'we may find that we are m o n e y ahead to 

k e e p Dr E n g e l b e r g busy at i t for a whi le longer r a the r than to take 

a c h a n c e on his r e p o r t i n g negat ive ly on so few pa t i en t s . . . . My 

p e r s o n a l r e c o m m e n d a t i o n is that the [S500] grant - in-a id be 

a p p r o v e d only to k e e p Dr E n g e l b e r g occup ied for a while longer . ' 

A M e r r e l l i n t e r d e p a r t m e n t a l m e m o r a n d u m noted that a pape r 

s igned by a N e w Je r sey physic ian - ' p r e p a r e d for the most part by 

u s ' - had b e e n a c c e p t e d by the Journal of the Medical Society of New 

Jersey. A n o t h e r in t e rna l m e m o r a n d u m r e c o m m e n d e d con t inued 

p a y m e n t of a p e r s o n a l consu l t a t i on fee to a phys ic ian , mainly on the 

g r o u n d s that t he c o m p a n y could not afford to risk a l iena t ion o f t h e 

d o c t o r at tha t t i m e . ' P e r h a p s ' , i t was opt imis t ical ly noted by a 

M e r r e l l e m p l o y e e , i shou ldn ' t r egard this as b lackmai l ' (US 

S e n a t e , 1969: Par t 103972) . An early a p p r o a c h to mil i tary hosp i ta l s 

was just i f ied as follows: ' W e were not t h ink ing here so much of 

h o n e s t cl inical work as we w e r e of a p r e - m a r k e t i n g softening prior 

to the i n t r o d u c t i o n o f t h e p r o d u c t ' (US S e n a t e , 1969: Par t 10 ,3971) . 

B y M a r c h o f l 9 6 1, M c M a s t e r - a l t h o u g h still wr i t ing o the rwise to 

d o c t o r s w h o c o m p l a i n e d - conc luded pr ivate ly that ' t he re can be 

no d o u b t o f t h e assoc ia t ion o f M E R / 2 9 t h e r a p y with [hair] 
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c h a n g e s . ' He drafted a p r o p o s e d add i t ion to the warn ing on the 

d rug p a c k a g e , c i t ing ' c h a n g e s in co lor , t ex tu re or a m o u n t ' of hair 

as pos s ib l e side effects. Tha t w o r d i n g was ve toed on its way 

t h r o u g h the c o r p o r a t e p o w e r s t r u c t u r e , h o w e v e r , a s ' r a the r 

f r i gh t en ing . ' 

"After a l l , ' ob j ec t ed Dr R o b e r t T. S t o r m o n t , w h o ve toed the 

l a n g u a g e , ' n o n e of those cases d e v e l o p e d g r e e n , pink or l avender 

ha i r , I h o p e . ' 

The w a r n i n g was edi ted to say simply ' th inn ing o f t h e hair ' 

( U n g a r , 1973: 103). 

The upsho t of the inves t iga t ion was that M e r r e l l , the pa ren t 

R i c h a r d s o n - M e r r e l l , 'Dr ' K i n g , Dr Van M a a n e n and Merre l l vice-

p r e s i d e n t W e r n e r all p l e a d e d 'no con tes t ' to a variety of cr iminal 

fraud c o u n t s . In the w o r d s o f M a t t h e w F . M c G u i r e , then Chief 

J u d g e of the US Dis t r ic t C o u r t for the Distr ict of C o l u m b i a , the 

p l ea s w e r e ' t a n t a m o u n t to a plea of gui l ty ' . F ines of $60,000 and 

$20 ,000 w e r e levied against Mer re l l and R i c h a r d s o n - M e r r e l l 

r e s p e c t i v e l y . T h e t h r e e individual d e f e n d a n t s were each sen tenced 

to m e r e l y six m o n t h s ' p r o b a t i o n . I f c o r p o r a t i o n s are r a t i ona l , profit-

m a x i m i s i n g c r e a t u r e s , a total fine of $80,000 would have to be 

r e g a r d e d as a jus t i f iable risk given that R i c h a r d s o n - M e r r e l l esti­

m a t e d the po t en t i a l m a r k e t for M E R / 2 9 as $4.25 billion a year 

( K n i g h t l e y et a l . , 1979: 65) . 

The ma in reason for the no-con tes t p leas was that Mer re l l was 

w o r r i e d tha t the trial record could be used to a d v a n t a g e by victims 

of M E R / 2 9 in civil sui ts . R e g a r d l e s s , the civil suits did follow, 

a l m o s t 500 of t h e m . R i c h a r d s o n - M e r r e l l is bel ieved to have paid out 

a b o u t $200 mil l ion in d a m a g e s most ly sett led out of cour t . This has 

b e e n a s eve re b u r d e n , even for a F o r t u n e 500 c o m p a n y . 

Before leaving the M E R / 2 9 case study i t is wor th men t ion ing some 

o f t h e m o r e trivial abuses which tend to be forgotten when c o m p a r e d 

wi th the se r ious c r i m e s m e n t i o n e d a b o v e . As discussed earl ier i t i s 

t he m o r e subt le a b u s e s which are p robab ly more w idesp read and 

c o n s e q u e n t l y do m o r e h a r m . C o n s i d e r two perfectly legal acts of 

social i r r e spons ib i l i t y u n c o v e r e d by the M E R / 2 9 inves t iga t ions . 

W h e n d o c t o r s a t t he M a y o Cl inic in M i n n e s o t a asked for the 

neces sa ry forms to r epo r t to C inc inna t i abou t side effects, 

M c M a s t e r sent a long only t w o ; the d o c t o r s a t M a y o wro te back 

a sk ing for a t least t h r e e m o r e . 'You have u n d e r - e s t i m a t e d us , ' 

they told M c M a s t e r j ok ing ly ( U n g a r , 1973: 103). 
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G i v e n wha t is k n o w n abou t how easy i t is to d i scourage doc to r s 

from m a k i n g adve r se d rug reac t ion r e p o r t s , * this minor act of social 

i r r e spons ib i l i t y can be a small par t of a p a t t e r n of neglect . The same 

cou ld be said o f t h e following perfect ly legal , and on its own tr ivial , 

a b u s e . 

A t a b o u t t he s ame t i m e , the n a m e o f t h e man w h o supervised 

M e r r e l l ' s s a l e s m e n in the field began to be de le ted from the list of 

p e o p l e rece iv ing interoffice c o r r e s p o n d e n c e a l luding to the 

poss ib le harmful c o n s e q u e n c e s of M E R / 2 9 . The Merre l l official 

w h o left the n a m e off said he did so b e c a u s e the informat ion 

' m i g h t be a little d i s c o u r a g i n g ' to the sales superv i sor ( U n g a r , 

1973: 104). 

Thalidomide 

A b o u t 8000 t h a l i d o m i d e chi ldren are alive today in 46 coun t r i e s 

a r o u n d the wor ld . P e r h a p s twice that n u m b e r died at bir th as a 

resul t o f t h e d rug . S o m e o f t h e t h a l i d o m i d e ch i ld ren have no a r m s , 

j u s t f l ippers from the s h o u l d e r s ; o t h e r s are wi thou t legs as well -

l imb les s t r u n k s , jus t a head and a body . The physical ho r ro r of 

t h a l i d o m i d e was in some ways m a t c h e d by hor r ib le impac ts on the 

social fabric of so m a n y families. M o t h e r s in pa r t i cu la r were tragic 

v ic t ims . O n e h u s b a n d told his wife: i f you bring that m o n s t e r 

h o m e , I l e a v e . ' She d id , and he left her , like many o the r thal i ­

d o m i d e fa thers . 

' T h e y d i d n ' t a l low me to see h im, b e c a u s e they said I was too ill,' 

says F l o r e n c e E v a n s , whose son Liam is blind and has no a r m s . 

"When they gave him to m e , his face was split, hanging apar t like 

on a b u t c h e r ' s s l ab . The doc to r was crying and said my baby 

w o u l d n ' t l ive. Bu t he did , and two w e e k s later they sent him h o m e 

wi th his face s t i tched up . He was my own flesh and blood and had 

to be ca r ed for. I d i d n ' t cry o u t w a r d l y , but inside I s c r eamed . Eve 

neve r left the h o u s e on my own from that day s ince ' (Knight ley et 

a l . , 1979: 114). 

The lessons from t h a l i d o m i d e are many . The most i m p o r t a n t of 

all c o n c e r n s the need for i n t e rna t i ona l e x c h a n g e of informat ion on 

a d v e r s e r eac t i on and the abol i t ion of t r ade n a m e s for d rugs . In the 

ear ly 1960s w h e n the adverse effects of t h a l i d o m i d e were being 

d i s cus sed , so i n a d e q u a t e was the i n t e rna t i ona l c o m m u n i c a t i o n 
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a m o n g d rug r e g u l a t o r y agenc ies that c o m p a n i e s could for some 

t i m e iso la te bad news abou t a d rug to the coun t ry whe re the 

u n t o w a r d r e sea r ch a p p e a r e d . H e n c e several h u n d r e d t h a l i d o m i d e 

b a b i e s w e r e born in J a p a n dur ing the per iod of over a year when 

sales c o n t i n u e d the re after the p r o d u c t had been w i t h d r a w n from 

the m a r k e t in E u r o p e . In Italy t h a l i d o m i d e r e m a i n e d on the m a r k e t 

for ten m o n t h s after w i t h d r a w a l in the rest of E u r o p e , and in 

C a n a d a for t h r e e m o n t h s . 

The m o r e than fifty different t r a d e n a m e s under which thal i ­

d o m i d e was m a r k e t e d in different c o u n t r i e s was the single most 

i m p o r t a n t factor in de lay ing an i m m e d i a t e halt to sales (Tauss ig , 

1963). Dr Pe r O lav L u n d b e r g wro te in an article in the Swedish 

Medical Journal, 1965: 

At the end o f N o v e m b e r 1961 some of my co l l eagues at the 

A c a d e m i c H o s p i t a l ( U p p s a l a ) w e r e si t t ing read ing a small notice 

in a S t o c k h o l m n e w s p a p e r conce rn ing a G e r m a n drug called 

C o n t e r g a n , which at a recent congres s had been r e p o r t e d to have 

a poss ib le t e r a t o g e n i c ac t ion . We na tura l ly w a n t e d to know if this 

was s o m e t h i n g to r e m e m b e r and if the d rug in ques t ion existed in 

S w e d e n . A t e l e p h o n e call to a chemis t resul t ing in an in tens ive 

s tudy o f t h e l i t e ra tu re gave us the answer : ne i ther C o n t e r g a n nor 

any s imilar d r u g s e e m e d to exist in our c o u n t r y . U n f o r t u n a t e l y , 

this was not t rue ( S j o s t r o m and N i l s s o n , 1972: 132). 

T h a l i d o m i d e , which had been m a r k e t e d as C o n t e r g a n in 

G e r m a n y , was sold in S w e d e n as N e u r o s e d y n and N o x i d y n . W h e n 

t h a l i d o m i d e was w i t h d r a w n in S w e d e n , the au tho r i t i e s did not warn 

m o t h e r s aga ins t using pills a l r eady r e l eased . C o n s e q u e n t l y a t least 

five b a b i e s were bo rn needless ly c r ipp led . The Swedish manu­

fac turer of t h a l i d o m i d e a l lowed the p r o d u c t to be sold in A r g e n t i n a 

for t h r e e m o n t h s after i t had been w i t h d r a w n in S w e d e n . 

In a book pub l i shed in July 1976 Tef fand M u n r o repor ted that as 

r ecen t ly as M a r c h 1976 thir ty t h a l i d o m i d e t ab le t s had t u rned up in a 

W e s t Sussex c a m p a i g n to r e tu rn unused med ic ine s . Inves t iga t ive 

j o u r n a l i s t s p layed a m o r e i m p o r t a n t role than hea l th regula tory 

a u t h o r i t i e s in many pa r t s of the wor ld in saving chi ldren from 

t h a l i d o m i d e . 

An a ler t B r a z i l i a n r e p o r t e r had a suspic ion that t h a l i d o m i d e was 

be ing sold in p h a r m a c i e s in his own large city, Sao P a u l o , because 

he had s u d d e n l y b e c o m e a w a r e of n u m b e r s of l imbless n e w b o r n s . 
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U p o n inqu i ry , h o w e v e r , he was told by au tho r i t i e s that 

t h a l i d o m i d e was not be ing sold in Sao P a u l o . He pers is ted in his 

q u e s t i o n i n g , and d i scove red that t h a l i d o m i d e was indeed being 

widely sold but tha t i t was known to the publ ic and the 

' a u t h o r i t i e s ' only by its b r a n d n a m e s : Sl ip®. O n d a s i l ® . Verd i l®. 

S e d i n ® . and Sera l i s®. W h e n this was m a d e k n o w n , 2.5 million 

t a b l e t s c o n t a i n i n g t h a l i d o m i d e in p h a r m a c i e s and p h a r m a c e u t i c a l 

factor ies in Sao P a u l o were confiscated by officials. C o u n t l e s s 

ch i l d r en and the i r p a r e n t s must a lways be grateful to that 

inquis i t ive r e p o r t e r ( B u r a c k , 1976: 7 0 - 1 ) . 

Let us r e t u r n to the beg inn ing o f t h e t h a l i d o m i d e story. The drug 

was d i s cove red in the 1950s by the G e r m a n c o m p a n y , C h e m i e 

G r u n e n t h a l . T h a l i d o m i d e was basically to be used as an hypnot ic 

( s l e e p i n g pill) and t r anqu i l l i se r . Ear ly clinical trials were unsat is ­

factory and t h e r e w e r e no doub le blind tes ts (whe re ne i the r doc tor 

nor p a t i e n t k n o w s what drug t r e a t m e n t the pa t ien t i s rece iv ing) . 

I n s t e a d i t s eems tha t the c o m p a n y relied on what were impress ion­

istic t e s t i m o n i a l s from cl inicians such as Dr Jung : 

Dr J u n g was on a r e t a i n e r of a b o u t DM 200 a m o n t h ( then abou t 

$60) from G r u n e n t h a l . In a clinic in C o l o g n e , he had given 

t h a l i d o m i d e to t w e n t y p a t i e n t s , for only four w e e k s . Yet his 

a d m i r a t i o n for the d rug a p p e a r e d o v e r w h e l m i n g . 

He had , for e x a m p l e , used i t on four y o u t h s who were suffering 

from mora l t e n s i o n as the result of m a s t u r b a t i o n . In confidential 

c h a t s , they had r evea led to him that after t ak ing t ha l i domide their 

des i re to m a s t u r b a t e had d e c r e a s e d , the i r mora l tension had 

e v a p o r a t e d , and they felt much be t t e r . A l s o , said Dr J u n g , 

t h a l i d o m i d e had cured p r e m a t u r e e jacu la t ion in a n u m b e r of 

m a r r i e d p a t i e n t s w h o s e wives were r e p o r t e d to have expressed 

g rea t sa t is fact ion wi th the resu l t s . On the basis of his t r ia ls , Dr 

J u n g r e p o r t e d to G r u n e n t h a l a t the beg inn ing of June 1955 that 

he c o n s i d e r e d t h a l i d o m i d e ready to be m a r k e t e d (Knight ley e t 

a l . , 1 9 7 9 : 2 6 ) . 

Y e t , as G r u n e n t h a l g a t h e r e d its g lowing t e s t imonia l s from sub­

se rv i en t d o c t o r s , o the r phys ic ians w e r e informing the c o m p a n y , 

even before the d r u g was placed on the m a r k e t , of side-effects 

wh ich inc luded g i d d i n e s s , n a u s e a , c o n s t i p a t i o n , a ' h a n g o v e r ' , 

w a k e f u l n e s s and an al lergic r eac t ion . In spite of th is , G r u n e n t h a l 

l a u n c h e d t h a l i d o m i d e with an adver t i s ing c a m p a i g n a imed a t selling 
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i t ove r the c o u n t e r in p h a r m a c i e s r a the r than by prescr ip t ion . 

P r o m o t i o n a l ma te r i a l po in ted out that t h a l i d o m i d e was "completely 

n o n - p o i s o n o u s . . . safe . . . as tonish ingly safe . . . non- tox ic . . . 

fully h a r m l e s s . . . ' and even that it could be t aken in higher doses 

than r e c o m m e n d e d wi thou t any d a n g e r (Knight ley e t a l . , 1979:28) . 

I t was G r i i n e n t h a l ' s claim to have m a d e a scientific b r e a k t h r o u g h 

in p r o d u c i n g a ' c o m p l e t e l y safe* seda t ive which p r o d u c e d s tagger ing 

sa les . No seda t ive had ever been called ' comple t e ly safe' . C o m p a n y 

sa les staff w e r e ins t ruc ted to use lines such as in hosp i t a l s , regular 

t es t s on p a t i e n t s of t h a l i d o m i d e are supe r f luous . ' B e t w e e n 1958 and 

1960 d o c t o r s b e g a n r e p o r t i n g a much more ser ious side-effect of 

t h a l i d o m i d e - p e r i p h e r a l n e u r i t i s . 5 G n i n e n t h a l scientists lied in 

the i r rep l ies to phys i c i ans w h o w r o t e in with r epor t s of pe r iphe ra l 

n e u r i t i s . To Dr G u s t a v Schmal tz in D e c e m b e r 1958 the c o m p a n y 

r e p l i e d , ' W e feel obl iged to say that this is the first t ime such side 

effects have been r e p o r t e d to us. . . . ' T o Dr Ralf Voss in O c t o b e r 

1959, ' H a p p i l y we can tell you that such d i s a d v a n t a g e o u s effects 

have not been b r o u g h t to our no t i ce ' (Knigh t l ey e t a l . , 1979 :28 -30) . 

By ear ly 1960 the v o l u m e of c o m p l a i n t s from phys ic ians and sales 

r e p r e s e n t a t i v e s in the field was such tha t G r i i n e n t h a l was coming to 

gr ips wi th the fact tha t the adve r se effects wou ld have to be 

r e s p o n d e d to in a m o r e formal way. An in terna l m e m o r a n d u m 

w a r n e d : ' S o o n e r or la ter we will not be able to stop publ ica t ion of 

the s ide effects of C o n t e r g a n . We are the re fore anx ious to get as 

m a n y pos i t ive p ieces o f w o r k as pos s ib l e . ' 

On M a r c h 3 0 , 1960, a G r i i n e n t h a l r e p r e s e n t a t i v e r e p o r t e d that 

initial a p p r o a c h e s to a doc to r in I ran had been unsuccessful . 

' H o w e v e r , since the I r an ian doc to r is very mater ia l i s t ic in his 

o u t l o o k , c o n c r e t e resul ts should be fo r thcoming s o o n . ' . . . w h a t 

G r i i n e n t h a l w a n t e d a b o v e all was quick resul t s . The c o m p a n y 

spel led out its policy on tr ials in a let ter to the P o r t u g u e s e 

l i c e n s e e , F i r m a P a r a c e l s i a , o f O p o r t o : 'To be qui te clear ab o u t it: 

a quick p u b l i c a t i o n , p e r h a p s in t h r e e m o n t h s , with the r epor t s of 

fifteen to twen ty successful cases w h o have to le ra ted the d rug 

we l l , is m o r e i m p o r t a n t to us than a b road ly based , large work 

tha t will not a p p e a r for eight to twelve m o n t h s . F r o m th i s , you 

can see w h a t kind of t e s te r s we have in mind . ' 

The e x p e r i e n c e o f t h e d o c t o r in car ry ing out clinical trials 

s e e m e d to m a t t e r l i t t le . O n e , Dr K o n r a d L a n g , had never 

p rev ious ly tes ted a d rug before i t c a m e on the m a r k e t but 
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u n d e r t o o k to try t h a l i d o m i d e on chi ldren at the Univers i ty Cl in ic , 

B o n n . For ty c h i l d r e n , most o f w h o m had brain d a m a g e , w e r e 

g iven the d rug u n d e r Dr L a n g ' s superv is ion for pe r iods of up to 

nine w e e k s without the permission or knowledge of their parents. 

The d o s e s w e r e t en to twenty t imes higher than G r i i n e n t h a l ' s 

r e c o m m e n d e d dose for adu l t s . O n e child had a c i rcula tory 

c o l l a p s e , one child died from a congen i t a l hear t defect , a twenty-

o n e - m o n t h - o l d baby wi th convuls ive d i s o r d e r s lost her vision 

t e m p o r a r i l y , and a t h r e e - m o n t h - o l d baby died from hear t failure. 

Dr L a n g c o n s i d e r e d i t very q u e s t i o n a b l e that any of these 

r e a c t i o n s was c o n n e c t e d with t h a l i d o m i d e , and r epo r t ed to the 

c o m p a n y : in gene ra l t e r m s C o n t e r g a n could be descr ibed as a 

r a p i d - a c t i n g s eda t ive par t i cu la r ly suited for use with ch i ld ren ' 

( K n i g h t l e y e t a l . , 1979: 3 4 - 5 ) . 

V e r y different t r e a t m e n t awa i t ed doc to r s w h o p lanned to publish 

u n f a v o u r a b l e r e p o r t s abou t t h a l i d o m i d e . O n e c o m p a n y m e m o r ­

a n d u m s h o w e d how a r epo r t on pe r iphe ra l neur i t i s from tha l ido ­

mide s u b m i t t e d by o n e doc to r was held up : 'The friendly c o n n e c t i o n 

wi th [ the e d i t o r o f t h e j o u r n a l ] c o n t r i b u t e d to the delay in t r e a t m e n t 

o f t h e s u b m i t t e d m a n u s c r i p t . ' W h e n the possibi l i ty o f legal conse ­

q u e n c e s from the p r o m o t i o n o f t h e i r ' comple t e ly safe' d rug b e c a m e 

c l ea r , t he g a m e o f ha ra s s ing cl inicians w h o p r o d u c e d unfavourab le 

r e p o r t s b e g a n in e a r n e s t . G r i i n e n t h a l hired a p r iva te de tec t ive to 

r e p o r t on host i le phys ic i ans . The de t ec t i ve m a d e notes on the 

p r i v a t e lives and family c i r c u m s t a n c e s of ce r t a in phys ic ians . O n e 

r e p o r t says: 'The father of Dr B. i s an e x - c o m m u n i s t and n o w a d a y s 

a m e m b e r of S E D ' ( S j o s t r o m and N i l s s o n , 1972: 69) . 

D i s t i l l e r s b o u g h t the l icence to m a r k e t t h a l i d o m i d e in G r e a t 

B r i t a i n . T h e c o m p a n y was pr imari ly a huge spirits and l iquor manu­

fac ture r . K n o w l e d g e of side-effects from t h a l i d o m i d e came later to 

D i s t i l l e r s ' a t t e n t i o n than with G r i i n e n t h a l . But when an a w a r e n e s s 

did b e g i n , i t was s u p p r e s s e d , jus t as in the case of G r u n e n t h a l . By 

F e b r u a r y 1961 d o z e n s of cases of p e r i p h e r a l neur i t i s had been 

b r o u g h t t o D i s t i l l e r s ' a t t e n t i o n . The c o m p a n y began to cons ide r 

pu t t i ng 'a l i t t le m 6 r e e m p h a s i s ' on the risk of pe r iphe ra l neur i t i s 'in 

the h o p e tha t the n u m b e r of cases will d imin ish i f doc to r s are aware 

of t he poss ib i l i ty ' . D i s t i l l e r s ' sales p e o p l e were not a l t o g e t h e r 

e n t h u s i a s t i c a b o u t this idea. O n e sales e x e c u t i v e , J . P a t o n , wro t e : 

i t is not our j o b to e d u c a t e the medica l profess ion how to look out 

for v a r i o u s c o n d i t i o n s . F r o m a sales p r o m o t i o n point of v iew, the 
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m o r e we wr i t e on this side effect, the more it is likely to get out of 

p e r s p e c t i v e . ' So the sales r e p r e s e n t a t i v e s were ins t ruc ted : ' [The] 

poss ib le o c c u r r e n c e of pe r iphe ra l neur i t i s is a r e m o t e one and in no 

way d e t r a c t s from the main selling poin t of Dis tava l . . . . I t has a 

tox ic effect of wh ich you should be a w a r e . . . but there is no need to 

a l a r m the medica l profess ion or discuss the m a t t e r unless i t is 

r a i s ed . ' 

I t was in the A u s t r a l i a n subsidiary of Dis t i l le rs that the grea tes t 

o p p o r t u n i t y to curtai l the t h a l i d o m i d e d i sas te r was missed. By early 

1961 a y o u n g Sydney o b s t e t r i c i a n , Dr Wil l iam M c B r i d e , was con­

v inced of a c o n n e c t i o n b e t w e e n t h a l i d o m i d e and bizarre birth 

de fec t s . By July 1961 at least two and possibly six A u s t r a l i a n 

D i s t i l l e r s ' e m p l o y e e s k n e w that Dr M c B r i d e suspec ted t h a l i d o m i d e 

of caus ing d e f o r m e d b i r ths . Yet no word of th i s r eached the L o n d o n 

h e a d office of Dis t i l l e r s until 21 N o v e m b e r , more than four mo n t h s 

la ter . I n t e r e s t i n g l y , one o f t h e six A u s t r a l i a n Dis t i l l e r s ' e m p l o y e e s 

w h o k n e w a b o u t the M c B r i d e findings was John B i s h o p , a sales 

r e p r e s e n t a t i v e in Sou th A u s t r a l i a . B i s h o p had been told by one of 

his s u p e r i o r s in mid-1961 that ' W e ' v e had a r epor t from a doc to r in 

S y d n e y a b o u t Di s t ava l a b n o r m a l i t i e s in the foetus . ' B i s h o p recalls 

t h a t his s u p e r i o r 'was c lear ly wor r i ed . He was not t ak ing the ma t t e r 

l ight ly ' (Kn igh t l ey e t a l . , 1979: 90) . N o r was B i shop tak ing the 

m a t t e r l ight ly , b e c a u s e he had given t h a l i d o m i d e to calm the nerves 

of his p r e g n a n t wife. 

A m o n t h la ter B i s h o p ' s child was born wi th six digits on one hand . 

B o t h h a n d s w e r e a t an uneven angle a t the wrist j o i n t , t u rn ing 

i n w a r d s across the body . B i s h o p m a d e the link b e t w e e n tha l ido ­

m i d e and the de fo rmi t i e s when he recal led the earl ier conve r sa t ion 

wi th his s u p e r i o r . The child later b e c a m e a rec ip ient of c o m p e n s a ­

t ion from Dis t i l l e r s . In spite o f t h i s kind of pe rsona l in teres t , head­

q u a r t e r s was not in fo rmed for four m o n t h s . 

W h e n w o r d o f t h e M c B r i d e f indings f inal ly did go to L o n d o n in 

N o v e m b e r 1 9 6 1 , the rec ip ien t o f t h e bad news a t h e a d q u a r t e r s was 

an e x p o r t m a n a g e r for A u s t r a l i a , J o h n F lawn . F lawn also had given 

his p r e g n a n t wife t h a l i d o m i d e to he lp her s l eep . 

A l e x a n d e r F l a w n , born on J a n u a r y 9 , 1962, was one o f t h e 

w o r s t - d a m a g e d t h a l i d o m i d e chi ldren in Br i t a in . He had a 

d e f o r m e d and s h o r t e n e d arm with a hand wi thou t a t h u m b . The 

o t h e r hand had o n e ex t ra f inger. His pa la te had a gaping hole in it. 

H i s face was pa ra lysed on one side. O n e ear was comple te ly 
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miss ing , the o the r grossly d e f o r m e d . For the first e igh teen 

m o n t h s of his life, he vomi ted his food across the room with 

p ro jec t i l e - l ike force . I t soon b e c a m e clear that his brain was 

d a m a g e d , tha t he was deaf and d u m b , and had poor vision in his 

left eye . ' W h e n A l e x was b o r n , I was frightfully b r a v e , ' said 

J u d i t h F l a w n . i cut off all my feelings. This was a te r r ib le mis take 

b e c a u s e I d i d n ' t c o m e alive again for seven yea r s ' (Knight ley et 

a l . , 1979: 112). 

T h a t c e r t a i n o r g a n i s a t i o n a l ac tors in the even t s which de layed the 

w i t h d r a w a l o f t h a l i d o m i d e were pe r sona l v ic t ims o f t h e t r agedy i s 

i n s t r u c t i v e . I n d i v i d u a l s in the i r o rgan i s a t i ona l ro les can be part of a 

w h o l e , wh ich they would in no way c h o o s e to pa r t i c ipa te in were 

t h a t w h o l e a p p a r e n t t o t h e m . 

The m a n y h u n d r e d s of foetuses d a m a g e d dur ing the second half 

of 1961 might have been saved were i t not for a n o t h e r un fo r tuna te 

c i r c u m s t a n c e . M c B r i d e ' s crucial p a p e r on t h a l i d o m i d e and birth 

d e f o r m i t i e s had b e e n submi t t ed to the p res t ig ious Bri t ish j o u r n a l . 

The Lancet. In S e p t e m b e r the pape r was r e t u r n e d - by surface mail! 

(a d i s c o u r t e s y A u s t r a l i a n a c a d e m i c s f requent ly have to to l e ra t e 

from i n t e r n a t i o n a l j o u r n a l s . ) 'A cove r ing le t ter da ted July 13 and 

s igned by the ass i s tan t ed i to r said that a l t h o u g h M c B r i d e ' s theory 

a b o u t t h a l i d o m i d e was in t e r e s t i ng , p r e s s u r e t o publ ish i m p o r t a n t 

p a p e r s was such tha t the re was no space for this c o n t r i b u t i o n . . . 

( M c B r i d e ' s p a p e r was even tua l ly p u b l i s h e d , as part o f a n o t h e r , in 

1963 in t he Medical]ournal ofAustralia.X (Knigh t l ey et a l . , 1979: 

91) . 

On the o t h e r side of the wor ld , Professor Lenz of H a m b u r g 

U n i v e r s i t y had r e a c h e d the same conc lus ions as M c B r i d e . On 26 

N o v e m b e r 1961 the mass c i rcula t ion n e w s p a p e r Welt am Sonntag 

t ook u p L e n z ' s f i n d i n g s with the h e a d l i n e : M A L F O R M A T I O N S 

F R O M T A B L E T S - A L A R M I N G S U S P I C I O N O F P H Y S I ­

C I A N ' S G L O B A L L Y D I S T R I B U T E D D R U G . G r u n e n t h a l 

a t t a c k e d L e n z and the Welt am Sonntag ar t ic le as sensa t iona l i s t , yet 

w i t h d r e w t h a l i d o m i d e from the G e r m a n m a r k e t ' B e c a u s e press 

r e p o r t s have u n d e r m i n e d the basis of scientific d i scuss ion . . . . ' 

T h a l i d o m i d e was neve r a p p r o v e d for m a r k e t i n g in the U n i t e d 

S t a t e s t h a n k s to t he c a u t i o n o f F D A scientist Dr F r a n c e s Ke l sey , 

w h o w a s h o n o u r e d by P r e s i d e n t K e n n e d y for saving the nat ion from 

the d i sas te r . C a u t i o u s r e g u l a t o r s in F r a n c e and Israel also refused to 

a p p r o v e the d rug . 
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In spi te of the fact that t h a l i d o m i d e was not a p p r o v e d in the 

U n i t e d S t a t e s , the A m e r i c a n c o m p a n y which was licensed by 

G r i i n e n t h a l R i c h a r d s o n - M e r r e l l o f M E R / 2 9 fame, d i s t r ibu ted two 

and a half mil l ion t ab le t s to 1,267 d o c t o r s , w h o gave t h e m to some 

20.(MX) p a t i e n t s . This was supposed ly all par t of R i c h a r d s o n -

M e r r e l l ' s clinical t es t ing p r o g r a m m e in the Un i t ed S ta tes . A l t h o u g h 

the med ica l d e p a r t m e n t had the right of ve to , the doc to r s to be 

offered t h a l i d o m i d e were chosen by the sales r e p r e s e n t a t i v e s . 

S a l e s m e n w e r e told not to offer p l a c e b o s , only to p rov ide them if 

t he d o c t o r r e q u e s t e d t h e m . Wha t this adds up to i s that R i c h a r d s o n -

M e r r e l l was not in t e res t ed in genu ine clinical tes t ing but in soften­

ing up the m a r k e t by in teres t ing influential physic ians in the 

p r o d u c t . T h e s t ra tegy was to f la t ter key d o c t o r s by tel l ing t hem that 

they had b e e n special ly selected to pilot the miracle new p roduc t . 

T h e y w e r e told that i t really did not m a t t e r very much if they did not 

k e e p r e c o r d s of the i r clinical t r ia ls . 

At least ten t h a l i d o m i d e chi ldren w e r e born in the U n i t e d S ta tes . 

T h e m o r e soph i s t i ca t ed R i c h a r d s o n - M e r r e l l p h a r m a c o l o g i s t s were 

guil ty of m a n y sins of omiss ion . They knew that a drug like thal i­

d o m i d e cou ld c ross the p lacenta l ba r r i e r . "Yet knowing that thali­

d o m i d e might affect the foetus , R i c h a r d s o n - M e r r e l l did no an imal 

r e p r o d u c t i o n tes t s or con t ro l led clinical tr ials on m o t h e r s dur ing the 

sens i t ive p e r i o d of p regnancy to see w h e t h e r in fact it did' 

( K n i g h t l e y et a l . , 1979: 72) . T h e r e w e r e sins of commiss ion as well . 

T h e clinical da t a which were p r e sen t ed to F D A in its submiss ion for 

a p p r o v a l of t h a l i d o m i d e w e r e mis lead ing and concoc ted in a variety 

of ways . O n e crucial p a p e r wr i t ten by i n d e p e n d e n t phys ic ian , Dr 

Ray O. N u l s e n of O h i o , was in fact wr i t t en by the medica l d i rec tor 

o f R i c h a r d s o n - M e r r e l l . 

By D e c e m b e r 1 9 6 1 , the law, so i t s e e m e d , had begun to catch up 

wi th G r u n e n t h a l . The public p r o s e c u t o r ' s office in A a c h e n . 

G e r m a n y , b e g a n an inves t iga t ion which lasted four y e a r s , to deter­

m i n e w h e t h e r c r imina l cha rges should be laid. On 2 S e p t e m b e r 1965 

the p r o s e c u t o r d r ew up a p re l iminary bill of ind ic tmen t charg ing 

n ine G r u n e n t h a l execu t ives with in tent to c o m m i t bodily harm and 

i n v o l u n t a r y m a n s l a u g h t e r . The full bill of ind ic tmen t took a n o t h e r 

t w o y e a r s to c o m p i l e . 

On 27 M a y 1968 the trial began wi th G r u n e n t h a l de fend ing its 

e x e c u t i v e s by a rgu ing that under G e r m a n law an u n b o r n baby had 

no legal p r o t e c t i o n except in c o n n e c t i o n with cr iminal a b o r t i o n . 

P r e d i c t a b l y , i t was also able to p r o d u c e a str ing of exper t wi tnesses 
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w h o a r g u e d that t h e r e was no conc lus ive p roof that t h a l i d o m i d e 

c a u s e d bi r th d e f o r m i t i e s . 

T h e trial and its a t t e n d a n t publici ty was bi t ter . On 26 May 1970 

the p r o s e c u t i o n c o m p l a i n e d to the cour t tha t five j ou rna l i s t s had 

b e e n t h r e a t e n e d wi th ' r ep r i sa l s ' by G r u n e n t h a l for wri t ing stories 

wh ich did not mee t with the c o m p a n y ' s a p p r o v a l . I t began to appea r 

tha t t he trial wou ld go on for ever . This sui ted G r u n e n t h a l . The i r 

t ac t i c was to suggest ( co r rec t ly ) that the p r o t r a c t e d cr iminal pro­

c e e d i n g s w e r e ho ld ing up ou t -of -cour t s e t t l e m e n t o f c o m p e n s a t i o n 

c l a i m s for the t h a l i d o m i d e families. G r u n e n t h a l dec la red : i f we 

wai t to see w h e r e the trial gets us, we shall still be sitting here in ten 

y e a r s ' t i m e and the ch i l d r en will have no th ing . I f we are forced t o , 

we shall fight to the end , and tha t , of c o u r s e , will diminish the 

r e s o u r c e s ava i l ab l e for any p a y m e n t by the c o m p a n y . " 

A m i d a t t a c k s from the press o f ' j u s t i ce for sale", on 18 D e c e m b e r 

1970, two yea r s and seven m o n t h s after the trial had b e g u n , a 

b a r g a i n was s t ruck. The c o u r t , wi th the explicit a g r e e m e n t o f t h e 

p r o s e c u t i o n , s u s p e n d e d the cr iminal hea r ing and G r u n e n t h a l 

a g r e e d to pay $31 mil l ion in c o m p e n s a t i o n to the G e r m a n thal i­

d o m i d e c h i l d r e n . The c o m p a n y and its officers had been ne i ther 

a c q u i t t e d nor found gui l ty . 

The G e r m a n s e t t l e m e n t set the p a t t e r n for the rest o f t h e wor ld . 

In spi te of all the w r o n g d o i n g assoc ia ted with the t h a l i d o m i d e affair, 

n o t h i n g a n y w h e r e in the world was ever , to this wr i t e r ' s k n o w l e d g e , 

se t t l ed in a cour t of c r imina l or civil j u r i sd i c t i on . No one could put a 

figure on the m a n y h u n d r e d s of mil l ions of dol la rs which have been 

pa id a r o u n d the wor ld in out -of -cour t s e t t l e m e n t s . O n e reason for 

th i s i s tha t p h a r m a c e u t i c a l c o m p a n i e s often imposed the condi t ion 

t h a t t he s e t t l e m e n t r e m a i n secre t . The p u r p o s e of such a condi t ion 

w a s to k e e p o t h e r v ic t ims in the dark a b o u t wha t was poss ib le . In 

Q u e b e c R i c h a r d s o n - M e r r e l l s eemed to have achieved a great 

v ic tory t h r o u g h its impos i t ion of a sec re t iveness condi t ion upon all 

s e t t l e m e n t s . T h e p a r e n t s of 26 t h a l i d o m i d e vict ims in Q u e b e c did 

not b e c o m e a w a r e of the possibil i ty of civil act ion against the 

c o m p a n y unti l after the twelve m o n t h s ' s ta tu te of l imita t ions 

on p e r s o n a l - i n j u r y cases in Q u e b e c had exp i red . F o r t u n a t e l y , 

h o w e v e r , s o m e i n t e rna t i ona l legal m a n o e u v r e s by a lawyer 

r e p r e s e n t i n g t he se c l ien ts ent iced R i c h a r d s o n - M e r r e l l to set t le with 

t h e m . 

I t wou ld seem that the c o m p a n i e s ' s t ra tegy of quie t , out -of -cour t 

s e t t l e m e n t has b e e n p r u d e n t . In the only t h a l i d o m i d e case ever to 
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go to a j u ry dec i s ion , R i c h a r d s o n - M e r r e l l was found negligent and 

the j u r y a w a r d e d the plaintiff $550,000 m o r e than her lawyers had 

asked for." R i c h a r d s o n - M e r r e l l set in t rain an a p p e a l , and ult imately 

th is case was also rese t t led out -of -cour t for an undisclosed sum. 

The c o m p a n i e s involved have suffered significant se tbacks as a 

resul t o f t he i r i n v o l v e m e n t with t h a l i d o m i d e . C h e m i e G r u n e n t h a l 

has neve r r e c o v e r e d the i m p o r t a n t pos i t ion i t had in the G e r m a n 

p h a r m a c e u t i c a l indus t ry pr ior to the t r agedy . Dist i l lers pulled out of 

the p h a r m a c e u t i c a l bus iness in 1962. selling its assets to Eli Lilly. 

R i c h a r d s o n - M e r r e l l s tocks p l u m m e t e d on the N e w York stock 

e x c h a n g e a t the t ime o f t h e M E R / 2 9 and t h a l i d o m i d e cr i ses , and 

b e t w e e n 1961 and 1964 its profit levels r e m a i n e d on a p la teau . But 

from 1965 o n w a r d s it e x p e r i e n c e d the steady rise in profitability 

wh ich i t had en joyed pr io r to the crisis. For a F o r t u n e 500 c o m p a n y 

p e r h a p s any legal se tback is likely to be o v e r c o m e in the long t e rm. 

Bu t for R i c h a r d s o n - M e r r e l l the se tback did last for a n u m b e r of 

y e a r s . D u r i n g 1962 the c o m p a n y ' s stock prices were more than 

ha lved (from $98 in F e b r u a r y and M a r c h to $44 in S e p t e m b e r and 

O c t o b e r ) . R i c h a r d s o n - M e r r e l l s tocks did not r e tu rn to the prices of 

ear ly 1962 until m o m e n t a r i l y in S e p t e m b e r 1967 and p e r m a n e n t l y in 

O c t o b e r 1968. 

T h e story of M o r a g M c C a l l u m i l lus t ra tes that w h a t e v e r the 

t h a l i d o m i d e s e t t l e m e n t s could be c o n s t r u e d as c o n s t i t u t i n g , i t 

w o u l d not be called j u s t i c e . 

Fo r M o r a g M c C a l l u m no sum of money could give her the world 

she will neve r know. She is b l ind , deaf, and d u m b . O n e side o f h e r 

body is pa ra lysed so that she c a n n o t smile . She is severely 

r e t a r d e d , and t h e r e is little hope of b r e a k i n g th rough to her da rk , 

si lent mind . She b o a r d s at a special school for the deaf, fifty miles 

from w h e r e she lives in S t i r l ingsh i re , Sco t l and , but she will soon 

be s ix teen . T h e n the educa t iona l a u t h o r i t i e s will no longer be 

r e s p o n s i b l e for he r , and her m o t h e r has not been able to find a 

p lace wi l l ing to accep t her. Mrs M c C a l l u m says , "Somebody has 

to be wi th her all the t ime . You neve r k n o w what will h a p p e n . 

S h e ' s ju s t a wild a n i m a l . T h e r e is no c o m m u n i c a t i o n with her at 

a l l . ' 

M o r a g ' s s a v a g e , d i s tu rb ing p r e s e n c e d i s rup ts all family life and 

d e m a n d s grea t e n d u r a n c e from her p a r e n t s , b r o t h e r , and two 

s i s te rs . M o r a g was born as a non- iden t i ca l twin (her b r o t h e r 

suffered no d a m a g e ) . 'For the first t h r e e years no one came to 
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help us," says Mrs M c C a l l u m . ' T h e n when a doc to r did c o m e , he 

had a p iece of p a p e r which I could sign to put M o r a g away into a 

men ta l hosp i ta l . 1 refused." 

A l e x a n d e r M c C a l l u m . an a c c i d e n t - r e p a i r mech an i c for b u s e s , 

has b e e n even m o r e upset by his d a u g h t e r ' s fate. After her b i r th , 

he b e c a m e a psych ia t r i c o u t p a t i e n t and now, after further heal th 

p r o b l e m s , is an invalid and never likely to work again. The 

M c C a l l u m s are b o t h angry for having agreed to the low 

s e t t l e m e n t in 1968. ' M o r a g got only £16 .000 and yet a boy with 

shor t a r m s but n o r m a l in te l l igence and likely to be able to earn his 

living got £2 .000 m o r e ' (Knight ley et a l . , 1979: 219) . 

O n e coup le from L i e g e . B e l g i u m , po i soned the i r e ight -day-old 

t h a l i d o m i d e d a u g h t e r . They were cha rged with m u r d e r , but 

a c q u i t t e d to the wild acc la im of a t h o u s a n d peop le who had c rushed 

in to the c o u r t r o o m for the w e e k - l o n g tr ial . Had they been convic ted 

whi le so m a n y c u l p a b l e c o m p a n y execu t i ve s roamed free, we would 

have w i t n e s s e d o n e of the more t e r r ib le i ronies in the history of 

c r imina l j u s t i c e . 

G. D. Searle 

T h e t h a l i d o m i d e d i sas te r resul ted in a gene ra l t igh ten ing of drug 

r e g u l a t o r y laws in most deve loped coun t r i e s a r o u n d the g lobe . 

A n o t h e r fiasco in the mid-1970s involving the G. D. Searle cor­

p o r a t i o n p r o d u c e d d r a m a t i c regu la to ry c h a n g e in the more specific 

a r ea o f t h e safety t es t ing of d rugs . 

S e a r l e , o n e o f t h e largest A m e r i c a n p h a r m a c e u t i c a l c o m p a n i e s 

w a s sub jec ted to a b a r r a g e of a l lega t ions before Sena to r E d w a r d 

K e n n e d y ' s S u b - c o m m i t t e e on H e a l t h o f the Sena te Judic ia ry 

C o m m i t t e e b e t w e e n 1975 and 1977. K e n n e d y and the F D A were 

c o n v i n c e d that bo th fraud and i n c o m p e t e n c e were w i d e s p r e a d in 

the Sea r l e safety t es t ing p r o g r a m m e . F D A head Schmidt testified to 

p a r t i c u l a r c o n c e r n over the test ing of wha t was to b e c o m e Sear le ' s 

t op - se l l i ng l ine , A l d a c t o n e . 

Th i s r e p o r t c lear ly indica ted a d o s e - r e l a t e d increase in the 

f requency of liver and tes t i cu la r t u m o r s and r e c o m m e n d e d that 

t h e s e f indings be ana lyzed for stat ist ical significance. 

A l t h o u g h F D A regu la t i ons r equ i r e ' a l a rming f i n d i n g s ' t o b e 

s u b m i t t e d to the A g e n c y p r o m p t l y , this had not been d o n e . 

In the c o u r s e of our review o f t h e 78-week study on ra t s , we 
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Fo r e x a m p l e , t issue masses were excised from three live an imals 

d u r i n g the s tudy , and the an ima l s were a l lowed to con t inue in the 

s tudy . T w o of these t u m o r s were ma l ignan t and were not 

r e p o r t e d to F D A ( S u b c o m m i t t e e on H e a l t h . 1976a: Part I I , 9 ) . 

I t i s d i s c o n c e r t i n g that even t o d a y , after th ree sepa ra t e reviews 

by Sear le p e r s o n n e l o f t h e same da ta from the 78-week rat s tudy , 

we are c o n t i n u i n g to d iscover e r ro r s that compl i ca t e review of this 

s tudy . 

R e v i e w of a 104-week rat study on A l d a c t o n e c o n d u c t e d at 

H a z l e t o n L a b o r a t o r i e s [a con t rac t l a b o r a t o r y ] also revea led 

p r o b l e m s . On ly 70 p e r c e n t o f t h e t i ssues scheduled for 

h i s t o p a t h o l o g i c a l e x a m i n a t i o n in the p ro toco l were actually 

e x a m i n e d . In a d d i t i o n , some an imal s with gross lesions which , 

a c c o r d i n g to the s tudy p r o t o c o l , r equ i red h i s topa tho log ica l 

e x a m i n a t i o n , w e r e not so e x a m i n e d . 

A n o t h e r top sel ler , F lagy l , which had been the subject of a 

c o n c e r t e d c a m p a i g n by N a d e r ' s H e a l t h R e s e a r c h G r o u p for with­

d r a w a l from the m a r k e t on g r o u n d s of al leged ca rc inogen ic i ty , had 

its t e s t ing da t a sub jec ted to st inging cri t icism by C o m m i s s i o n e r 

S c h m i d t . O n e cr i t ic ism i l lus t ra tes nicely how a c o m p a n y can use 

se lec t iv i ty of scientific informat ion to a d v a n t a g e . 

A m o n g add i t i ona l major findings o f t h e inves t iga t ion of this study 

a r e : (1) Fo r severa l o f t h e a n i m a l s , i t was noted that the 

m i c r o s c o p i c e x a m i n a t i o n of t issue slides had been c o n d u c t e d by 

t w o different pa tho log i s t s a t Sear le w h o r e p o r t e d different 

f indings. R a t h e r t h a n submi t t ing both r e p o r t s , or having a third 

p a t h o l o g i s t r e v i e w slides on which the first two d i sag reed , Searle 

s u b m i t t e d only the second pa tho log i s t ' s r epo r t , which in our view 

a p p e a r s subs tan t i a l ly m o r e favorable to the d rug : and (2) Sear le 

e m p l o y e e s w e r e unab le to explain many o f t h e p r o c e d u r e s by 

wh ich m i c r o s c o p i c f ind ings w e r e r e c o r d e d , edi ted and verified 

p r io r to the inc lus ion in the repor t of this s tudy; most r eco rds of 

o b s e r v a t i o n s of m i c r o s c o p i c f indings w e r e not da ted or signed. 

T h e y w e r e a lso u n a b l e to accoun t for the differences in raw da ta 

and the final r e p o r t s submi t t ed to F D A ( S u b c o m m i t t e e on 

H e a l t h . 1976a: Par t I I . 13-14) . 

S imi la r a l l e g a t i o n s were m a d e by Schmidt with respect to the 

s w e e t e n i n g i n g r e d i e n t . A s p a r t a m e . 

76 
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O n e f inal e x a m p l e with regard t o A s p a r t a m e : O u r inves t iga tors 

found that a p a t h o l o g i s t ' s summary was edi ted in such a m a n n e r 

as to a l t e r , genera l ly in a favorable d i r ec t i on , some o f t h e 

p a t h o l o g i s t ' s s u m m a r i z e d f ind ings . The original report was not 

s u b m i t t e d ( S u b c o m m i t t e e on H e a l t h . 1976a: Par t I I , 15). 

F u r t h e r , on the ques t ion of se lect iv i ty , the Sear le case study gives 

an i nd i ca t i on o f t h e possibi l i t ies for c o m p l e t e l y reject ing a study for 

r e a s o n s which migh t or might not be l eg i t ima te . A 46-week hams te r 

s tudy on A s p a r t a m e was ' d i s con t inued b e c a u s e of "wet t a i l " , (a 

d i s ea se o f h a m s t e r s ) but none o f t h e s y m p t o m s o f t h e d isease are 

ref lected in daily o b s e r v a t i o n r e c o r d s ' ( S u b c o m m i t t e e on H e a l t h , 

1976a: Par t I I . 35) . 

O n e could go on and on listing the myr iad of F D A a l lega t ions 

s p r e a d ove r t h o u s a n d s of pages o f t e s t i m o n y before the Sena t e . In a 

52- ra t s tudy of N o r p a c e t he re were a l leged to be ' i n a d e q u a t e a n t e -

m o r t e m o b s e r v a t i o n s : e.g. an ima l s r e p o r t e d in good condi t ion were 

ac tua l ly d e a d , i n a d e q u a t e r e p o r t i n g o f t issue masses ' (Subcom­

m i t t e e on H e a l t h , 1976a: Par t I I , 39) . The most se r ious type of 

p r o b l e m which the F D A c la imed was c o m m o n to many Searle 

s t u d i e s w a s : ' B e c a u s e o f t h e per func tory n a t u r e o f t h e o b s e r v a t i o n s , 

t i ssue masse s c o m e and go and a n i m a l s die more than once ' 

( S u b c o m m i t t e e on H e a l t h , 1976a: Pa r t I I , 4 1 ) . In fact some rats 

l isted as dead la ter w e r e r ecorded as a l ive , then d e a d , then 

r e s u r r e c t e d o n c e or even twice m o r e . A n o t h e r bad m o m e n t for 

Sea r l e was w h e n its former pr incipal pa tho log i s t , John W. Sarga tz , 

testified that in 1968 and 1969, over his o b j e c t i o n s , he had been 

i n s t r u c t e d to wr i te r eassur ing c o m m e n t s on p o s t - m o r t e m s of rats 

wh ich d ied in 1967, before he j o i n e d the firm in May 1968. 

F D A G e n e r a l - C o u n s e l ' s office was o f t h e view that Searle should 

be p r o s e c u t e d c r imina l ly for its p a t t e r n of conduc t with respect to 

d r u g t e s t ing . The Jus t ice D e p a r t m e n t , h o w e v e r , was equal ly 

s t rong ly o f t h e view that a c r iminal case should not p r o c e e d . The i r 

v iew was that t he scientific complex i ty of the case would be an 

excess ive b u r d e n on l imited g o v e r n m e n t p rosecu to r i a l r e s o u r c e s , 

t ha t whi le it might be poss ib le to convic t a few low-level c o m p a n y 

o p e r a t i v e s , guilt on the par t of senior execu t ives could not be 

d e m o n s t r a t e d b e y o n d r e a s o n a b l e doub t . Jus t ice was averse to a 

resul t wh ich might lay all b l ame at the d o o r of a coup le of j u n i o r 

s c a p e g o a t s . M o r e o v e r , the Jus t ice D e p a r t m e n t was o f t h e view that 

S e a r l e ' s a l leged m i s d e e d s w e r e not in the na tu re of clearly definable 
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specific a c t s , but r a the r a c u m u l a t i v e pa t t e rn of conduc t . The F D A 

itself had a d m i t t e d that this was the case t h r o u g h the words of its 

task force to inves t iga te the conduc t of Sea r l e ' s an imal s tud ies . 

W h i l e a single d i s c r e p a n c y , e r ro r , or incons is tency in any given 

s tudy may not be significant in and of itself, the cumulative 

f indings of p r o b l e m s wi thin and across the s tudies we invest igated 

revea l a p a t t e r n of c o n d u c t which c o m p r o m i s e s the scientific 

in tegr i ty o f t h e s tudies ( S u b c o m m i t t e e on H e a l t h , 1976a: Part I I I , 

4 ) . 

L a t e r in this book we will re tu rn to the t h e m e that one of the 

def ic ienc ies of ex is t ing cr iminal (and civil) law for dea l ing with 

c o r p o r a t e m i s c o n d u c t is t ha t it is gea red to dea l ing wi th a specific act 

p e r p e t r a t e d at one point of t ime r a the r than with a pa t t e rn of 

b e h a v i o u r across t ime which u l t imate ly has anti-social effects. 

It was the Jus t ice D e p a r t m e n t ' s v iew which held sway in a 

r e p u t e d l y c lose G r a n d Jury decis ion not to r e tu rn an ind ic tmen t 

aga ins t Sea r l e or any of its e x e c u t i v e s . The c o m p a n y felt v indica ted 

and was ab l e to c l a im, as one Sear le execu t ive put i t to me : 'Whi le 

t h e r e might have b e e n a little d i shones ty here and t h e r e , basically i t 

w a s a p r o b l e m of i n c o m p e t e n c e and p o o r record keep ing a m o n g our 

r e s e a r c h staff.' 

In spi te o f t h e d r o p p i n g of cr iminal c h a r g e s , the adverse publici ty 

from the K e n n e d y h e a r i n g s had i m p o r t a n t c o n s e q u e n c e s for Sear le . 

S e v e r a l Sea r l e execu t ives with w h o m I spoke said that c o m p a n y 

m o r a l e , and hence p r o d u c t i v i t y , was at a dep re s sed level dur ing the 

i n v e s t i g a t i o n s . In pa r t i cu l a r , Sear le r e sea rch g round to a halt 

b e c a u s e senior e x e c u t i v e s were do ing little else but r e spond to the 

o n g o i n g d e m a n d s of the inves t iga t ions into their affairs. A total 

r e o r g a n i s a t i o n o f t h e c o m p a n y was the upsho t . The P re s iden t was 

r e p l a c e d by D o n a l d R u m s f e l d , o n e - t i m e Defence Sec re t a ry , Whi te 

H o u s e Chie f of Staff, and i n c u m b e n t of o t h e r senior pos i t ions in the 

a d m i n i s t r a t i o n s o f N i x o n and Ford . 

Sea r l e also gave a b lank c h e q u e to R i c h a r d Hamil l from Baxter -

T r a v e n o l to set up a sophis t i ca ted c o r p o r a t e compl i ance g r o u p 

wh ich wou ld t rave l the wor ld do ing c o m p l i a n c e audi ts to ensu re that 

all s u b s i d i a r i e s in all a r e a s of the c o r p o r a t i o n ' s o p e r a t i o n s were 

m e e t i n g b o t h c o m p a n y and legal s t a n d a r d s . Hami l l ' s key appo in t ­

m e n t s in t he c o m p l i a n c e g r o u p were a lso from ou ts ide Sear le . As 

S e a r l e ' s G r o u p M a n a g i n g D i r e c t o r for the Sou th -Eas t A s i a n 

R e g i o n c o m p l a i n e d to me : 
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We have t h r e e bosses to work for n o w , w h e r e a s local c o m p a n i e s 

have only o n e . F i r s t ly , we must follow local laws, like the local 

C o r p o r a t e Affairs C o m m i s s i o n . S e c o n d l y , we have got to have 

t he Secu r i t i e s and E x c h a n g e C o m m i s s i o n as a boss. A n d th i rdly , 

we have to have t he in ternal c o r p o r a t i o n con t ro l s which our 

c o m p a n y has set up since the K e n n e d y h e a r i n g s . Wi th t h r ee 

different k inds o f c h e c k s on our b e h a v i o u r t he re is far less chance 

tha t an A m e r i c a n m u l t i n a t i o n a l c o m p a n y will break the law 

c o m p a r e d wi th an A u s t r a l i a n c o m p a n y . 

I t is difficult to assess the ex ten t o f t h e financial impact o f t h e bad 

pub l ic i ty from the K e n n e d y hea r ings . Sear le share values were 

e n j o y i n g cons i s t en t ly rising values dur ing the first four years o f t h e 

1970s. This was fol lowed by dec l ine in the mid-1970s ( the per iod of 

t he crisis) and a p l a t eau at these lower share values for the 

r e m a i n d e r o f t h e d e c a d e . Sear le profitabil i ty began to decl ine in 

1973 and s h o w e d a d e c r e a s e every yea r until 1977, in which the 

c o r p o r a t i o n r e c o r d e d a loss . ' Mos t o b s e r v e r s seem to agree that the 

publ ic i ty p r o b l e m with which the c o m p a n y was confronted dur ing 

th is pe r iod was c o m p o u n d e d by poor m a n a g e m e n t . I t would t h e r e ­

fore be foolish to a s s u m e that the K e n n e d y hea r ings had a d rama t i c 

effect on the c o r p o r a t i o n ' s f inancia l p e r f o r m a n c e . N e v e r t h e l e s s , 

t h e r e can be little d o u b t tha t t h e r e was some effect. 

H a z l e t o n L a b o r a t o r i e s also claim that being named in the K e n n e d y 

hea r ing as having done work on cont rac t for Searle (work which was 

q u e s t i o n e d ) cost the small company over a million dollars in business . 

M o s t d r a m a t i c of all , h o w e v e r , we re the c o n s e q u e n c e s for the 

r e g u l a t o r y a p p a r a t u s . The F D A set abou t d r a w i n g up a de ta i led 

c o d e of G o o d L a b o r a t o r y Prac t ices ( G L P s ) for drug t e s t e r s , viola­

t ion of wh ich could c o n s t i t u t e a c r iminal offence. It would now be 

m u c h eas i e r to convic t a c o m p a n y guilty o f t h e kinds of m i sdeeds 

a l l eged to have b e e n p e r p e t r a t e d by Sea r l e . In t e res t ing ly , Searlc 

p l ayed a c o n s t r u c t i v e role in d rawing up a draft set of G L P regula­

t i o n s , much of wh ich was t aken up by the F D A . Ev en more interest­

ing was the fact that Sear le d issoc ia ted itself from all of the o the r 

c o r p o r a t i o n s w h o t h r o u g h the P h a r m a c e u t i c a l M a n u f a c t u r e r s 

A s s o c i a t i o n a r g u e d that the G L P s should be gu ide l ines r a the r than 

s a n c t i o n a b l e ru les . Sear le insisted tha t v io la t ion of G L P s should be 

a c r imina l m a t t e r . The F D A also set up a large B io re sea rch 

M o n i t o r i n g b u r e a u c r a c y of i n spec to r s to e n s u r e compl i ance with 

t he G L P s . 
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The impac t of the K e n n e d y Sear le hea r ings has been inter­

n a t i o n a l , a s m a n y d e v e l o p e d c o u n t r i e s are now enac t ing G L P s 

s imi la r t o t h o s e o f t h e U n i t e d S ta tes . 

Biometric Testing Inc. and Industrial Bio-Test Laboratories 

O n e o f t h e issues ra ised by the Sear le inves t iga t ions was the rela­

t i o n s h i p b e t w e e n c o n t r a c t l abo ra to r i e s and large p h a r m a c e u t i c a l 

c o m p a n i e s . C a n p h a r m a c e u t i c a l c o m p a n i e s use their commerc ia l 

p o w e r to impose a set of e x p e c t a t i o n s on con t rac t l abora to r i e s 

w h e r e b y u n f a v o u r a b l e resul ts cause the l abo ra to ry to bel ieve that i t 

will be un l ike ly to get future con t r ac t s ? C a n a c o m p a n y which wan ts 

to push t h r o u g h a quick and dirty s tudy , yet which wan t s to main ta in 

its o w n s t a n d a r d s for r e sea rch e x c e l l e n c e , get a con t rac t lab to do 

s h o d d y work for it? T h e op in ion of F D A officers I spoke wi th was 

t h a t c e r t a i n c o n t r a c t labs have f lour i shed by u n d e r c u t t i n g respon­

sible l a b o r a t o r i e s on price and m a k i n g a profit by fabricating data 

and cu t t i ng c o r n e r s on scientific r igour . 

A b r o g a t i o n of respons ib i l i ty in one case (B iome t r i c Tes t ing Inc . ) 

d i scussed in the K e n n e d y hea r ings was two steps r e m o v e d from the 

m a n u f a c t u r e r . H e r e the con t rac t l a b o r a t o r y had widely used sub­

c o n t r a c t o r s . 

D R S C H M I D T . M a n y o f t h e l abo ra to ry d e t e r m i n a t i o n s are 

s u b c o n t r a c t e d with l i t t le , i f any , m o n i t o r i n g o f t h e pe r fo rmance 

of t h e s e s u b c o n t r a c t o r s . In this c o n n e c t i o n , i t c a m e to our 

a t t e n t i o n last w e e k tha t former e m p l o y e e s of one of these 

s u b c o n t r a c t o r s have cha rged that they were ins t ructed to falsify 

d a t a by the i r e m p l o y e r . . . . 

S o m e o f t h e l a b o r a t o r y d e t e r m i n a t i o n s al leged to have been 

c a r r i e d ou t w e r e found by the F D A inves t iga tors not to have been 

ca r r i ed ou t at all. 

S E N A T O R K E N N E D Y . W h a t does this m e a n , that nonex i s t en t 

e x p e r i m e n t s were r e p o r t e d ? 

DR S C H M I D T . Y e s , sir, i t i s c o m m o n l y called ' d ry - l abe l ing ' by 

s o m e . 

( S u b c o m m i t t e e on H e a l t h , 1976a: Pa r t I I I , 13). 

L a t e in 1979 two fo rmer v i c e - p r e s i d e n t s of B i o m e t r i c Tes t ing Inc. 

p l e a d e d guil ty to c h a r g e s of consp i r ing to falsify r e p o r t s of an imal 

t es t s on ce r t a in d r u g p r o d u c t s in o r d e r to show them ha rmless when 
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in fact the tes ts had not been car r ied out . In the w a k e o f the incident 

the c o m p a n y i s n o w b a n k r u p t . 

The mos t c e l e b r a t e d discuss ion c o n c e r n i n g a con t rac t tes t ing 

l a b o r a t o r y c e n t r e d on Indus t r ia l B io tes t ( I B T ) , one o f t h e largest . 

A g a i n the forum for the laying of a l l ega t ions agains t IBT was the 

K e n n e d y h e a r i n g s . The most ser ious a l lega t ion m a d e by the F D A 

was tha t I B T had p r o v i d e d false in format ion to t hem by failing to 

r e p o r t i n s t ances of test an ima l s which had d e v e l o p e d t u m o u r s and 

g e n e r a l l y u n d e r s t a t i n g the n u m b e r of a n i m a l s with t u m o u r s . As a 

resul t o f the i r i nves t iga t ions the F D A ins t i tu ted p r o c e e d i n g s to 

r e m o v e N a p r o s y n , the largest selling p r o d u c t of the Syntex cor­

p o r a t i o n , from the m a r k e t . A m o n g the a l lega t ions on the IBT 

t e s t ing o f N a p r o s y n w e r e : 

. . . m a n y an imal w e i g h t s were r e c o r d e d as having been col lected 

whi le the a n i m a l s w e r e alive on d a t e s s u b s e q u e n t to their da tes of 

d e a t h ; several a n i m a l s were r e c o r d e d as having died on more 

than o n e d a t e , usual ly with different ve r s ions of gross post 

m o r t e m f ind ings ; e x t r e m e va r i a t i ons in body weight were noted 

bo th d u r i n g success ive we igh ings o f t h e same an imals and within 

any g r o u p of a n i m a l s we ighed a t the same t i m e , even t h o u g h all 

a n i m a l s w e r e r e p o r t e d to have rece ived s t anda rd care and drug 

a d m i n i s t r a t i o n ( S u b c o m m i t t e e on H e a l t h , 1977: Par t I V , 144). 

F D A officers w e r e a n g e r e d by the fact that IBT shredded a 

n u m b e r of d o c u m e n t s r equ i red for their inves t iga t ion . S h r e d d e d 

d o c u m e n t s inc luded ' X - r a y s and E K G ' s , a n u m b e r of books of da t a , 

and s o m e loose da ta in f o l d e r s . ' 1 Dr M a r i o n F inke l , Assoc i a t e 

D i r e c t o r for N e w D r u g E v a l u a t i o n , w r o t e in a r epor t on I B T of 14 

J a n u a r y 1977: 

I t t u r n s ou t that not only was highly mate r ia l in format ion shielded 

from ou r k n o w l e d g e , ac tua l ly d o w n r i g h t false in format ion of an 

e n o r m o u s ex t en t w a s subs t i tu t ed for it; this was d o n e , in my view, 

to a s su re the d e l i b e r a t e d e c e p t i o n p roces s in which IBT a n d / o r its 

a g e n t s e n g a g e d ( S u b c o m m i t t e e on H e a l t h , 1977: Par t I V , 177). 

F D A have a c c e p t e d a s u b s e q u e n t Syntex in-house repl ica t ion for 

N a p r o s y n as d e m o n s t r a t i n g the safety o f t h e p roduc t . At the t ime of 

w r i t i n g , t he I B T fiasco is still s o m e t h i n g of a legal m u d d l e . A 

C h i c a g o g rand j u r y has r e t u r n e d cr iminal i nd i c tmen t s against four 

f o rmer I B T e m p l o y e e s . Secur i t i es class act ion suits have been filed 

aga ins t Syn tex to the benefit of all p e r s o n s who bough t Syntex 
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Surveys of safety testing violations 

As p o i n t e d out in C h a p t e r 1, the study of c o r p o r a t e c r ime is still at 

the case study s t a g e , and rarely can we have recourse to statistical 

i n f o r m a t i o n on the f requency of v io la t ions of a pa r t i cu la r t y p e . In 

the a r ea of G o o d L a b o r a t o r y Prac t ices two l imited surveys of levels 

o f c o m p l i a n c e have been c o n d u c t e d by the F D A ( B l o z a n , 1977; 

C o o k , 1979). The surveys were o f G L P v io la t ions u n c o v e r e d by 

B i o r e s e a r c h M o n i t o r i n g Staff inspec to r s in l abo ra to r i e s c o n d u c t i n g 

safety t es t ing on h u m a n biological p r o d u c t s , food and colour 

a d d i t i v e s , and h u m a n and an imal d r u g s . 

In the f irst s tudy ( B l o z a n , 1977) the level of c o m p l i a n c e with 

different G L P r e g u l a t i o n s var ied from 32 per cent to 98 per cent 

a m o n g the 39 l a b o r a t o r i e s in t he s tudy . As one would predic t from 

the foregoing d i scuss ion of how con t r ac t labs can be used by 

s p o n s o r s to a b r o g a t e respons ib i l i ty for qual i ty r e s e a r c h , con t rac t 

labs w e r e found to have a w o r s e record of G L P v io la t ions than 

s p o n s o r l abs . T h e wors t r ecord of all , h o w e v e r , was with universi ty 

l a b o r a t o r i e s . O n e must be e x t r e m e l y c a u t i o u s abou t this f inding 

s ince t h e r e w e r e only five univers i ty l abo ra to r i e s in the s tudy. 

N e v e r t h e l e s s , i t must u n d e r m i n e any a u t o m a t i c a s sumpt ion that 

un ive r s i ty r e s e a r c h e r s , with the i r s u p p o s e d d e t a c h m e n t from the 

profit m o t i v e , are unl ikely to cut co rne r s on research s t a n d a r d s . ' 

The wors t a r ea s of c o m p l i a n c e (all with less than 50 per cent 

c o m p l i a n c e ra te ove ra l l ) w e r e : 
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c o m m o n stock or op t i ons b e t w e e n 13 O c t o b e r 1975 and 6 A u g u s t 

1976. T h e suits a l lege that Syntex k n e w or should have known o f t h e 

def ic iencies in the 1BT resea rch and d r a w n the con t rac t l abo ra to ry ' s 

a t t e n t i o n to t h e m . O u t of cour t I B T have agreed to pay $1,800,000 

t o w a r d s a s e t t l e m e n t fund for the class ac t ion suits . 

The c o n s e q u e n c e s of the affair for IBT have been ca t a s t roph ic . 

F D A d i s c o n t e n t wi th I B T work led the agency to wri te to most of 

the major d rug c o m p a n i e s informing t h e m that any da ta col lected 

by I B T wou ld in future be subjec ted to pecul iar ly careful F D A 

c h e c k i n g . This be ing an extra b u r d e n which most c o m p a n i e s were 

not wil l ing to bea r , I B T s topped ge t t ing bus iness from major drug 

c o m p a n i e s . At the t ime of wr i t ing , I B T , formerly the largest 

c o n t r a c t l a b o r a t o r y in the U n i t e d S t a t e s , i s facing b a n k r u p t c y . In 

effect t he F D A has de l ive red i t a c o r p o r a t e dea th sentence wi thou t 

go ing to cour t . 



Safety testing of drugs: from negligence to fraud 

83 

* Q U A L I T Y A S S U R A N C E U N I T 

G L P r e g u l a t i o n s r equ i r e that l a b o r a t o r i e s had a qual i ty 

a s s u r a n c e unit as a se l f - regula tory check that s t anda rds are 

be ing m a i n t a i n e d wi thin the lab . Mos t did not have o n e . 

* R E C O R D R E T E N T I O N 

M a n y l a b o r a t o r i e s had r eco rds which were so i n a d e q u a t e that 

f inding ou t exact ly wha t was going on and d e m o n s t r a t i n g guilt 

in any c r imina l p r o c e e d i n g agains t t h e m would be difficult. 

* T E S T S U B S T A N C E C O N T R O L 

Lack of t e s t ing for each ba tch of test subs t ance -ca r r i e r mix for 

ra te of r e l ease and h o m o g e n e i t y of mix were the most p reva len t 

p r o b l e m s . 

* E Q U I P M E N T 

Lack of wr i t t en s t anda rd o p e r a t i n g p r o c e d u r e s (SOPs) for the 

c l e a n i n g , c a l i b r a t i o n , m a i n t e n a n c e and repa i r functions was the 

main p r o b l e m . 

The C o o k (1979) study of 28 l a b o r a t o r i e s c o n c l u d e d that in the 

two yea r s b e t w e e n the s tud ie s , a pe r iod dur ing which the B io -

r e s e a r c h M o n i t o r i n g Staff swung into effective o p e r a t i o n , the 

a v e r a g e c o m p l i a n c e ra te over the 86 G L P s c o m m o n to both s tudies 

i m p r o v e d from 60 per cent to 87 per cen t . E v e n though the re were 

p r o b l e m s o f c o m p a r a b i l i t y b e t w e e n the two s tud ie s , th ree 

i m p r o v e m e n t s s eemed qui te c lear . 

* T h e p e r c e n t of labs hav ing an o p e r a t i o n a l Q A U [Quality 

Assurance Unit] inc reased from 32 to 79 pe rcen t over the two-

yea r p e r i o d . 

* T h e p e r c e n t of labs i n c o m p l i a n c e wi th the r e q u i r e m e n t for 

a rch iva l s to rage of da ta with a d e q u a t e indexing increased from 

58 to 82 p e r c e n t . 

* F ina l ly , the a v e r a g e lab had 48 pe rcen t of r equ i red S O P ' s in 

1977 c o m p a r e d to 78 p e r c e n t in 1979 ( C o o k , 1979: viii). 

In spi te of these i m p r o v e m e n t s which might r easonab ly be 

a t t r i b u t e d t o the B i o r e s e a r c h M o n i t o r i n g P r o g r a m , p r o b l e m s 

r e m a i n e d . O n e lab in the 1979 study had as many as 42 G L P 

v i o l a t i o n s . A d m i t t e d l y , many of these were relat ively trivial ma t t e r s 

in t h e m s e l v e s , but they do add up to a d i s tu rb ing p a t t e r n of 

n e g l i g e n c e . A m a z i n g l y , in the a f t e rma th of the Searle and IBT 

fiascos, we find in bo th s tud ies a re la t ively low level of c o m p l i a n c e 

wi th r e g u l a t i o n s c o n c e r n i n g the ' h a n d l i n g o f d e a d / m o r i b u n d 
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a n i m a l s ' . The c o m p l i a n c e ra te was 68 per cent in 1977 and 78 per 

cen t in 1979. 

E v e n m o r e d i s t u r b i n g , the 1979 s tudy revea led 9 ins tances from 5 

dif ferent l a b o r a t o r i e s of inaccura te ly r e p o r t e d study resul ts . In 

s o m e cases t he deficiencies w e r e relat ively minor (for e x a m p l e , one 

l a b o r a t o r y r e p o r t e d incorrec t ly the n u m b e r of an imals housed per 

c a g e ) . H o w e v e r , t h e r e were a n u m b e r of ser ious deficiencies: 

* O n e lab incor rec t ly indicated that clinical o b s e r v a t i o n s were 

m a d e dai ly . 

* T h e same lab inaccu ra t e ly r epo r t ed the compos i t i on o f t h e 

c o n t r o l s u b s t a n c e . 

* A n o t h e r lab did not po in t out readily a p p a r e n t and statistically 

significant d i f ferences in test and con t ro l an ima l s . 

* A n o t h e r lab r e p o r t e d that histological e x a m i n a t i o n s (with 

p r e s u m a b l y nega t ive f ind ings ) were m a d e on s p e c i m e n s , which 

w e r e in fact not m a d e . 

* F ina l ly , a fourth lab did not r epor t clinically significant 

o b s e r v a t i o n s (excess ive sal ivat ion of dogs ) in its final study 

r e p o r t ( C o o k , 1979: 19). 

In spite of the w i d e s p r e a d p r o b l e m s wi th animal da ta , most 

o b s e r v e r s wou ld a g r e e wi th the view of Griffin (1977: 29) that : 

' F a b r i c a t i o n of resul t s is not as c o m m o n in toxicity s tudies [with 

a n i m a l s ] as i t is at the clinical trial [with h u m a n s ] s t age . ' B e t w e e n 

1972 and 1974 the F D A did a survey of c o m p l i a n c e a m o n g 155 

cl inical i n v e s t i g a t o r s w o r k i n g for 15 s p o n s o r s , most t r an sna t i ona l s 

( S u b c o m m i t t e e on H e a l t h , 1975). Seven ty- four p e r c e n t (115) failed 

to c o m p l y with one or m o r e of the r e q u i r e m e n t s of the law for 

c l inical i n v e s t i g a t o r s . 

Thi r ty- f ive per cent o f t h e cl inicians in the sample failed to obta in 

p r o p e r c o n s e n t from the i r p a t i e n t s , an area of abuse which will 

be d i scussed in the next sect ion. Fifty per cent failed to keep 

a c c u r a t e r e c o r d s o f t h e a m o u n t o f d rugs rece ived from the sponsor 

and d i s t r i b u t e d to test sub jec t s . This is a ser ious m a t t e r , as Mr 

G r e g o r y A h a r t o f the G e n e r a l A c c o u n t i n g Office testified before 

t he S e n a t e . 

I f t he i nves t i ga to r does not keep t rack o f t h e d r u g s , i t i s poss ib le 

he has given t h e m to peop le w h o are not t ra ined clinical 

i n v e s t i g a t o r s or that he has given t h e m to pa t i en t s ou t s ide the 

c o n t r o l s tudy . 
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If he does not k e e p records of w h e r e they w e n t , and the re is any 

a d v e r s e r eac t ion from the d r u g , or you need to follow up with 

p a t i e n t s that rece ived i t so they get p r o p e r medical care and 

m o n i t o r i n g , you c a n n o t t race the drug to the pa t i en t s that were 

s u b j e c t e d to the d rug and give t hem follow up care 

( S u b c o m m i t t e e on H e a l t h , 1976a: Par t I I , 339) . 

T w e n t y - e i g h t per cent o f t h e sample of c l in ic ians failed to a d h e r e 

to s tudy p r o t o c o l s . T w e n t y - t h r e e p e r c e n t failed to ma in ta in records 

which accu ra t e ly reflect the c o n d i t i o n s of the pa t ien t be fo re , dur ing 

and after t he s tudy , and 22 per cent did not retain case records as 

r e q u i r e d . 

Th i s survey did not inc lude s tudies c o n d u c t e d in-house by the 

s p o n s o r and s tud ies r egu l a t ed by the F D A ' s B u r e a u o f Bio logies . 

T h e F D A w a s r e q u e s t e d by the G e n e r a l A c c o u n t i n g Office to do 

fur ther surveys to assess the levels of c o m p l i a n c e in these a r e a s . 

A m o n g 35 clinical inves t iga t ions c o n d u c t e d in-housc by the 

s p o n s o r , all 35 failed to comply with o n e or more of the F D A 

r e g u l a t i o n s ( S u b c o m m i t t e e on H e a l t h . 1976a: Part I I , 342) . The 

r e c o r d for s tud ies s u b m i t t e d to the B u r e a u of Biologies was bet ter . 

T w e n t y - e i g h t of the 48 clinical inves t iga to rs inspected satisfied all 

F D A r e g u l a t i o n s . 

T h e p r o b l e m c o n t i n u e s . In the 1978 hea r ings before the K e n n e d y 

S u b c o m m i t t e e the f raudulent p rac t ices which had raised such a 

furore yea r s before w e r e still a p p a r e n t . Clinical data were still being 

' g r a p h i t e d ' ; a case had recent ly a p p e a r e d of a clinical inves t iga tor 

wi th a forged med ica l l i censure cer t i f ica te ; da ta col lected on one 

p r o d u c t was be ing submi t t ed for a n o t h e r ; and so on. C o m m i s s i o n e r 

D o n a l d K e n n e d y c a t a l o g u e d a long list of abuses which r e m a i n e d of 

ma jo r c o n c e r n . 

* C a s e r e p o r t s on f ic t i t ious sub jec t s , and on subjects w h o were 

n e v e r a d m i n i s t e r e d the inves t iga t ional d rug . O b v i o u s l y , 

d e p e n d e n c e on such spu r ious da ta might resul t in e x p a n d e d 

tes t ing ofa d rug or in the poss ible a p p r o v a l of a drug for use in a 

c o n d i t i o n w h e r e i t w a s , in fact, ineffective. 

* C a s e r e p o r t s c o n t a i n i n g the resul t s of clinical l abora to ry work 

which was not ac tua l ly p e r f o r m e d . T h e p u r p o s e of such 

l a b o r a t o r y w o r k is to assess the safety o f t h e drug in h u m a n 

sub jec t s - for e x a m p l e , i fa d rug is toxic to the liver, and tes ts of 

liver function are not p e r f o r m e d , then the drug might not be 

w i t h d r a w n in t ime to p reven t p e r m a n e n t liver d a m a g e or d e a t h . 
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False r e p r e s e n t a t i o n of Ins t i tu t iona l Rev iew Boa rd approva l of 

a s tudy . A layer of subject p ro t ec t i on is r e m o v e d if 

u n i n f o r m a t i v e c o n s e n t forms were used , or i f a study o f the type 

d o n e should not have been done in the ins t i tu t ion in ques t ion . 

M i s r e p r e s e n t a t i o n of pa t ien t d i agnos i s and d e m o g r a p h i c data . 

If a pa t i en t d o e s not have the d isease to be t r ea t ed with the 

inves t iga t iona l d r u g , then any repor t of efficacy o f t h a t drug is 

obv ious ly s p u r i o u s . 

C o n s e n t o f t h e clinical subject not o b t a i n e d . C o n s e n t m e a n s 

informed c o n s e n t . Lack ing necessary in format ion , the subject 

migh t e n t e r a s tudy which he would not have en t e r ed if he 

had been informed o f t h e d a n g e r s as well as the possible 

benef i ts . 

D r u g d o s e s g iven , far exceed p ro toco l l imi ta t ions . This could 

be d a n g e r o u s , since p ro toco l s often specify doses at the upper 

limit of w h a t has been j u d g e d to be safe. 

D r u g s given to i n a p p r o p r i a t e sub jec t s . This could be d a n g e r o u s 

i f d r u g s a imed at the genera l ly hea l thy adul t popu l a t i on are 

given to ch i l d r en or the aged w h e r e their m e t a b o l i s m might be 

different . Of pa r t i cu l a r i m p o r t a n c e is the admin i s t r a t i on of 

d r u g s to p r e g n a n t w o m e n whe re fetal a b n o r m a l i t i e s might be 

c a u s e d . 

Serial use of inves t iga t iona l d rugs to the exclus ion of accep ted 

t h e r a p y . This m a k e s the subject no th ing but a gu inea pig , and 

his best in te res t might not be se rved . 

A d m i n i s t r a t i o n to subjec ts of two or more invest igat ional drugs 

a t the s a m e t ime and the a d m i n i s t r a t i o n of o the r significant and 

p e r h a p s in te r fe r ing d rugs with the inves t iga t ional d rug . H e r e 

the in fo rma t ion ob t a ined is v a l u e l e s s , and the subject has been 

put at n e e d l e s s risk. 

I n a d e q u a t e medica l a t t e n t i o n to the test popu l a t i on th rough 

excess ive d e l e g a t i o n of a u t h o r i t y , lack of fo l lowup, e tc . 

O b v i o u s l y , this i s d a n g e r o u s to the subject . 

R e p r e s e n t a t i o n of inves t iga t iona l d rugs as m a r k e t e d 

p r o d u c t s a n d / o r the sale of such d rugs . In this s i tuat ion the 

subject c a n n o t have been informed o f t h e na tu re o f t h e drug 

and is s o m e t i m e s i n a p p r o p r i a t e l y cha rged for it. The 

i nves t i ga to r may profit hugely by his "exclusive franchise ' 

e s t ab l i shed by his being an inves t iga to r of a p roduc t not 

ava i l ab l e to all phys ic i ans ( S u b c o m m i t t e e on H e a l t h , 1978: Part 

V. 7 6 - 9 ) . 
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In spi te o f t h e fact that such abuses are w i d e s p r e a d , in the ent i re 

h is tory of the F D A only 35 clinical inves t iga to r s have been dis­

qual if ied from do ing further test ing for submis s ions to the agency . 

The rights of subjects 

M a n y of the p a t i e n t s w h o are e x p e r i m e n t e d on with unt r ied drugs 

suffer t e r r ib l e a d v e r s e r eac t ions . The i r suffering is not always 

n e c e s s a r y . I n d e e d the grea t major i ty of new p r o d u c t s which are 

a p p r o v e d for m a r k e t i n g are not medical a d v a n c e s . Wolfe and 

G o r d o n (1978) p o i n t e d out that of 171 new p r o d u c t s marketed 

b e t w e e n O c t o b e r 1975 and D e c e m b e r 1977 only 6.4 per cent were 

classified by F D A as offering " impor tan t t h e r a p e u t i c ga ins ' , and 

fewer than 1 per cent of d rugs tested on h u m a n s p rov ided i m p o r t a n t 

t h e r a p e u t i c ga in . Seven ty - seven p e r c e n t o f drugs m a r k e t e d had the 

F D A classif icat ion ' l i t t le o r no t h e r a p e u t i c gain ' . Mos t new p roduc t s 

a r e m i n o r m o l e c u l a r m a n i p u l a t i o n s o f exist ing pa t en t ed drugs 

wh ich e n a b l e a m a n u f a c t u r e r to have its own pa t en t in a lucrat ive 

m a r k e t w i t h o u t offering p a t i e n t s a d v a n t a g e s over exist ing thera­

p i e s . A d m i t t e d l y , a c o m p a n y which sets out to get a slice of a good 

m a r k e t by an a p p a r e n t l y i n c o n s e q u e n t i a l m a n i p u l a t i o n of the 

m o l e c u l a r s t r u c t u r e of an exis t ing p r o d u c t can occas ional ly p r o d u c e 

a resul t wh ich does have some t h e r a p e u t i c a d v a n t a g e s over its 

p a r e n t . " 

T h e q u e s t i o n is w h e t h e r i t is t o l e r ab l e to subject pa t i en t s to risk 

w h e n the goal i s mere ly to rep l ica te s o m e t h i n g a l ready ava i l ab le , 

e v e n t h o u g h on o c c a s i o n s s o m e t h i n g supe r io r to exist ing t h e r a p i e s 

migh t resul t . Is it not a r e a s o n a b l e pr inc ip le to subject people to risk 

only w h e n the goal is explicit ly to p r o d u c e s o m e t h i n g be t te r for 

p e o p l e ? This is the pos i t ion impl ied in C l a u s e 5 o f t h e D e c l a r a t i o n of 

H e l s i n k i on e th ics in b iomed ica l r e sea rch : ' 5 . Every b iomedica l 

r e s e a r c h p ro jec t involv ing h u m a n subjec ts should be p receded by 

careful a s s e s s m e n t of p r ed i c t ab l e risks in c o m p a r i s o n with fore­

s e e a b l e benef i ts to the subject or to o t h e r s . . . . ' 

U n f o r t u n a t e l y , v ic t ims of drug tes t ing are not a wel l -kni t p re s su re 

g r o u p and such d e c l a r a t i o n s are rhe to r i c yet to be t r ans la ted into 

r ea l i ty . T h e issues are difficult. In F r a n c e t h e r e is a r e luc t ance to 

find jus t i f iable the t r e a t m e n t of any p a t i e n t w h o has a g e n u i n e 

hea l t h p r o b l e m with a p l a c e b o (an inert p i l l ) . " O n e can accept the 

use of p l a c e b o s for the a d v a n c e m e n t of medica l sc ience , but not for 

a s tudy u n d e r t a k e n to he lp a c o r p o r a t i o n get a r o u n d pa ten t laws. 
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M o s t o f t h e suffering o f pa t i en t s w h o a re given e x p e r i m e n t a l d rugs , 

or w h o are given a p l a c e b o when they might have been t r ea ted by 

o t h e r m e a n s , i s w a s t e d , in the 1960s F o o d and D r u g C o m m i s s i o n e r 

G o d d a r d e s t i m a t e d that only one in ten drugs that were investi-

ga t i ona l ly s tudied wou ld even tua l ly be a p p r o v e d for m a r k e t i n g ' 

( S h a p o , 1979: 48) . The law has a role to play in cut t ing unnecessa ry 

suffering to a m i n i m u m . 

O n e r e p o r t e d dec i s ion (Hyman v. Jewish Chronic Disease 

Hospital)'" i l lus t ra tes how a w e s o m e the mora l ques t ions can be. Dr 

C h e s t e r S o u t h a m , a p res t ig ious cance r r e s e a r c h e r , had u n d e r t a k e n 

to build upon p r e v i o u s re sea rch which had shown that heal thy 

p e o p l e w i t h o u t c ance r reject foreign cance r cells which are injected 

into t h e m m u c h m o r e quickly than cance r pa t i en t s . S o u t h a m now 

w o n d e r e d w h e t h e r p e o p l e w h o were deb i l i t a t ed but not suffering 

from c a n c e r wou ld reac t with the speed of re ject ion of heal thy 

p e o p l e , o r o f p e o p l e with exist ing c a n c e r s . T w e n t y - t w o aged 

p e r s o n s from the J ewi sh C h r o n i c D i sease Hosp i t a l we re selected for 

a s tudy to a n s w e r this ques t ion . 

The p a t i e n t s w e r e not told that the i r inject ions con ta ined cancer 

cel ls . R a t h e r , the in jec t ions were p o r t r a y e d as a skin test for 

i m m u n i t y or r e s p o n s e . The r e s e a r c h e r s p red ic t ed that a lump would 

a p p e a r and t h e n g r adua l l y d i s a p p e a r do ing no harm to the pa t i en t s . 

H e n c e they d e c i d e d not to stir up w h a t they t h o u g h t would be 

u n n e c e s s a r y anx ie ty . 

S o u t h a m had d e c l a r e d that t he re was essent ia l ly 'no risk' in the 

p r o c e d u r e . I t shou ld be n o t e d , h o w e v e r , that he was quo ted as 

e x p l a i n i n g his o w n re luc t ance to v o l u n t e e r for cancer cell 

in jec t ions on a n o t h e r occas ion by saying that a l though he 'did not 

r ega rd the e x p e r i m e n t as d a n g e r o u s . . . [ l jet 's face it, there are 

re la t ive ly few skilled cance r r e s e a r c h e r s , and i t seemed stupid to 

t a k e even the little r isk ' ( S h a p o , 1979: 3 5 - 6 ) . 

M o r e o v e r , t h e r e was a t least some medica l op in ion that in cer ta in 

cases c a n c e r o u s t u m o u r s would form and spread . As i t tu rned out , 

they did not . The e lder ly pa t i en t s t h r e w off the injected cells as 

p r o m p t l y as hea l thy p a t i e n t s . This resul t had i m p o r t a n t medica l 

i m p l i c a t i o n s . I t sugges ted the possibi l i ty that the body might possess 

de fence m e c h a n i s m s aga ins t cancer which could be a roused to f ight 

the d i s e a s e . T h e r ights and w r o n g s o f t h e r e s e a r c h e r ' s b e h a v i o u r are 

t r o u b l i n g prec i se ly b e c a u s e the e x p e r i m e n t was not a trivial o n e . 

B u t i t m u s t be p o i n t e d out that in spite o f t h e intrinsic difficulties of 
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d r a w i n g mora l b o u n d a r i e s in this a r e a , t h e r e are cer ta in r e c u r r e n t 

a b u s e s which are b e y o n d any s t anda rd of a c c e p t a b l e behav iou r . 

O n e e x a m p l e invo lved the purposeful w i thho ld ing of a beneficial 

d rug in the P h i l i p p i n e s (Lan t in et a l . , 1963). C h l o r a m p h e n i c o l is of 

d e m o n s t r a t e d va lue in the t r e a t m e n t of t ypho id . The conce rn o f t h e 

r e s e a r c h e r s was t o d i scover w h e t h e r r e l apses were more c o m m o n 

a m o n g those t r e a t e d wi th c h l o r a m p h e n i c o l . O f 4 8 0 typhoid cases in 

the ca re of the r e s e a r c h e r s , 251 were given the an t ib io t ic and 157 

had i t w i t h h e l d . A m o n g the t r ea t ed g r o u p 28 ( 6 8 % ) had a r e l apse , 

n o n e of t h e m s e r i o u s , while in the n o n - t r e a t e d g roup only six 

( 3 . 8 % ) had a r e l a p s e , aga in , none be ing se r ious . H e n c e i t was 

d e m o n s t r a t e d tha t a non - se r i ous compl i ca t i on was more likely to 

occu r in p a t i e n t s t r e a t e d wi th the an t ib io t i c . 'But the price paid for 

th is i n fo rma t ion was tha t w h e r e a s the mor ta l i ty was only twenty 

( 7 . 9 7 % ) in the t r e a t e d series i t was thir ty six ( 2 2 . 9 3 % ) in the 

u n t r e a t e d . In o t h e r w o r d s , a b o u t twen ty peop le died to d e m o n ­

s t ra te a c o m p a r a t i v e l y minor d i s a d v a n t a g e of c h l o r a m p h e n i c o l 

t h e r a p y in t y p h o i d ' ( P a p p w o r t h , 1967: 181). 

The U n i t e d S t a t e s does not have a good historical record on 

sub jec t ing p o w e r l e s s g r o u p s t o d a n g e r o u s medical e x p e r i m e n t a ­

t ion . T h e r e are m a n y e x a m p l e s to ma tch the infamous denial of 

penic i l l in to A l a b a m a blacks suffering from syphil is to obse rve the 

l o n g - t e r m effects of the d i sease . Often they have involved 

p r i s o n e r s . I t i s te l l ing that some o f t h e G e r m a n doc to r s on trial a t 

N u r e m b e r g a t t e m p t e d to defend t h e m s e l v e s by cit ing a n u m b e r of 

A m e r i c a n s tud ies on p r i s o n e r s . A m o n g those cited was the work of 

C o l o n e l S t r o n g ( la te r P rofessor o f Trop ica l M e d i c i n e a t H a r v a r d ) . 

W i t h o u t the k n o w l e d g e o f t h e victims he infected with plague a group 

of p r i soners c o n d e m n e d to dea th . L a t e r he did an expe r imen t in 

which p r i soners were r ewarded with tobacco for being given ber i­

be r i . O n e died as a result o f the e x p e r i m e n t ( P a p p w o r t h , 1967: 61) . 

Time m a g a z i n e on 12 Ju ly , 1963 desc r ibed a n u m b e r of horrifying 

cases o f t h e use of p r i sone r s in medica l e x p e r i m e n t a t i o n . Be low is 

one e x a m p l e . 

T h u s t he O h i o S ta te P e n i t e n t i a r y in C o l u m b u s has provided 

v o l u n t e e r s for c ance r r e sea rch e x p e r i m e n t s . T h e s e men were 

g iven in jec t ions of live cance r cel ls . ( N o n e of t hem d e v e l o p e d 

c a n c e r . ) A t C o o k C o u n t y jail i n C h i c a g o p r i s o n e r - v o l u n t e e r s 

w e r e injected wi th blood from pa t i en t s w h o had l eukemia . ( N o n e 

of t he se c o n t r a c t e d the disease e i t he r . ) W h a t i s i m p o r t a n t . 
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however, is the purpose ofthe experiment, which was to see 
whether either disease could be transmitted to others.Be/bre 
these experiments the possibility that they could have been was 
quite definite. 

Gettinger and Krajick (1979) also provided a variety of examples 
of questionable pharmacological experimentation on prisoners. 
Here are two examples: 

* In 1963 at the Kansas State Penitentiary, 43 men were 
injected with a radioactive substance and their brains were 
X-rayed, a procedure that is generally reserved for 
emergencies. 

* From 1963 to 1971. the Atomic Energy Commission sponsored 
tests on scores of inmates in Oregon and Washington in which 
prisoners* testicles were exposed to massive doses of X-rays. In 
1964. eight inmates at the Oregon State Penitentiary who 

previously had had vasectomies had their testicles implanted 
with steroids and sex hormones to see what effect these 
substances had on sperm production (Gettinger and Krajick, 
1979: 11). 

Finally the Kennedy hearings in 1975 (Subcommittee on Health. 
1975) received affidavits from prisoners who were told by doctors 
that dangerous drugs had no side-effects, who were allowed to 
continue taking the experimental drug for a considerable time after 
serious side-effects had appeared, who were left unsupervised in a 
prison with no medical staff over a weekend while suffering from 
such side-effects. The prisoners were enticed into the experiments 
with small financial rewards. 

One could tell almost equally unsavoury stories of institution­
alised children and mental retardates in drug testing, going back to 
Queen Caroline, wife of George IV. who used "half a dozen ofthe 
charity children belonging to St James' parish' to experiment with a 
smallpox vaccination before submitting her own children to it 
(Sloane, 1755). The situation has improved everywhere, particu­
larly in the United States. 

The doctrine of informed consent in FDA regulations today 
affords patients many protections they did not previously have. 

The subject's consent may be obtained only while he or she is so 
situated as to be able to comprehend fully the information 
presented, and the subject's consent must be obtained under 
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circumstances that minimize the possibility of undue influence or 
coercion. In addition, the information given must be in the 
primary language of either the subject or the subject's legal 
representative. No exculpatory language may be included in 
either written or oral consent (Federal Register, v. 44 (158). Aug 
14, 1979, p. 47720). 

Influential in the formulation of the FDA principles of informed 
consent were the deliberations of the New York Board of Regents 
following the Southam cancer injection case mentioned above. The 
Board of Regents recognised the right of a patient to refuse to 
participate in an experiment no matter how 'irrational' or 
•emotional' the reasons for such refusal might seem to be. More­
over, 'the physician, when he is acting as experimenter, cannot 
claim those rights of doctor-patient relationships that do permit 
him. in a therapeutic situation, to withhold information when he 
judges it to be in the best interests of his patient' (Human Experi­
mentation Hearings on s.9741 93d Cong., lstscss. , 1138(1973)). 

An FDA survey of compliance with informed consent require­
ments in 238 clinical studies found that in the majority of cases there 
was at least one violation of informed consent regulations: 

Violations disclosed by the inspections included failure to obtain 
consent and the use of forms containing exculpatory language. In 
addition, some forms were deficient in that they: 

Failed to provide the subject with a fair explanation of 
pertinent information as to what or how long additional tests or 
examinations would be required in connection with the use ofthe 
experimental drug. 

Failed to inform the subject ofthe results of pertinent animal 
and/or previous clinical studies with the drug to enable the 
subject to exercise free power of choice. 

Failed to state what steps would be taken to prevent or 
minimize the possible risks and hazards associated with the drug. 

Failed to use simple language rather than medical 
terminology when explaining the details concerning the proposed 
study. 

Failed to inform the subjects that some would serve as 
inoculated control subjects who would receive either a placebo 
substance or an alternative drug, rather than the investigational 
new drug under study (Subcommittee on Health. 1976a: Part II. 
350). 
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N o t w i t h s t a n d i n g the i m p r o v e m e n t s , the p r o b l e m s o f medical 

e x p e r i m e n t a l a b u s e s will neve r go away . The locus of abuses has 

p e r h a p s shifted from pr i sons to l o c k e d - d o o r nursing h o m e facilities 

for the a g e d . In s t i t u t iona l R e v i e w B o a r d s are cer ta in ly p ro t ec t i ons 

in tha t they subject c l inicians to peer rev iew of their t r e a t m e n t of 

i n s t i t u t i ona l i s ed p a t i e n t s . ' 3 But the wors t abuses have occur red in 

i n s t i t u t i o n s which h a v e flouted the legal r e q u i r e m e n t s for Insti­

t u t i o n a l R e v i e w B o a r d s . M o r e f u n d a m e n t a l l y , k n o w l e d g e i s power 

in a cl inical s i t ua t ion . F o r m a l r egu l a t i ons c a n n o t conce ivably cover 

all the sub t l e ways tha t a physic ian can r ep re sen t an e x p e r i m e n t a l 

d r u g as m o r e safe and efficacious than it is in fact known to be. 

D o c t o r - p a t i e n t i n t e r ac t i on is simply not a m e n a b l e to r igorous 

r e g u l a t i o n . 

AN INTERPRETATION OF THE CASE STUDIES 

The sources of fraud 

W h e n the officers of a c o m p a n y e n g a g e in a fraud which vict imises 

c o n s u m e r s the e x p l a n a t i o n usually invoked is the profit mo t ive . 

T r u e , fraud in the t es t ing of d rugs u n d o u b t e d l y is often the result of 

c o m p a n i e s s t r iv ing to get a profi table p r o d u c t on the m a r k e t regard­

less of its safety or efficacy. Since scientific p roof of haza rds is 

a l w a y s a difficult and p r o t r a c t e d p roces s , the e c o n o m i c risks of 

u n s c r u p u l o u s c o n d u c t to get the p r o d u c t m a r k e t e d are often less 

t h a n the e c o n o m i c benef i ts . The query : 'Why would they do i t when 

they k n o w the m a r k e t will even tua l ly catch up with t h e m ? ' can be a 

na ive q u e s t i o n . 

N o t all ac to r s w h o c o n t r i b u t e to the fraud, h o w e v e r , do so with 

the in ten t of serving the in te res t s of profit. M a n y lower-level o rgan­

i sa t iona l ac to r s pe r fo rm their r e sea rch respons ib i l i t i es with great 

i n t eg r i ty and h o n e s t y only to have the i r work used for d i shones t 

p u r p o s e s by p e o p l e m o r e senior in the o rgan i sa t ion . Several 

r e s e a r c h p e r s o n n e l i n t e rv i ewed for this study c o m p l a i n e d of 

i n s t a n c e s w h e r e the i r supe r io r s had e i the r ignored or twisted 

r e s e a r c h f indings which reflected badly on a c o m p a n y p roduc t . 

M o s t p h a r m a c e u t i c a l c o m p a n i e s w a n t their r e sea rche r s to con­

duct r e s e a r c h hones t ly and r igorous ly . I f the re are p r o b l e m s , then 

the c o m p a n y gene ra l ly will want to k n o w a b o u t t h e m . A drug which 

p r o d u c e s a flood of p r o d u c t liability suits is less likely to be com­

merc i a l l y v iab le . Safety is the re fo re a factor in a rat ional m a r k e t i n g 
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dec i s ion . T h e r e will be cases , h o w e v e r , w h e r e the i n d e t e r m i n a t e 

risk of a legal b a c k l a s h from lack of safety is far ou twe ighed by the 

e x t r a o r d i n a r y sales p ro spec t s for a d rug . In these cases senior 

e x e c u t i v e s may c h o o s e to ignore or d is tor t the advice of peop le 

w h o m they pay to give t hem object ive da ta on d rugs . C o m p a n i e s 

m a y . as in the Sear le and t h a l i d o m i d e case s tud ie s , seek informat ion 

from a n u m b e r of scient is ts but only r epo r t to the heal th au tho r i t i e s 

the f ind ings of t h o s e w h o say good th ings abou t the p roduc t . US 

c o m p a n i e s often c o m m i s s i o n clinical s tud ies in many c o u n t r i e s , but 

only r e p o r t to t he F D A the da ta from those coun t r i e s which 

p r o d u c e favourab le resu l t s . The r e s e a r c h e r s involved may be 

hones t and o b j e c t i v e , in no way conn iv ing to satisfy the c o m p a n y ' s 

p ro f i t -mak ing i n t e r e s t s . I t is jus t tha t the i r da ta are used selectively 

for tha t p u r p o s e . 

T h e r e is a r ange of ways that fraud can occur . Senior execut ives 

can set out to be d i s h o n e s t by having d i s h o n e s t r e sea rche r s work for 

t h e m , or they can be d i shones t by twis t ing the work of hones t 

r e s e a r c h e r s . T h e n t h e r e i s the p r o b l e m of c o m p a n i e s which set out 

to be h o n e s t , but which p e r p e t r a t e fraud b e c a u s e , u n b e k n o w n to 

t h e m , they have d i s h o n e s t r e sea rche r s w o r k i n g for t h e m . Possibly 

the la t te r is the most c o m m o n kind of fraud, but i t is unlikely to 

b e c o m e publ ic ly k n o w n b e c a u s e a c o m p a n y which d iscovers that 

o n e of its officers had been fudging da ta will be e m b a r r a s s e d by its 

fai lure to p r e v e n t this from h a p p e n i n g u n d e r its nose . 

T h r e e r e s e a r c h d i r e c t o r s in te rv iewed were o p e n e n o u g h to admi t 

t ha t t hey had found ins tances of p e o p l e w h o w o r k e d for t hem 

fudging da t a . In n o n e of these cases had the p r o b l e m gone publ ic . 

W h y do e m p l o y e e s p r o d u c e d i shones t da ta for a c o m p a n y which 

d e m a n d s hones ty o f t h e m ? 

To beg in to a p p r e c i a t e the a n s w e r to this ques t ion we must have 

an u n d e r s t a n d i n g of the intensi ty of c o m m i t m e n t of many scientists 

to the i r w o r k . T h e a b s o r p t i o n ' symbol ized by the ideal ized por t ra i t 

o f t h e scientis t g r a b b i n g c a t n a p s in his l abo ra to ry while pursu ing the 

n e w e s t l ead , rival the images o f t h e grea t a r t i s t s ' ( S h a p o , 1979: 9) . 

O n e A m e r i c a n execu t i ve cha rac t e r i s ed the a t t i tude of his scientists 

as fol lows: ' T h e chemis t w h o synthes i ses a new c o m p o u n d is very 

p o s s e s s i v e a b o u t it. It is his offspring, and he de fends it like a son or 

d a u g h t e r . A l s o the p h a r m a c o l o g i s t w h o shows that this new com­

p o u n d has ce r t a in effects of t h e r a p e u t i c va lue sees it as his baby. It is 

not so m u c h that they will lie and chea t to defend it, but they will be 

b i a s e d . ' T h e line b e t w e e n bias and fraud is of cour se a f ine o n e , and 
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the s ame sense of o v e r c o m m i t m e n t which p r o d u c e s bias can lead to 

fraud. Such p r e s s u r e s for fraud are likely to be grea tes t whe re a 

sc ient is t has been p r o m o t e d or has built his or her prest ige as "the 

p e r s o n w h o d i scove red X' . P e r h a p s a scientis t has made pred ic t ions 

a b o u t t he safety of a d rug based on early da ta and the c o m p a n y has 

i nves t ed a large a m o u n t of m o n e y on the s t rength of this p red ic t ion . 

F u r t h e r da ta which show the p red i c t i on to be in e r ro r might be seen 

as t h r e a t e n i n g a fo r thcoming decis ion on the p r o m o t i o n of the 

sc ient i s t . 

It is difficult to imag ine h o w dep re s s ing it must be for scientists to 

have spen t many yea r s of their lives and mil l ions of their company*s 

m o n e y on a p r o d u c t to find tha t i t has been a c o m p l e t e was te . A p a r t 

from this psycholog ica l p r e s s u r e , t he re is often a p ressure der iving 

from o r g a n i s a t i o n a l goa l - se t t ing . T a k e the s i tuat ion of R ike r , a 

p h a r m a c e u t i c a l subs id ia ry o f t h e 3M c o r p o r a t i o n . In o r d e r to foster 

i n n o v a t i o n , 3M i m p o s e s on R ike r a goal that each year 25 per cent 

of g ross sales should be of p r o d u c t s i n t roduced in the last five years . 

N o w if R i k e r ' s r e s ea r ch division were to have a long dry spell 

t h r o u g h no fault of its o w n , but because all of its c o m p o u n d s had 

t u r n e d ou t to have toxic effects, the o rgan i sa t i on would be under 

p r e s s u r e to chu rn s o m e t h i n g out to mee t the goal imposed by 

h e a d q u a r t e r s . R i k e r would not have to yield to this p ressu re . I t 

cou ld p r e s u m a b l y go to 3M and expla in the reasons for its run ofbad 

luck. T h e fact that such goal r e q u i r e m e n t s do put r e sea rch d i r ec to r s 

u n d e r p r e s s u r e was well i l lustrated by one A m e r i c a n execut ive w h o 

e x p l a i n e d tha t r e s e a r c h d i r ec to r s often forestall crit icism of long dry 

spel ls by s p r e a d i n g out d i scover ies - schedul ing the p r o g r a m m e so 

t h a t s o m e t h i n g new is a lways on the ho r i zon . 

S o m e t i m e s the goal p e r f o r m a n c e c r i t e r ion which c r ea t e s p ressure 

for f raud /b ias is not for the p r o d u c t i o n of a cer ta in n u m b e r of 

w i n n e r s but s imply for c o m p l e t i n g a p r e d e t e r m i n e d n u m b e r of 

e v a l u a t i o n s in a given year . O n e medica l d i rec tor told me that one 

of his staff had run 10 tr ials which showed a drug to be clear on a 

c e r t a i n tes t , t h e n fabr ica ted da ta on the r ema in ing 90 trials to show 

the s ame resul t . The fraud had been p e r p e t r a t e d by a scientist w h o 

w a s falling b e h i n d in his w o r k l o a d and who had an obl iga t ion to 

c o m p l e t e a ce r t a in n u m b e r of e v a l u a t i o n s for the year . 

T h e p u r p o s e of this sect ion has been to show that i t is an overly 

s impl is t ic m o d e l of c o r p o r a t e m i s c o n d u c t which a s sumes that all 

fraud is m o t i v a t e d by the des i re for profit. F raud can be an illegiti­

m a t e m e a n s to ach iev ing any one of a wide range of o rgan i sa t iona l 
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and p e r s o n a l goals w h e n legi t imate m e a n s to goal a t t a i n m e n t are 

b l o c k e d ( G r o s s , 1978). 

The problem of regulating subtleties 

No r e g u l a t o r y s c h e m e can ever effectively cont ro l the quality and 

in tegr i ty of sc i ence . It is simply not poss ib le to wri te a rule to 

p r o h i b i t every type of abuse of scientific object iv i ty . C o n s i d e r the 

fol lowing s t a t e m e n t by Eps t e in (1978: 67) which gives an impres ­

sion o f t h e infinity of sins of omiss ion poss ib le in tes t ing for cance r in 

a n i m a l s . 

O n e o f t h e most poor ly c o n d u c t e d a r ea s o f animal cancer 

r e s e a r c h i s t he ident i f icat ion o f t h e cance r in the a n i m a l s ' bod ies . 

T h e p r o c e s s of finding a cancer in the fresh carcass of a mouse or 

rat is different from the d iscovery of c ance r in a h u m a n by a 

d o c t o r . The r o d e n t c a n n o t c o m p l a i n o f painful s y m p t o m s before 

d e a t h . A l s o , since c a r c i n o g e n s may cause cance r in any of a wide 

r a n g e o f o r g a n s , the en t i re body o f t h e an imal must be 

me t i cu lous ly s e a r c h e d . This is not poss ib le if, t h r o u g h neglect or 

p o o r h u s b a n d r y , the an imal has been a l lowed to die and 

d e c o m p o s e before an a d e q u a t e a u t o p s y , as is often the case . 

E p s t e i n la ter po in t s out five specific p loys which are ava i lab le to 

r e s e a r c h e r s w h o do not w a n t to find cance r in an ima l s yet w h o 

wou ld s h u d d e r a t the p rospec t of ou t r igh t fraud. 

1. U s i n g too few an ima l s [for a cancer which the r e sea rche r has 

g r o u n d s to suspec t will have only a low ra te of inc idence in 

a n i m a l s ] . 

2 . E x p o s u r e in excess o f t h e maximal ly to le ra ted d o s e , resul t ing 

in p r e m a t u r e an imal d e a t h s before onse t of cancer . 

3 . D o s e s t oo low for the size o f t h e an ima l test g r o u p , resul t ing in 

fai lure to ob t a in a statistically significant inc idence of t u m o r s . 

4 . D e l i b e r a t e p r e m a t u r e sacrifice of an ima l s for o the r "studies' 

d u r i n g the c o u r s e o f t h e main tes t , t hus dep le t ing the n u m b e r o f 

a n i m a l s r e m a i n i n g alive and at risk for cancer . 

5 . P r e m a t u r e t e r m i n a t i o n o f t h e test before sufficient t ime has 

e l a p s e d for the a n i m a l s to d e v e l o p t u m o r s ( E p s t e i n . 1978: 301) . 

Such a b u s e s c a n n o t be r egu la t ed out of ex i s t ence . The case 

s t u d i e s in this c h a p t e r have begun to i l lus t ra te how exist ing cr iminal 

l aw, d e s i g n e d to sanc t ion specific h e i n o u s ac t s , is at a loss to deal 
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wi th an i r r e s p o n s i b l e p a t t e r n of c o n d u c t , no individual e l e m e n t of 

wh ich is s a n c t i o n a b l e in its own right. H e a l t h au thor i t i e s can 

e l i m i n a t e specific g ross a b u s e s , but in the final analysis the public is 

a t the mercy o f t h e sc ien t i s t ' s in tegr i ty . Clear ly some scientists and 

s o m e drug c o m p a n i e s have m o r e in tegr i ty than o t h e r s . The medical 

d i r e c t o r of an A m e r i c a n c o m p a n y told of an instance when a 

c o n t r a c t lab had d o n e only r igh t -ang led sec t ions on the o rgans of 

sacrificed a n i m a l s . He insisted on ob l i que sect ions as well to 

i n c r e a s e the p r o b a b i l i t y of f inding a p r o b l e m which he had reason to 

suspec t m i g h t exist . R e g u l a t i o n s can neve r force scientis ts to go the 

ex t r a mile w h e n t h e r e i s r ea son to do so. I n d e e d , one o f t h e d a n g e r s 

of o v e r - r e g u l a t i o n is t ha t i t can e n g e n d e r an a t t i tude that peop le 

have no respons ib i l i ty beyond that which is set down in the regula­

t i o n s . At least this was the view of some r e s p o n d e n t s ab o u t the 

i m p a c t of ' o v e r - r e g u l a t i o n ' on their work a t t i tudes and those of 

t he i r e m p l o y e e s . 

Such an a t t i t u d e , like o t h e r costs of r egu l a t i on , is not an inevit­

ab le c o n s e q u e n c e of r egu l a t i on . I t can be avo ided by a ba lanced 

a p p r e c i a t i o n o f t h e limits of r e g u l a t i o n , and an a p p r o p r i a t e mix of 

e n f o r c e m e n t of s t a n d a r d s and e d u c a t i o n as to social respons ib i l i ­

t i es . Le t us c o n s i d e r some o the r avo idab l e costs o f r egu la t ion . O n e 

of the mos t te l l ing cr i t ic isms from indust ry of the F D A ' s G L P 

r e g u l a t i o n s was that they would stultify m e t h o d o l o g i c a l innova t ion 

in tox ico log ica l r e sea r ch . The dange r was that a set of rules would 

be w r i t t e n wh ich e m b o d i e d the state of the art of toxicological 

e x p e r i m e n t a t i o n in 1978. Tha t state o f t h e art would be frozen for 

d e c a d e s b e c a u s e to e x p e r i m e n t wi th new s t a n d a r d s would be illegal. 

T h e p r o b l e m was solved w h e n the F D A agreed to exc lude ' s tudies 

to d e v e l o p new m e t h o d o l o g i e s for toxicology e x p e r i m e n t a t i o n ' 

from the scope o f t h e G L P r e g u l a t i o n s . 

A rea l is t ic app ra i s a l leads to the conc lus ion that the F D A . 

p e r h a p s un l ike m a n y o t h e r US regu la to ry agenc i e s , has done more 

to foster m e t h o d o l o g i c a l i nnova t i on than to stultify it. A n u m b e r of 

i n t e r v i e w r e s p o n d e n t s po in ted out that w h e n an F D A inspec to r sees 

a good n e w idea in the course of an in spec t ion , he /she will tell 

c o l l e a g u e s and o t h e r c o m p a n i e s w h o have not caught on to the 

i m p r o v e m e n t . Since F D A regu la t i ons are based on the cu r ren t s tate 

o f t h e ar t , the i n n o v a t i o n may in t ime c o m e to be r ega rded as such 

an i m p o r t a n t safeguard as to de se rve m a n d a t o r y s ta tus as a regula­

t i on . Th i s role of the F D A in fostering innova t ion is a ma t t e r of 

c o n s i d e r a b l e c o n c e r n to c o m p a n i e s , and pe r iod ic a t t e m p t s are 
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m a d e to pull into line c o m p a n i e s which m a k e a habi t of in t roduc ing 

new safety m e a s u r e s which u l t imate ly b e c o m e an indus t ry -wide 

b u r d e n . T h e R e g u l a t o r y Affairs D i r e c t o r o f an A m e r i c a n corpor ­

a t ion just i f ied this need to cont ro l safety i nnova t i on by c o m p e t i t o r s 

by saying: ' C o m p a n i e s don ' t want to leap-frog themse lves into 

b a n k r u p t c y . ' 

I t is i m p o r t a n t to real ise that r egu l a t i ons do entai l costs . I t should 

be i n c u m b e n t upon r egu la to ry agenc ie s to p r e p a r e cost of regu­

la t ion i m p a c t s t a t m e n t s before rushing in wi th new r e q u i r e m e n t s . 

At the s ame t i m e , t h e r e is no need to s u c c u m b to a s s u m p t i o n s that 

all such cos ts are i nev i t ab l e . This is the t r ap which industry ideo­

logues foster. T a k e the following s t a t e m e n t in an A b b o t t L a b o r a ­

to r i e s d o c u m e n t on the costs o f r egu la t ion : 

It is r i d i cu lous to try to explain to a l ayman inves t iga tor from the 

F D A why you d a r e d to use a pa t ien t whose ur ine specific gravity 

was 1.008, b e c a u s e the normal in your lab is 1.010 to 1.025. He 

p r o b a b l y had an ext ra glass of wa t e r that m o r n i n g that changes 

i t . " 

The po in t is tha t th is does seem so difficult to expla in . M o r e o v e r , 

the i m p r e s s i o n c o m m u n i c a t e d by most of the o p e r a t i n g staff of 

c o r p o r a t i o n s i n t e rv i ewed was that the great major i ty o f g o v e r n m e n t 

i n s p e c t o r s w e r e o p e n to pe r suas ion w h e n they a t t e m p t e d to impose 

scientifically i r r a t iona l r egu la to ry r e q u i r e m e n t s . R e g u l a t o r y Affairs 

staff, h o w e v e r , fairly cons is ten t ly e s p o u s e d the view that regula­

t ions inev i t ab ly p r o d u c e d i r ra t iona l i ty . R e g u l a t i o n s s o m e t i m e s are 

i m p o s e d a rb i t ra r i ly and i r ra t ional ly by ce r ta in g o v e r n m e n t in­

s p e c t o r s , but a r b i t r a r i n e s s and i r ra t ional i ty are not an inevi table 

c o n s e q u e n c e of r egu la t ion per se. T h e so lu t ion is not to do away 

wi th r e g u l a t i o n , but to dismiss (or t ransfer to o the r dut ies ) i r ra t ional 

i n s p e c t o r s , and to be on gua rd against r egu l a t i ons which in prac t ice 

p r o v e cos t - inef fec t ive . The an t i - r egu l a to ry ideology is seen at its 

w o r s t i n the same A b b o t t d o c u m e n t : 

Of c o u r s e t h e r e a re going to be rare occas ions w h e r e inves t iga tors 

will be d i s h o n e s t . H u m a n e x p e r i e n c e m a k e s i t perfectly clear that 

t h e r e are p e r s o n s wi th less than the o p t i m u m degree of integri ty 

in eve ry walk of life. The ques t ion is w h e t h e r the a t t e m p t to 

t r i p - u p this small g r o u p by an ever increas ing n u m b e r of 

r e g u l a t o r y h u r d l e s is w o r t h the price paid. . . . T h e r e are nearly 

13,000 ind iv idua l clinical inves t iga tors accord ing to that divis ion 's 
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a re no l onge r el igible to w o r k on I N D ' s o r N D A ' s . Can 0 . 2 % of 

the cl inical i nves t iga to r s do e n o u g h h a r m to wa r r an t so much 

a t t e n t i o n ? I t is a lways necessary to have several s tudies and , 

t h e r e f o r e , m o r e t h a n one inves t iga to r w o r k i n g on a c a n d i d a t e 

d r u g . A r e s t r i ngen t r egu l a t i ons b inding every inves t iga tor to 

t e d i o u s and e x p e n s i v e a d m i n i s t r a t i v e p r o c e d u r e s just if iable 

m e r e l y to inc rease the chance of ca t ch ing the one bad inves t iga tor 

ou t o f 5 0 0 ? 

The i nc idence of h o m i c i d e , se r ious assaul t and robbery a re all less 

t h a n o n e in 500 o f t h e genera l p o p u l a t i o n . 1 5 D o e s this m e a n that we 

s h o u l d s top s p e n d i n g the vast po l i ce , p r i sons and cour t budge t s to 

r e g u l a t e such c r i m e s , b u d g e t s many t imes g rea te r than those of 

hea l t h r e g u l a t o r y a u t h o r i t i e s ? A cur ious thing abou t the A b b o t t 

s t a t e m e n t is tha t i t ta lks of an ' o p t i m u m d e g r e e of in tegr i ty ' . O n e 

w o n d e r s w h a t kind o f r e s e a r c h e r A b b o t t wou ld cons ide r to have too 

m u c h in tegr i ty . 

W h i l e re jec t ing the more sweep ing forms of industry rhe tor ic 

a b o u t r e g u l a t i o n , i t is necessa ry to c o m e to gr ips with the fact that 

r e g u l a t i o n offers less p r o t e c t i o n to c o n s u m e r s than internal 

c o m p a n y safety s t a n d a r d s . This is u n q u e s t i o n a b l y t rue of risks 

posed to p a t i e n t s in the safety tes t ing of new drugs . O n e US Regu­

la tory Affairs D i r e c t o r po in ted out s o m e t h i n g which would be t rue 

of mos t c o m p a n i e s in the indust ry: 'Since I 've been at [my c o m p a n y ] 

t h e r e has not been o n e case w h e r e the F D A has requ i red us to stop 

cl inical t r ia ls on a d rug because t h e r e have been p r o b l e m s with it, 

but t h e r e have been many cases w h e r e the c o m p a n y has done so . ' 

Of c o u r s e o n e can a r g u e tha t c o m p a n i e s often s top test ing a danger ­

ous d rug only b e c a u s e m a r k e t forces and poten t ia l p roduc t liability 

cos t s force t h e m to do it. W h a t e v e r the r e a s o n , the fact is tha t they 

m o r e often do i t of the i r own voli t ion t h a n because of regu la to ry 

c o m p u l s i o n . 

I n e v i t a b l y , the c o m p a n y will c o m e to k n o w of most p r o b l e m s 

long before the r e g u l a t o r s . They have more informat ion r epo r t ed to 

t h e m , m o r e staff c a p a b l e of assess ing that in fo rmat ion , and more 

i n t i m a t e k n o w l e d g e of a p r o d u c t which they c rea ted . Ex te rna l ly 

i m p o s e d r e g u l a t i o n is t he re fo re not only a more c lumsy tool than 

se l f - r egu la t ion to con t ro l the sub t le t i e s of scientific a b u s e , it is a tool 

wh ich will no rma l ly only be appl ied after the d a m a g e is d o n e . The 

fact tha t se l f - regula t ion offers m o r e p ro t ec t i on than ex te rna l 

98 
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r e g u l a t i o n i s even m o r e o v e r w h e l m i n g l y the case in many c o u n t r i e s , 

i nc lud ing the d e v e l o p e d e c o n o m i e s o f D e n m a r k , F i n l an d , N o r w a y , 

S p a i n , Swi t ze r l and and G e r m a n y , ' " w h e r e g o v e r n m e n t app rova l i s 

not r e q u i r e d before a c o m p a n y beg ins p re l iminary safety tes t ing of a 

new drug on h u m a n be ings . W h e r e t he re i s no external r egu la t ion , 

se l f - regu la t ion p r o v i d e s the sole p r o t e c t i o n . 

Making self-regulation work 

I n t e r n a l c o m p a n y inspec to r s are more likely to know w h e r e the 

b o d i e s a re bu r i ed t h a n g o v e r n m e n t in spec to r s . The medical 

d i r e c t o r m e n t i o n e d a b o v e w h o b e c a m e suspic ious that one o f his 

sc ient i s t s had c o n d u c t e d a 100-trial s tudy by runn ing 10 and fabri­

ca t ing 90 had ava i l ab le many ways of c h e c k i n g out his d o u b t s . He 

could verify the n u m b e r of an ima l s t a k e n from the an imal s t o r e , the 

a m o u n t of d rug s u b s t a n c e which had been used , the n u m b e r of 

s a m p l e s which had been t e s t ed , and so on . H i s familiarity with the 

l a b o r a t o r y m a d e this easy. As an ins ider he could do so quietly 

w i t h o u t ra is ing the kind of a la rm which might lead the cr iminal to 

p o u r an a p p r o p r i a t e a m o u n t of drug subs t ance d o w n the sink. For a 

g o v e r n m e n t i n s p e c t o r this would have been more difficult. 

F D A G o o d L a b o r a t o r y Prac t ices r egu l a t i ons have recognised 

this f u n d a m e n t a l real i ty and placed p r e d o m i n a n t re l iance on self-

r e g u l a t o r y m e c h a n i s m s . Each d rug- tes t ing l abora to ry i s r equ i red by 

the r e g u l a t i o n s to have a Qua l i ty A s s u r a n c e Uni t ( Q A U ) which will 

act as an in t e rna l p o l i c e m a n of r egu la to ry c o m p l i a n c e . Such a 

se l f - regu la to ry r e q u i r e m e n t shifts the f inancial b u r d e n of regula t ion 

away from g o v e r n m e n t and on to the c o r p o r a t i o n . I t is r e a s o n a b l e 

tha t a c o m p a n y which m a k e s a profit because o f t h e benefits of a 

d rug shou ld also bea r the cost of p r o t e c t i n g the public from its 

p o t e n t i a l d a n g e r s . " S e c o n d , as we shall see later in the b o o k , even 

the w e a l t h i e s t g o v e r n m e n t s in the wor ld c a n n o t afford effective 

i n s p e c t i o n of c o r p o r a t e conduc t as a m a t t e r of sheer budge ta ry 

p rac t i ca l i ty . T h e F D A was quick to learn from the Sear le investi­

ga t i on tha t i n -dep th r e t r o s p e c t i v e review of da ta was an op t i on that 

the agency could only afford in e x t r a o r d i n a r y c i r c u m s t a n c e s . 

The dec i s ion to t h r o w the major b u r d e n of r egu la t ion on to an 

i n t e rna l Q A U ra ised s o m e thorny i ssues , h o w e v e r . Indus t ry a rgued 

t h a t i f Q A U s had to m a k e their f ind ings ava i l ab le to the F D A , then 

t he i r e f fec t iveness as a m a n a g e m e n t tool to ensu re the qual i ty of 

r e s e a r c h wou ld be u n d e r m i n e d . A Q A U which knew that its 
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c o m m e n t s would be read by F D A officials (and by c o n s u m e r g roups 

w h o could get the c o m m e n t s from the F D A u n d e r F r e e d o m of 

I n f o r m a t i o n laws) w o u l d be less than frank in its r epor t s to 

m a n a g e m e n t . Q A U r e p o r t s would b e c o m e a public re la t ions 

function of the c o m p a n y r a the r t h a n a compl i ance function. The 

F D A was p e r s u a d e d by this a r g u m e n t and dec ided that , as a ma t t e r 

of a d m i n i s t r a t i v e po l icy , inspec tors would not reques t r epor t s of 

f ind ings and p r o b l e m s u n c o v e r e d by the Q A U or records of cor­

rec t ive ac t i ons r e c o m m e n d e d and t a k e n . F D A inspectors would 

still aud i t the Q A U to ensu re that i t had effective compl i ance 

s y s t e m s in place and to check cer ta in objec t ive compl i ance cr i ter ia . 

H o w e v e r , t h e s e r e c o r d s ava i l ab le for r egu la r inspect ion would be 

s e p a r a t e d from r e p o r t s of f indings and p r o b l e m s and correc t ive 

a c t i o n s r e c o m m e n d e d . Whi l e the lat ter Q A U repo r t s would b e 

t r e a t e d as conf iden t ia l c o m p a n y d o c u m e n t s by the F D A , this does 

not p r e v e n t a c o u r t r equ i r ing the t ab l ing of any Q A U r e p o r t , jus t as 

c o u r t s can d e m a n d o t h e r t ypes o f c o m p a n y d o c u m e n t s which are 

conf iden t ia l for rou t ine inspector ia l p u r p o s e s . We will re tu rn to this 

issue in C h a p t e r 9. 

An e x e m p l a r y r e q u i r e m e n t o f t he G L P s i s that Q A U status 

r e p o r t s mus t rou t ine ly be placed before the study d i rec tor and 

m a n a g e m e n t o f the c o m p a n y . O t h e r r egu la to ry schemes tend to 

i gno re the i m p o r t a n c e of ensu r ing that p e o p l e a t the top of an 

o r g a n i s a t i o n k n o w a b o u t r egu la to ry p r o b l e m s both so that they can 

be he ld legally a c c o u n t a b l e for t hem and so that they might be 

forced to t ake rectifying ac t ion . The need for formal m e c h a n i s m s to 

e n s u r e tha t 'bad n e w s ' ge ts to the top was a cent ra l t h e m e in S tone ' s 

s e m i n a l ana lys i s o f c o r p o r a t e c r ime : 

F i r s t , as to ge t t i ng to the h ighe r -ups informat ion a d e q u a t e to 

a p p r e c i a t e the legal j e o p a r d y the i r c o m p a n y is in, the re is a 

na tu ra l t e n d e n c y for 'bad n e w s ' o f a n y sort not to rise to the top in 

an o r g a n i z a t i o n . A sc reen ing p roces s t akes p l ace , such that if a 

c o m p a n y has b e e n t ou t i ng a new d r u g , and the drug begins 

' e x p e r i e n c i n g difficulties' in the l ab , lab e m p l o y e e s and the i r 

s u p e r v i s o r s j u s t ' k n o w ' tha t in format ion a b o u t this i s to be passed 

u p w a r d , i f at al l , only in the vagues t t e r m s . If an a u t o m o b i l e 

c o m p a n y has r e t o o l e d and is gea red to p r o d u c e 500,000 units of 

some car , a test d r iver or his supe rv i so r k n o w s that informat ion 

s u g g e s t i n g that the car tu rns over too easily is not going to be 

w e l c o m e d ' u p s t a i r s ' . W o r s e still, cer ta in sorts o f w r o n g d o i n g o fa 
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m o r e se r ious sort - for e x a m p l e , price-fixing or o the r c r iminal 

act ivi ty - is not j u s t s c r eened out casua l ly ; i t b e c o m e s the j o b of 

s o m e o n e , p e r h a p s the genera l c o u n s e l , to in te rcep t any such 

in fo rma t ion tha t cou ld ' t a in t ' his p res iden t or board c h a i r m a n , 

d ivu lg ing his susp ic ions only in p r i v a t e , if at all. In this way , the 

law not on ly fails to br ing a b o u t the necessa ry in ternal flow of 

i n f o r m a t i o n , i t may sys temat ica l ly o p e r a t e to keep in format ion , 

of w r o n g d o i n g away from the very p e o p l e w h o might best do 

s o m e t h i n g a b o u t i t ( S t o n e , 1975: 4 4 - 5 ) . 

The s t r u c t u r e d c o m m u n i c a t i o n b lockage which p ro tec t ed the 

R i c h a r d s o n - M e r r e l l b o a r d from k n o w l e d g e of the M E R / 2 9 fraud 

i l l u s t r a t e s S t o n e ' s po in t . S tone a rgues tha t the law has an i m p o r t a n t 

role to play in e n s u r i n g that t r a n s n a t i o n a l c o r p o r a t i o n s have an 

effective i n t e r n a t i o n a l c o m m u n i c a t i o n s sys tem. Fo r a p h a r m a ­

ceu t i ca l c o m p a n y , i n fo rma t ion abou t the safety of its p roduc t s 

shou ld be g a t h e r e d not only from its own l a b o r a t o r i e s a round the 

w o r l d , but a lso from d o c t o r s , hosp i t a l s , p h a r m a c i s t s , univers i ty 

r e s e a r c h e r s , h e a l t h r egu l a to ry a u t h o r i t i e s , i n d e p e n d e n t con t rac t 

l a b o r a t o r i e s , and c o m p e t i t o r s in all c o u n t r i e s . M o r e o v e r , col lect ing 

the i n f o r m a t i o n is not e n o u g h . The i n fo rma t ion , d iges ted in an 

a p p r o p r i a t e form for a c t i on , must be de l ive red to the ' r ight ' desks . 

The t h a l i d o m i d e d i sas te r showed that this i s exactly wha t does not 

h a p p e n in p h a r m a c e u t i c a l c o m p a n i e s . Bad news from one par t of 

the wor ld d o e s not t ravel quickly e n o u g h to o t h e r pa r t s o f the wor ld . 

M o s t r e g u l a t o r y a g e n c i e s only r equ i r e that adve r s e r eac t ions which 

c o m e to the a t t e n t i o n of t he c o m p a n y within their country be 

r e p o r t e d . 

Se l f - r egu la t ion should be m o r e than se t t ing up in ternal pol icing 

s y s t e m s . T h e very s t ruc tu r e of a r e sea rch o rgan i sa t ion will have 

i m p l i c a t i o n s for c r i m e p r e v e n t i o n , and p r e v e n t i n g fraud ought to be 

a c o n s i d e r a t i o n in dec i s ions on o rgan i s a t i ona l s t ruc tu res . P e r h a p s 

the m o s t c r i m i n o g e n i c r e sea rch a r r a n g e m e n t i s a h ierarchica l o n e , 

cen t ra l ly c o n t r o l l e d by a study d i rec tor w h o gives a discrete task to 

each s u b o r d i n a t e . E v e r y m e m b e r o f the r e sea rch o rgan i sa t ion 

r e p o r t s to j u s t one supe r io r . A n y one p e r s o n i s aware only of wha t 

s/he and the p e o p l e w h o a n s w e r to h im/he r are do ing . B e y o n d th is , 

e ach r e s e a r c h e r is in t he dark as to wha t the o the r is do ing . 'Bad 

n e w s ' can be s t o p p e d by o n e super io r w h o dec ides that i t will r ise no 

fur ther in the o r g a n i s a t i o n a l h ie ra rchy . 

O p p o s e d to this i s a r e sea rch t e a m a p p r o a c h , c o m m o n l y 
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c h a r a c t e r i s e d in indus t ry as mat r ix m a n a g e m e n t . H e r e the study 

d i r e c t o r i s the c o o r d i n a t o r o f a system of in t e r - r e l a t ionsh ips a m o n g 

r e s e a r c h e r s . 1 1 E a c h has a task which o v e r l a p s with s o m e o n e else 's 

task . I t is t h e r e f o r e essent ia l tha t each k n o w s what the o the r is 

d o i n g . To facil i tate this the mat r ix r e sea r ch t eam will typically have 

a w e e k l y m e e t i n g w h e r e each m e m b e r will give a r epor t on 

p r o g r e s s . W h e n different people are w o r k i n g over the same f igures 

it is m o r e difficult to fiddle those f igures. U n d e r a system where 

e v e r y o n e k n o w s wha t e v e r y o n e else is do ing i t is hard to p reven t bad 

news from reach ing the t o p . C o n v e r s e l y , i t is difficult for s o m e o n e 

at the top to quiet ly pass down an ins t ruc t ion to have some dirty 

w o r k d o n e . T h e r e sea r ch d i r ec to r o f an A m e r i c a n t r ansna t iona l 

wh ich had c h a n g e d from a h ie ra rch ica l to a mat r ix research o rgan­

i sa t ion e x p l a i n e d : ' U n d e r the old system I could go and tell one of 

my sec t ion h e a d s to t h r o w out a sick rat and not tell a n y o n e abou t it. 

U n d e r t he new sys tem this i s not pos s ib l e . ' 

Financial dependence and scientific independence 

The p r o b l e m of the f inancial d e p e n d e n c e of con t rac t labs is 

p o i n t e d l y i l lus t ra ted by the following view of Pe t e r Noe l from one of 

the la rges t Br i t i sh c o n t r a c t labs , the H u n t i n g t o n R e s e a r c h C e n t r e . 

N o t u n c o m m o n l y , we are a sked : 'Will you please p r e p a r e a 

p r o t o c o l and e s t i m a t e of cost for a 3 - ( 6 - e tc . ) m o n t h study in rats 

( d o g s , p r i m a t e s , e tc . ) on a d rug (pes t i c ide , food a d d i t i v e , e t c . ) ? ' 

We have l ea rned that h o w e v e r precise and de ta i led our 

p r o t o c o l s , i t is the e s t ima te ofcos t a lone which is occas ional ly the 

bas is for se lect ing a tes t ing facility. L o w e r costs have not 

in f requen t ly been r eached by abb rev i a t i ng p ro toco l s and 

s o m e t i m e s , s p o n s o r s could not , o r wou ld not , a p p r e c i a t e the 

d i f ferences in the c o n t e n t s o f t h e study p r o p o s e d . The 

i n t r o d u c t i o n of f inancial c o n s i d e r a t i o n s leads to c o m p e t i t i o n 

( N o e l , 1977: 112). 

C o m p e t i t i o n in pr ice t akes place at the e x p e n s e of c o m p e t i t i o n in 

qua l i ty b e c a u s e w h e r e a s the sponsor suffers directly from higher 

p r i c e s , often i t is only the c o n s u m e r w h o will suffer from poo re r 

qua l i ty . W h e n m a r k e t m e c h a n i s m s have an ant i-social effect o f th i s 

k i n d , t h e r e is an o b v i o u s need for r e g u l a t i o n s which set a m i n i m u m 

s t a n d a r d b e l o w which no resea rch o r g a n i s a t i o n is a l lowed to fall in 

r e s p o n s e to m a r k e t p r e s s u r e s . A further p r o t e c t i o n agains t b idding 
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qua l i ty away is for t he sponso r to wri te into the con t rac t a r equ i r e ­

m e n t tha t G L P s mus t be followed by the l a b o r a t o r y . This p r ac t i c e , 

n o w fol lowed by m a n y A m e r i c a n c o m p a n i e s , i s bo th an extra legal 

p r o t e c t i o n for the s p o n s o r , and some p r o t e c t i o n for t he r e spons ib le 

c o n t r a c t lab from the price cu t t e r which is p r e p a r e d to ignore G L P s . 

T h e f inancial d e p e n d e n c e of con t r ac t l a b o r a t o r i e s has also been a 

p r o b l e m wh ich has c o n c e r n e d the E n v i r o n m e n t a l P ro tec t ion 

A g e n c y in the U n i t e d S ta tes . Tha t agency has been giving cons ider ­

a t ion to l imi t ing the p r o b l e m by m e a s u r e s to ensu re that cont rac t 

labs do not b e c o m e f i n a n c i a l l y d e p e n d e n t upon one or more 

pes t i c ide m a n u f a c t u r e r s . One t e c h n i q u e would limit the p r o p o r t i o n 

of its bus ines s tha t any con t r ac t l a b o r a t o r y could have with a par­

t i cu la r pes t i c ide p r o d u c e r . This p roposa l is a c lumsy b u r e a u c r a t i c 

one w h i c h p r o v i d e s little real g u a r a n t e e of g r e a t e r in tegr i ty . 

In this c h a p t e r i t has b e e n seen h o w a sponso r can a b r o g a t e its 

o w n r e spons ib i l i t y for r e sea r ch s t a n d a r d s t h r o u g h an u n s p o k e n 

u n d e r s t a n d i n g with a con t r ac t l a b o r a t o r y which p r o d u c e s the 

f indings i t w a n t s . W h i l e this cer ta in ly d o e s h a p p e n , i t does not 

necessa r i ly m e a n tha t the con t rac t l abo ra to ry a r r a n g e m e n t i s 

i n h e r e n t l y inferior to i n -house a r r a n g e m e n t s (Wilcox et a l . , 1978: 

14 -5 ) . C o n t r a c t i n g ou t r e sea rch does pe rmi t sponsors wi th integrity 

to d i s t a n c e the i r r e s e a r c h p e o p l e from eva lua t i on of ' the i r own 

b a b y ' . Of ten i t is i m p o r t a n t to give different secret codes to the new 

p r o d u c t , an ex is t ing p r o d u c t with which i t is to be c o m p a r e d , and a 

p l a c e b o in o r d e r to p r e v e n t u n i n t e n t i o n a l (or i n t en t i ona l ) b iases 

affect ing the i n t e r p r e t a t i o n o f t h e effects o f t h e th ree t r e a t m e n t s . 

B r e a k i n g the secrecy of the code is p robab ly less likely to occur 

b e t w e e n o r g a n i s a t i o n s than wi thin one o r g a n i s a t i o n . On the o the r 

h a n d , a s p o n s o r c o m p a n y which has an o u t s t a n d i n g compl i ance 

sys tem is in a b e t t e r pos i t ion to apply its s t a n d a r d s of exce l lence to 

i n -house than to ou t s ide work . I n t e rna l c o r p o r a t e po l i cemen can 

m o r e readi ly d i scover the ske l e tons in the i r own c o r p o r a t e c losets 

than they can those o f o t h e r c o m p a n i e s . 

T h e c o n t r a c t l a b o r a t o r y r e l a t ionsh ip pe rmi t s compe t i t i ve forces 

to be for good or ill. But t he re is no reason why they c a n n o t be 

h a r n e s s e d for good . A s t a t e m e n t by former F D A C o m m i s s i o n e r 

S c h m i d t be fo re t he S e n a t e is a first s tep to u n d e r s t a n d i n g how this 

can be d o n e . 

T h e r e a re powerful e c o n o m i c and legal incent ives for drug 

m a n u f a c t u r e r s to car ry out a d e q u a t e an ima l s tudies of their 
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p r o d u c t s . S imi lar toxicologica l s tudies are done on closely related 

d r u g s by different d rug f i rms , and c o m p e t i t o r s ' p roduc t s are not 

u n c o m m o n l y inc luded in such s tud ies . This c ross -check , a 

b y - p r o d u c t o f t h e free en t e rp r i s e s y s t e m , p rov ides a s trong 

s t imu lus to ind iv idua l drug firms to have accura t e data on their 

o w n p r o d u c t s ( S u b c o m m i t t e e on H e a l t h , 1976a: Par t II , 92) . 

R e g u l a t o r y agenc ie s can foster this compe t i t i ve check by 

r e q u i r i n g two c o m p a n i e s seeking to en te r a m a r k e t with similar 

p r o d u c t s to each do c o m p a r a t i v e s tudies with the o t h e r ' s p r o d u c t . 

F o r a d e c a d e S e n a t o r Gay lo rd N e l s o n a t t e m p t e d to p e r s u a d e the 

US C o n g r e s s to accep t a th i rd -pa r ty tes t ing bill. N e l s o n ' s basic 

a r g u m e n t had been tha t industry should be ne i the r test ing the safety 

of its o w n p r o d u c t nor dec id ing w h o will do that test ing for t h e m . 

The cost to the t a x p a y e r o f g o v e r n m e n t do ing all drug tes t ing would 

be b e y o n d the pos s ib l e . Indus t ry cri t ics a rgue that the g o v e r n m e n t 

shou ld do the t e s t i n g , but industry foot the bill. Dr Schmid t has 

p o i n t e d ou t some o f t h e a r g u m e n t s agains t a g o v e r n m e n t m o n o p o l y 

o f d r u g t e s t i n g . 

I t is i nev i t ab l e tha t in car ry ing out its ac t iv i t ies , the G o v e r n m e n t 

wou ld c o m e to set r e s ea r ch p r io r i t i e s . Since I bel ieve that all 

m o n o p o l i e s , w h e t h e r publ ic o r p r i v a t e , tend to s t a g n a t e , the 

p r o s p e c t o f a n y single ins t i tu t ion gaining such cont ro l over all 

p rec l in ica l d rug inves t iga t ion t r o u b l e s me . Second , 'd i s in teres t ' 

d o e s not in any sense assure qua l i ty , a l t h o u g h i t may e l imina te 

o u t r i g h t b ias of ce r t a in k inds . 

We a t F D A unfo r tuna te ly k n o w , from an e m b a r r a s s i n g , 

we l l - pub l i c i z ed m i x u p of an imals in the course of an F D A study 

o f R E D N o . 2 , tha t G o v e r n m e n t t e s t ing i s v u l n e r a b l e t o the same 

p r o b l e m s of qual i ty cont ro l as tes t ing d o n e by pr iva te f i rms. 

T h i r d , a fact of life is that mos t tox ico logy l abo ra to r i e s and 

tox i co log i s t s are a l r eady es tab l i shed in p r iva te indus t ry , so that 

n o n i n d u s t r y facilities and p e r s o n n e l for this work simply are not 

ava i l ab le ( S u b c o m m i t t e e on H e a l t h , 1976a: Par t I I , 103-4) . 

An a l t e r n a t i v e which avo ids some of these p r o b l e m s is for the 

g o v e r n m e n t to a p p r o v e a list of i n d e p e n d e n t ' third pa r t i e s ' to 

u n d e r t a k e d rug tes t ing . These would be pr imar i ly pr iva te and 

un ive r s i t y l a b o r a t o r i e s , and p e r h a p s some l abo ra to r i e s in govern­

m e n t d e p a r t m e n t s . T h e g o v e r n m e n t could act as a ' b r o k e r ' award­

ing b ids to c o n d u c t e v a l u a t i o n s paid for by sponso r s on the basis of 

104 
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e c o n o m i c s , qual i ty of p r o t o c o l s , e x p e r i e n c e with the eva lua t ion of 

the t ype o f p r o d u c t c o n c e r n e d and technica l c o m p e t e n c e . Wi th the 

e l i m i n a t i o n of the d i rec t cash nexus b e t w e e n sponsor and con­

t r a c t o r , scientific i n d e p e n d e n c e could be a s su red . C o n t r a c t s would 

be w o n a c c o r d i n g to the qual i ty of past r e s e a r c h , not accord ing to 

h o w p leas ing the resu l t s were to the sponso r . Even g rea te r gua ran ­

t ee s wou ld preva i l w e r e t h e r e a r e q u i r e m e n t that the s tudies be 

u n d e r t a k e n by two or more resea rch c o n t r a c t o r s . C o n t r a c t o r s 

p r o d u c i n g da ta which the super io r m e t h o d o l o g i e s o f c o m p e t i t o r s 

s h o w e d to be in e r r o r would lose out in the c o m p e t i t i v e struggle for 

r e s e a r c h e x c e l l e n c e . 

T h e US N a t i o n a l C a n c e r Ins t i tu te t akes its g u a r a n t e e s o f the 

in t e rg r i ty o f r e s e a r c h u n d e r t a k e n by i n d e p e n d e n t c o n t r a c t o r s even 

fur ther . C o n t r a c t o r s are sent coded c o m p o u n d s and requi red to 

r e t u r n raw da t a shee t s t o a n o t h e r i n d e p e n d e n t co n t r ac t o r which 

d o e s t he s ta t is t ical ana lys i s . The first lab is t he re fo re in no posi t ion 

to fiddle its resul t s at the da ta analysis s tage . To check that the lab is 

d o i n g its r aw da t a co l l ec t ion p r o p e r l y , N C I will occas ional ly slip i t a 

c o d e d c o m p o u n d which has cer ta in c lear ly es tab l i shed effects to 

a s c e r t a i n tha t such effects are r e p o r t e d . T h e s e kinds of checks are 

o b v i o u s l y cos t ly , but t h e r e is no r eason that they could not be used 

spa r ing ly in a r ea s of high sensit ivi ty or i m p o r t a n c e , or whe re 

g r o u n d s for susp ic ion exist. 

O n e r e a s o n why simply r e m o v i n g the d i rec t cash nexus b e t w e e n 

s p o n s o r and c o n t r a c t o r by having the g o v e r n m e n t act as b roke r 

migh t not be sufficient for all s i tua t ions is that it does not r e m o v e 

p r e s s u r e s on c o n t r a c t o r s to achieve a cer ta in sample size by a 

d e a d l i n e . We have seen that da ta can be fabricated in o r d e r to meet 

a d e a d l i n e , j u s t as i t can be m a n u f a c t u r e d to p r o d u c e favourable 

r e su l t s . H e n c e the r a t i ona l e for the m o r e s t r ingent r e q u i r e m e n t s of 

c o m p e t i t i o n b e t w e e n c o n t r a c t o r s and the N a t i o n a l C a n c e r Ins t i tu te 

m e a s u r e s . Jus t as wi th toxicologica l s t u d i e s , t h e r e are incent ives for 

d a t a fabr ica t ion a m o n g clinical inves t iga to r s (especial ly w h e n as 

m u c h as $1 ,000 per subject i s paid by A m e r i c a n c o m p a n i e s , 

e n a b l i n g s o m e d o c t o r s to ea rn up to $1 mill ion a year from drug 

r e s e a r c h ) . T h e case for N C I type m e a s u r e s here i s there fore also 

c l ea r . 

At least i f clinical t e s t ing con t r ac t s w e r e a w a r d e d by g o v e r n m e n t , 

we wou ld no l onge r have the s i tua t ion of the A u s t r a l i a n Medica l 

D i r e c t o r of an A m e r i c a n t r a n s n a t i o n a l w h o could say qui te openly 

to m e : 'Of c o u r s e we do pat a doc to r on the back and congra tu l a t e 
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him m o r e if as well as following the p ro toco l p roper ly and fi l l ing out 

t he forms in deta i l he finds what we p red i c t ed . T h a t ' s only na tu r a l . ' 

A n o t h e r reform which would use c o m p e t i t i v e forces to improve 

the qua l i ty of r e sea r ch would be to m a k e f indings on the safety of 

d r u g s ava i l ab l e u n d e r F r e e d o m o f I n f o r m a t i o n A c t s (see M c G a r i t y 

and S h a p i r o , 1980). This would m e a n that the qual i ty of r e sea rch 

w o u l d be sub jec ted to eva lua t ion and re-analysis not only by 

g o v e r n m e n t sc ient is ts but by the scient is ts of c o m p e t i t o r s w h o have 

a c lea r ves ted in te res t in uncove r ing m e t h o d o l o g i c a l w e a k n e s s e s . 

S imi l a r ly , c o n s u m e r g r o u p s should be able to eva lua te the da ta 

which have led to a decis ion to set a p roduc t loose upon c o n s u m e r s . 

S h a p o (1979 : 57) incisively a rgued : 'As a m a t t e r of d e m o c r a t i c 

v a l u e s , t h e r e is a s t rong p r e s u m p t i o n in favor of mak ing public the 

facts a b o u t e x p e r i m e n t a t i o n whose subjec ts are the p u b l i c ' D r u g 

c o m p a n i e s shou ld not have the right to t rea t as a p r iva te commerc ia l 

sec re t s o m e t h i n g which has a cost in risk of injury bo rne by the 

pub l i c . 

I n t he a b s e n c e o f t h e m o r e sweep ing re forms m e n t i o n e d a b o v e , 

the pub l i c should have a right to ce r ta in o t h e r types of in format ion . 

T h e p u b l i c , and pa r t i cu la r ly the medical profession a t l a rge , should 

be i n f o r m e d w h e t h e r a r e s e a r c h e r publ i sh ing data a b o u t a pa r t i cu la r 

d r u g was f inanc ia l ly s u p p o r t e d in that r e sea rch by the manufac tu re r 

o f t h e d rug . M e d i c a l j o u r n a l s should have a policy o f r e q u i r i n g such 

d i s c l o s u r e . T h e s e pol ic ies could never be total ly effective b e c a u s e , 

as E p s t e i n (1978: 82) has po in ted ou t , large c o r p o r a t i o n s are 

infinitely resourcefu l in channe l l i ng the i r funds indirect ly to suppor t 

c a p t i v e r e s e a r c h e r s . 

A n o t h e r a l l eged tack is for the firm, singly or in c o m b i n a t i o n with 

like f i rms, to set up supposed ly i n d e p e n d e n t research ins t i tu tes 

w h o s e sc ient is ts seem a lways to find ev idence to suppor t the 

s t ance t a k e n by the f i rm, desp i te mass ive con t r a ry ev idence . 

T h u s , w h e n some h i g h - s o u n d i n g ins t i tu te s ta tes that a c o m p o u n d 

is h a r m l e s s or a p roces s free of r isk, it is wise to k n o w w h e n c e the 

ins t i tu te or the sc ient is ts w h o work t h e r e ob ta in their f inanc ia l 

s u p p o r t . 

O n e of the m a n y lessons from the t h a l i d o m i d e d isas te r was the 

i m p o r t a n c e of giving c o m p a n y officers g u a r a n t e e s of a right to 

pub l i sh f ind ings p r o m p t l y from the resea rch they do for the 

c o m p a n y . D u r i n g F e b r u a r y and M a r c h of 1962, Dr S o m e r s o f 

D i s t i l l e r s gave t h a l i d o m i d e to four p r e g n a n t whi te r abb i t s . O f t h e 18 
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baby r abb i t s b o r n , 13 had the t e r r ib l e t ypes of deformi t ies now 

a s s o c i a t e d with t h a l i d o m i d e . S o m e r s was a n x i o u s to publish his 

f ind ings quick ly . B u t w h e n G r u n e n t h a l l e a r n e d o f t h e resu l t s , they 

w r o t e to Dis t i l l e r s sugges t ing that p u b l i c a t i o n shou ld be de layed for 

the t ime be ing . S o m e r s , with an integr i ty wh ich many r e sea rche r s 

w i th in indus t ry might not have s h o w n , p u b l i s h e d his pape r in The 

Lancet of 28 A p r i l 1962. 

At least o n e A m e r i c a n c o m p a n y , S c h e r i n g , a l lows its sc ient is ts , 

as a m a t t e r of c o n t r a c t , the right to pub l i sh i n d e p e n d e n t l y in 

a c a d e m i c j o u r n a l s any f indings from the i r r e s ea r ch . This i s an 

i m p o r t a n t p r o t e c t i o n not only because i t e n a b l e s c o m p a n y scientists 

to b l o w the whis t l e after a ser ious c o v e r - u p , but a lso because the re is 

b o u n d to be a p r e v e n t i v e effect from the k n o w l e d g e that a com­

p a n y ' s c o v e r cou ld be b lown at any t i m e by a scientist w h o has a 

c o n t r a c t u a l right to do so. 

Deterrence and rehabilitation 

T h e se r ious c o n s e q u e n c e s for the t h a l i d o m i d e c o r p o r a t i o n s 

invo lved not c r imina l s anc t ions , but civil ac t ions cos t ing many 

h u n d r e d s of mil l ion do l l a r s , civil ac t ions which were universal ly 

se t t l ed ou t of c o u r t . S imi lar ly , in the o t h e r case s tudies of this 

c h a p t e r , c o m p a n i e s have not suffered severe ly at the hands of 

c r imina l c o u r t s , if t hey were deal t wi th by a cr iminal court at all. 

Th i s i s not to say tha t the c o m p a n i e s w e r e u n t o u c h e d by the events 

d i scussed h e r e . On the c o n t r a r y , we have seen that the c o m p a n i e s 

c o n s i d e r e d in the major case s tudies in th is c h a p t e r - R i c h a r d s o n -

M e r r e l l , G r u n e n t h a l , D i s t i l l e r s , G . D . S e a r l e , B i o m e t r i c Tes t ing 

I n c . , I B T - suffered at least in the shor t t e rm on the stock m a r k e t or 

in prof i tabi l i ty . T h e y w e r e set back in the main not b e c a u s e of 

c r i m i n a l s a n c t i o n s but from the adve r se publ ic i ty su r round ing the 

a l l e g a t i o n s m a d e aga ins t t h e m . E x e c u t i v e s o f these c o m p a n i e s 

c o m m u n i c a t e the m e s s a g e that the c a m p a i g n s against t hem had 

c o n s e q u e n t i a l d e t e r r e n t effects, but that the d e t e r r e n c e by and large 

p r e c e d e d r a t h e r than followed from any cr iminal act ion which 

migh t have b e e n t a k e n agains t t h e m . 

T h e r e i s e v i d e n c e that the c o r p o r a t i o n s involved were not only 

d e t e r r e d , but a lso in some m e a s u r e r ehab i l i t a t ed . An obv ious 

e x c e p t i o n he re is I B T w h i c h , in effect, was s en t enced wi thou t trial 

to a de facto c o r p o r a t e d e a t h s e n t e n c e . It is unl ikely to rise from the 

d e a d in r e h a b i l i t a t e d form. We have s e e n , t h o u g h , the way that 
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S e a r l e , former ly with one of the most sloppy internal con t ro l 

s y s t e m s in the A m e r i c a n p h a r m a c e u t i c a l indus t ry , set up a tough 

i n t e r n a t i o n a l in te rna l c o m p l i a n c e sys tem. Similar ly , following its 

c r i ses o f t h e ear ly 1960s. R i c h a r d s o n - M e r r e l l a p p o i n t e d a ' D i r e c t o r 

of S t a n d a r d s ' to a pos i t ion with c o n s i d e r a b l e o rgan i sa t iona l c lout . 

T h e a p p o i n t e e was a s t rong p e r s o n a l i t y , a former F D A Distr ict 

C o m m i s s i o n e r , whose j o b i t was to c lean up the c o m p a n y . A wor ld­

w i d e c o r p o r a t e s t a n d a r d s m a n u a l was i n t r o d u c e d , someth ing 

u n u s u a l a t tha t t i m e , t hough c o m m o n p l a c e today . Head office 

b e g a n s end ing t r o u b l e s h o o t e r s to subs id ia r ies a round the world to 

c h e c k tha t the new s t a n d a r d s were being met . An o lde r R i c h a r d s o n -

M e r r e l l e x e c u t i v e , w h o saw the t r a n s f o r m a t i o n c la imed that a t the 

t i m e R i c h a r d s o n - M e r r e l l led the indust ry in wor ldwide aud i t ing 

p r o g r a m m e s o f c o r p o r a t e s t a n d a r d s in qual i ty o f d r u g tes t ing and 

g o o d m a n u f a c t u r i n g p rac t i ce s . W h e t h e r or not this i s t r u e , the re can 

be little q u e s t i o n that cons ide rab l e c o r p o r a t e rehabi l i t a t ion took 

p l a c e . 

T h e t h a l i d o m i d e and Sear le cr ises also resu l ted in a kind of 

r e g u l a t o r y r e h a b i l i t a t i o n . M E R / 2 9 and t h a l i d o m i d e coming closely 

on top of each o t h e r p e r m i t t e d S e n a t o r Kefauve r to push t h r o u g h 

s w e e p i n g a m e n d m e n t s t o t o u g h e n the US F o o d , D r u g and Cos ­

m e t i c A c t in 1962. A l m o s t every d e v e l o p e d coun t ry severely 

t i g h t e n e d its r e g u l a t o r y con t ro l s on the p h a r m a c e u t i c a l indust ry in 

t h e w a k e of t h a l i d o m i d e . Sear le ' s fiasco was the catalyst for the 

i n t r o d u c t i o n of G o o d L a b o r a t o r y P rac t i ce s r egu l a t i ons for the first 

t i m e . Cr i t i cs o f t h e p r o c e s s would call i t legislat ion by crisis r a the r 

t h e n r e g u l a t o r y r e h a b i l i t a t i o n . 

T h e mos t s t r a igh t fo rward conc lus ion of this c h a p t e r must be , 

in the face o f t h e w i d e s p r e a d a b u s e s in the safety tes t ing of drugs 

wh ich have b e e n d o c u m e n t e d , that the following s t a t e m e n t o f wha t 

has b e e n , and a r g u a b l y still is, F D A pol icy, i s an u n a c c e p t a b l e 

p o s i t i o n . 

T h e policy o f t h e F D A necessar i ly has been that unless the re is a 

c o m p e l l i n g r e a s o n to bel ieve o t h e r w i s e , we would p roceed from 

the a s s u m p t i o n that the founda t ion was in tact , and that the 

e v i d e n c e s u b m i t t e d to suppor t an app l i ca t ion reflected 

p r o f e s s i o n a l i s m and science o f t h e highest o r d e r ( G a r d n e r , 1977: 

5) . 

A pos i t ion m o r e firmly g r o u n d e d in the real i t ies d o c u m e n t e d here 

has b e e n e x p r e s s e d by E p s t e i n (1978: 300 ) : 
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C o n s t r a i n t s on d a t a , from gross i n a d e q u a c y , biased 

i n t e r p r e t a t i o n , m a n i p u l a t i o n , suppress ion and ou t r igh t 

d e s t r u c t i o n , are c o m m o n p l a c e , espec ia l ly w h e n profi table 

p r o d u c t s or p r o c e s s e s are involved . E v i d e n c e of such cons t r a in t s 

n o w just i f ies a priori r e se rva t ions abou t the validity of da ta 

d e v e l o p e d by ins t i tu t ions or indiv iduals whose e c o n o m i c in te res t s 

a re affected, especia l ly w h e n the data base has been ma in t a ined 

as conf ident ia l at i ndus t ry ' s ins i s tence . 

I ndus t ry e x e c u t i v e s like to a r g u e that i t is now the 1980s and that 

t he a b u s e s o f t h e 1970s and 1960s are p h e n o m e n a o f t h e past. But 

the real is t ic s tance is still one of a priori r e s e r v a t i o n s abou t the 

val id i ty of da ta suppl ied by indus t ry . C o n s i d e r the following inter­

v iew wh ich I had in 1980 with a Medica l D i r e c t o r in A u s t r a l i a (a 

d e v e l o p e d c o u n t r y wi th a r e p u t a t i o n as hav ing one o f t h e toughes t 

r e g u l a t o r y s c h e m e s ) . The Medica l D i r e c t o r w o r k e d for an 

A m e r i c a n t r a n s n a t i o n a l which c o n c e n t r a t e s a subs tan t ia l p ropor ­

t ion of its cl inical t es t ing p r o g r a m m e in A u s t r a l i a : 

J. B . : Do you or the Health Department ever do audits of your 

doctors to see that the patients on which you have forms actually 

exist! 

M e d i c a l D i r e c t o r : N o . A n d I don ' t th ink that i s necessary . 

J. B . : But what about the instances which have been proven in the 

US of doctors providing data on fictitious patients in order to 

collect more money for clinical testing! 

M e d i c a l D i r e c t o r : T h e r e are no incen t ives fo r th i s . I fwe get back 

t o o f avou rab l e a p i c tu re on a p r o d u c t , we wou ld then go and 

o v e r p r o m o t e it. Tha t would r e b o u n d aga ins t us. 

J. B . : But presumably an expert fraud would produce neither 

extremely favourable nor extremely unfavourable results, but 

pretty average-looking results! 

M e d i c a l D i r e c t o r : In that case i t would not affect our resul ts . 



4 Unsafe manufacturing practices 

SOME CASE STUDIES 

L a w s r e g u l a t i n g the safe m a n u f a c t u r e of d rugs have been respon­

sive to cr i ses in a way very similar to the r egu la t ion of tes t ing . It will 

be seen in this c h a p t e r how the US F o o d , D r u g and C o s m e t i c Act of 

1938 was b r o u g h t in to be ing after over one h u n d r e d peop le died in 

the el ixir su l f an i l amide d isas ter . The Br i t i sh C o m m i t t e e on Safety 

of D r u g s was set up after the t h a l i d o m i d e t r agedy . T o u g h e r con­

t ro l l i ng legis la t ion e n s u e d in F r a n c e w h e n in 1954 more than a 

h u n d r e d p e o p l e died after be ing g iven incorrec t ly labelled tab le t s 

for the t r e a t m e n t of boi l s . 

M o s t c o u n t r i e s now have regu la t ions for G o o d M a n u f a c t u r i n g 

P r a c t i c e s ( G M P s ) . In some c o u n t r i e s , such as the Un i t ed S ta te s , 

v io l a t i ons o f t h e r e g u l a t i o n s a re cr iminal offences , whi le in o t h e r s , 

such as A u s t r a l i a , G M P s are little more than vo lunta ry c o d e s . ' The 

k i n d s of p r o b l e m s which such codes a d d r e s s range from unsafe 

p r a c t i c e s which involve no cr iminal i n t en t , such as failure to 

p r o p e r l y c lean a m a c h i n e b e t w e e n p r o d u c t i o n runs of different 

t y p e s of d rugs (so that the f i r s t p r o d u c t might c o n t a m i n a t e 

the s e c o n d ) to m o r e unusua l types of offences which normal ly 

invo lve c r imina l in ten t . An e x a m p l e o f t h e la t ter wou ld be whe re 

a m a n u f a c t u r e r w a n t o n l y a t t e m p t e d to save m o n e y by subs t i tu t ing 

a less e x p e n s i v e i ng red i en t for the one set down in the specifica­

t i o n s . 

T h e F D A has a D r u g P r o d u c t P r o b l e m R e p o r t i n g P r o g r a m which 

is a ma jo r source of leads on G M P v io la t ions . In the year end ing 

31 M a r c h 1978, F D A had 6,100 d rug p r o b l e m s r epo r t ed from 
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p h a r m a c i s t s . T h e mos t c o m m o n r e p o r t e d p r o b l e m s were off-

c o l o u r e d t a b l e t s , c a p s u l e s , and so lu t ions - a total of 332 cases . 

O t h e r p r o b l e m s r e p o r t e d w e r e adve r se r e a c t i o n s , visible 

p r e c i p i t a t e s or s e d i m e n t s in drugs mainly in solut ion form, 

c r a c k e d or c r u m b l e d dosage uni ts such as t ab l e t s or glass 

a m p u l e s , miss ing or i m p r o p e r listing of label expi ra t ion d a t e s , 

e m p t y or slack-filled dosage un i t s , su spec t ed potency p r o b l e m s , 

and a b n o r m a l o d o r o r tas te ( H o p k i n s , 1978). 

T h e F D A e n f o r c e m e n t r e p o r t s indica te tha t b e t w e e n M a r c h 1975 

and S e p t e m b e r 1977 t h e r e were 687 Class I and II recalls from the 

m a r k e t of p r e s c r i p t i o n drugs (Pau ls and K l o e r , 1978: 11). Class III 

r e ca l l s , for p r o b l e m s which are 'not likely to cause adverse hea l th 

c o n s e q u e n c e s ' w e r e exc luded from these f igures . Mos t recalls are 

v o l u n t a r y . T h e F D A , or the c o m p a n y itself, might d iscover a 

p r o b l e m and the c o m p a n y will a g r e e , p e r h a p s unde r th rea t o f court 

a c t i o n , to recall the p r o d u c t from the m a r k e t . For the per iod 

J a n u a r y 1974 to D e c e m b e r 1977 the re w e r e 177 court ac t ions initi­

a t ed aga ins t p h a r m a c e u t i c a l c o m p a n i e s for al leged drug p roduc t 

qua l i ty p r o b l e m s (Pau l s and K l o e r , 1978: 17). These included in­

j u n c t i o n s , se izures and p r o s e c u t i o n s . 

S o m e recal ls have b e e n mass ive . In 1971 , a single drug c o m p a n y 

had to recall from the m a r k e t a total of 957 mill ion digoxin tab le t s 

( S i l v e r m a n and L e e , 1974: 140). S i lve rman and Lee have also 

d e t a i l e d how recal ls can involve ser ious m a t t e r s : 

O n e liver p r e p a r a t i o n a p p r o v e d only for ve t e r i na r i an use was 

mis l abe l l ed and m a r k e t e d for inject ion into h u m a n beings . F D A 

tes ts p i cked up n i t rog lyce r in tab le t s (for the cont ro l of anginal 

p a i n ) wi th as little as 16 pe rcen t o f t h e label led a m o u n t , 

p r e d n i s o n e (for a r t h r i t i s , a s t h m a , and o t h e r cond i t ions ) wi th 30 

p e r c e n t , r e s e r p i n e (for h y p e r t e n s i o n ) with 25 pe r cen t , and 

m o r p h i n e wi th 68 p e r c e n t . The F D A tests similarly disclosed 

o p h t h a l m i c o i n t m e n t s c o n t a m i n a t e d wi th meta l pa r t i c l e s , 

in jec tab le V i t a m i n B 1 2 con t a in ing f ragments o f meta l and glass , 

su l fa -drugs wi th m o l d , and h o r m o n e so lu t ions wi th unidentif ied 

f e v e r - p r o d u c i n g c o n t a m i n a n t s . O n e lot o f an an t ih i s t amine 

so lu t ion was s h i p p e d in bo t t l e s that r e p o r t e d l y exp loded because 

o f t h e gas p r o d u c e d by c o n t a m i n a t i n g bac te r i a . In a repor t on one 

lot of m o r e t h a n a mil l ion digitalis t a b l e t s , an F D A repor t said, 

' P o t e n c y c a n n o t b e d e t e r m i n e d ; u n k n o w n interfer ing subs tance 
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c a u s e d p r e m a t u r e d e a t h s a m o n g test a n i m a l s ' (S i lverman and 

L e e , 1974: 140-1) . 

T h e w o r s t a b u s e s occur in the Third Wor ld . Many "ba th tub ' 

m a n u f a c t u r e r s in G u a t e m a l a have an t ib io t i c s on the m a r k e t with 

less t h a n half the r equ i r ed s t reng th of act ive ingred ien t . Such ant i ­

b io t ics are unl ikely to effect a cure for a n y t h i n g , but they do build up 

c o m m u n i t y i m m u n i t y to the an t ib io t ic so that future full-strength 

a d m i n i s t r a t i o n s are r e n d e r e d ineffective. O n e A u s t r a l i a n genera l 

m a n a g e r told of a case in S o u t h - E a s t As ia w h e r e w a t e r had been 

s u b s t i t u t e d for in jec table penici l l in . In K o r e a recent ly pills 

s u p p o s e d l y c o n t a i n i n g a l i fe -and-death drug for severe hear t d i sease 

w e r e found to c o n t a i n only flour (S i lve rman et a l . , 1982: 111). Drug 

e x e c u t i v e s w h o have w o r k e d in As ia are full of s tor ies of pira te 

r e p r o d u c t i o n s of the i r p r o d u c t s using forged labels and tab le t s of 

iden t i ca l s ize , shape and co lou r to their own . P i ra t e s s o m e t i m e s 

b r ibe t e c h n i c i a n s to steal p u n c h e s and dies so that the r epu t ab l e 

c o m p a n y ' s logo can be s t a m p e d on a pill which might consist of no 

m o r e than s ta rch . 

I recall a case of a b o u t ten years ago [in Ind ia ] which we solved in 

a m a t t e r of h o u r s . A few wel l -p laced p e r s o n s r epor t ed at a 

hosp i ta l wi th swol len h a n d s . I t was later found that the p roca ine 

benzy lpen i c i l l i n which had been a d m i n i s t e r e d to t hem was in 

rea l i ty a so lu t ion of chalk . On further inves t iga t ions , a most 

r e m a r k a b l e racke t c a m e to light. An en te rp r i s ing c o m p o u n d e r 

co l l ec t ed d i s c a r d e d penici l l in vials and c a r d b o a r d c o n t a i n e r s with 

the labe ls in tact . He filled the vials with chalk and packed them 

nea t ly in t he c a r d b o a r d c o n t a i n e r s . He o p e r a t e d his racket on a 

very big scale and was able to pa lm off w h o knows how many 

t h o u s a n d s of spu r ious vials o f t h e so-cal led p roca ine 

benzy lpen ic i l l i n before he was n a b b e d and j a i l ed . H e r e chalk was 

used b e c a u s e i t w a s inso lub le in wa t e r ( R a n g n e k a r , 1969: 157). 

Such gross a b u s e s are less c o m m o n in d e v e l o p e d coun t r i e s . 

H o w e v e r , Bud Lof tus , former D i r e c t o r o f t h e F D A ' s Divis ion o f 

D r u g M a n u f a c t u r i n g , po in t s out that in the late 1950s and early 

1960s in the U n i t e d S ta te s the coun te r fe i t ing o f d r u g s and pi ra t ing of 

p u n c h e s and dies b e c a m e a big p r o b l e m (see also Kre ig , 1967). 

O t h e r k inds of se r ious p roduc t safety v io la t ions are frequently 

p e r p e t r a t e d today by t r a n s n a t i o n a l c o m p a n i e s in deve loped 

c o u n t r i e s . In 1979 we saw M e r c k u n d e r t a k e two p roduc t recal ls , and 
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W y e t h , the A m e r i c a n H o m e P r o d u c t s subs id ia ry , cas t iga ted with a 

b i t ing r e g u l a t o r y le t ter from the F D A . The le t ter o f 2 1 J u n e al leged 

' fa i lure to p r o v i d e a d e q u a t e ven t i l a t ion to min imize c o n t a m i n a t i o n 

of p r o d u c t s by e x t r a n e o u s a d u l t e r a n t s and d i s semina t ion of micro­

o r g a n i s m s from o n e area to a n o t h e r . . . failure to ma in ta in equ ip ­

m e n t in a c lean m a n n e r by reason o f t h e p re sence of m o l d ' , and 

r e fe r r ed to ' e q u i p m e n t c o n s t r u c t e d of w o o d which does not assure 

exc lus ion from d r u g s of c o n t a m i n a n t s from prev ious b a t c h e s that 

migh t affect safety, qual i ty or pur i ty . . .'. The F D A also told the 

P r e s i d e n t o f A m e r i c a n H o m e P r o d u c t s , J o h n Cul l igan . tha t the 

c o m p a n y had failed ' to subject m a t e r i a l s l iable to microbio logica l 

c o n t a m i n a t i o n to mic rob io log ica l tests pr ior to u s e ' , and that there 

is no a s s u r a n c e of stabil i ty of finished d r u g s , in that the stability 

t e s t i ng p r o g r a m does not include quan t i t a t i ve assays o f t h e preser t -

a t ive sys tem nor any mic rob io log ica l tes t ing of A m p h o j e l , A - M - T 

and O x a i n e - M . ' 

In 1979 in A u s t r a l i a we saw an e x t r e m e l y h a z a r d o u s packag ing 

m i x - u p in which qu in ine d i h y d r o c h l o r i d e was d i scovered in blister 

p a c k a g e s of Lasix a m p u l e s . Lasix inject ions are often used in emer­

gency s i t ua t ions to r e m o v e excess ive fluid rapidly from the b o d y , as 

in the t r e a t m e n t of acu te hear t failure. Q u i n i n e d i h y d r o c h l o r i d e is 

g iven to p a t i e n t s w h o may have ma la r i a . The J a p a n e s e Minis t ry o f 

H e a l t h and Wel fa re found that as of 31 M a r c h 1979 126 drug-

m a n u f a c t u r i n g p l a n t s , compr i s i ng 9.4 per cent of those in the 

c o u n t r y , w e r e not i n c o m p l i a n c e with the Minis t ry ' s G M P 

s t a n d a r d s . T h u s , we a re not dea l ing with a p r o b l e m which is l imited 

to p o o r c o u n t r i e s or days gone by. N e v e r t h e l e s s , we shall begin with 

an ear ly crisis wh ich c h a n g e d the history of the p h a r m a c e u t i c a l 

i n d u s t r y . 

The elixir sulfanilamide disaster 

S u l f a n i l a m i d e was a p r o d u c t widely in use a r o u n d the world in the 

late 1930s. It was only w h e n a T e n n e s s e e c o m p a n y , Massengi l l & 

C o , d e c i d e d to m a n u f a c t u r e the p roduc t in a liquid form that i t 

b e c a m e a killer. The act ive ingred ien t was dissolved in d i -e thy lene 

glycol to form the l iquid. The d i - e thy l ene glycol was t r ans fo rmed in 

the body into k i d n e y - d e s t r o y i n g oxalic acid. The resul t was a slow 

a g o n i s i n g d e a t h for 107 d o c u m e n t e d cases , many of t h e m ch i ld ren . 

T h e m a n u f a c t u r e r told r e p o r t e r s : 'my chemis t s and I deeply regret 

the fatal r e su l t s , b u t . . . I do not feel t he re was any responsibi l i ty on 
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o u r pa r t ' ( S i l v e r m a n and L e e , 1974: 87) . A p p a r e n t l y the chief 

c h e m i s t took a different view: he c o m m i t t e d suicide. 

Masseng i l l had not tes ted the elixir form of sulfani lamide for 

safety on e i the r h u m a n sub jec t s or a n i m a l s . W h e n i t was found that 

the law was all but p o w e r l e s s to punish the c o m p a n y , the need for a 

n e w F o o d , D r u g and C o s m e t i c Ac t wi th wide - rang ing provis ions 

was c lea r . P r e s i d e n t R o o s e v e l t signed the new act into law in J u n e 

1938. T h e A c t i n c o r p o r a t e d a var ie ty of provis ions to ensu re that 

d r u g s m a n u f a c t u r e d in the U n i t e d Sta tes were safe. An era of 

s t r ic te r r e g u l a t i o n of p h a r m a c e u t i c a l s had b e g u n , to be followed 

after the t h a l i d o m i d e d i sas te r in 1961 by an even str icter era. 

The Abbott affair 

In t he 1960s and 1970s A b b o t t was the w o r l d ' s largest manufac tu re r 

o f s te r i le i n t r a v e n o u s so lu t i ons . I n t r a v e n o u s so lu t ions , o f c o u r s e , 

are c o m m o n l y used on crit ically ill p a t i e n t s , so high s t a n d a r d s of 

p r o d u c t qual i ty are i m p e r a t i v e . H o w e v e r , the Counci l on E c o n o m i c 

P r i o r i t i e s (1973) found A b b o t t to have the wors t p roduc t safety 

r eco rd in t he A m e r i c a n p h a r m a c e u t i c a l indus t ry , wi th 38 recalls in 

s even y e a r s , o n e of t h e m involving 93 different p r o d u c t s . In 1964 i t 

was d i s c o v e r e d tha t 300 bo t t l es of sod ium chlor ide solut ion 

( c o m m o n sal t) w e r e mis labe l l ed as "Dext rose 5% in W a t e r ' . A panic 

e n s u e d in wh ich 11,000 bo t t l e s of so lu t ion were recal led to t rack 

d o w n the salt m a s q u e r a d i n g as d e x t r o s e . No sooner had this crisis 

been dea l t with w h e n a n o t h e r label mix-up was found: bo t t l e s of 

" D e x t r o s e 1 0 % Sa l ine ' had been e r r o n e o u s l y labelled ' D e x t r o s e 

2 7 2 % in L a c t a t e d R i n g e r ' s So lu t i on ' . T h e r e were o t h e r ba tches 

wi th the w r o n g label but the cor rec t e m b o s s i n g identification on the 

bo t t l e caps . A b b o t t had to send w a r n i n g t e l e g r a m s to physic ians at a 

cost e s t i m a t e d a t b e t w e e n $750,000 and $1,000,000 (S i lve rman and 

L e e , 1 9 7 4 : 1 4 2 ) . 

A b b o t t ' s p r o b l e m s w e r e barely beg inn ing . Some bo t t l e s were 

d i s c o v e r e d to c o n t a i n mou ld . F u r t h e r recalls occur red be tween 

O c t o b e r 1964 and Apr i l 1965 after i t was d iscovered that plastic 

l iners on its s c r e w - t o p caps w e r e defect ive and posed a severe risk 

tha t b a c t e r i a wou ld e n t e r the i n t r a v e n o u s so lu t ion . Such a l eakage 

of b a c t e r i a could resul t in s ep t i caemia or b lood po i son ing . 

T h e n in 1969 F D A d i scove red tha t for some t ime the re had been a 

p r o b l e m wi th the a n n e a l i n g o f t h e glass in the necks o f A b b o t t 

b o t t l e s of i n t r a v e n o u s fluid. The result was more c o n t a m i n a t i o n of 
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the fluid and m o r e recal ls t h r o u g h o u t 1969. An inspec tor d iscovered 

the p r o b l e m w h e n he not iced A b b o t t p e r s o n n e l in O r e g o n o p e n i n g 

p a c k i n g cases of s o l u t i o n s sent from C h i c a g o and hold ing the bot t les 

up to the light to d i s cove r defects . S u b s e q u e n t l y the c o m p a n y s ta ted 

t h a t a p r o b l e m had exis ted for some m o n t h s , but they agreed to a 

recall only m o n t h s la ter w h e n F D A inspec to r s i n d e p e n d e n t l y dis­

c o v e r e d c o n t a m i n a t e d bo t t l e s . In a speech to the P h a r m a c e u t i c a l 

M a n u f a c t u r e r s A s s o c i a t i o n in May 1969, F D A C o m m i s s i o n e r , Dr 

H e r b e r t L e y , had this to say abou t the e p i s o d e : 

We s u b s e q u e n t l y l ea rned that the m a n u f a c t u r e r had begun 

rece iv ing a n u m b e r of c o m p l a i n t s a b o u t the large vo lume 

p a r e n t e r a l s s t a r t ing in D e c e m b e r , 1968. The c o m p l a i n t s were 

r u n n i n g at an even h igher level by the end o f F e b r u a r y . 

B u t the c o m p a n y did not recall suspect s tocks ; i t did not notify 

F D A . I n s t e a d , i t had its r e p r e s e n t a t i v e s check ing o u t s t a n d i n g 

s t ocks s imply by visual e x a m i n a t i o n . I f t h e r e was no visible 

e v i d e n c e of c o n t a m i n a t i o n , the so lu t ions were to be accep ted as 

sa t i s fac tory . 

N o t only was this m e a s u r e i n a d e q u a t e , i t w a s n ' t even a l lowed 

in all i n s t a n c e s . We have found u n o p e n e d cases that were m a r k e d 

with a symbo l tha t the f irm said indica ted c o n t a m i n a t i o n and 

a p p r o v a l by its field p e r s o n n e l . 

This e n t i r e cha in of even t s ra ises s o m e real ques t ions . W a s the 

m a n u f a c t u r e r m o r e c o n c e r n e d abou t the securi ty o f its r epu t a t i on 

t h a n the safety of its p r o d u c t s ? M o r e c o n c e r n e d abou t profits 

t h a n p a t i e n t s ? It is not a story ca l cu la t ed to build publ ic 

conf idence in the d rug indus t ry . 

The c o m p a n y a g r e e d to spend several h u n d r e d t h o u s a n d dol la rs to 

s t r e n g t h e n its qual i ty cont ro l p r o g r a m m e . T o w a r d s the end of 1970, 

M o r t o n M i n t z , the Washington Post inves t iga t ive j o u r n a l i s t , 

l e a r n e d of a secret c i t a t ion hea r ing into t he m a t t e r by the F D A and 

a sked for a t r ansc r ip t of th is . M o n t h s later F D A G e n e r a l Counse l 

W. W. G o o d r i c h repl ied refusing to fulfil the Min tz F r e e d o m of 

I n f o r m a t i o n r e q u e s t on the g r o u n d s that the d o c u m e n t s r eques t ed 

c o n t a i n e d secret c o m m e r c i a l i n fo rma t ion . 

At a l m o s t exact ly the same t ime tha t the F D A counsel was 

wr i t ing th is rep ly , a medica l pape r in the p res t ig ious New England 

Journal of Medicine, the F e b r u a r y 4, 1 9 7 1 , i s sue , de ta i led the 

story of s e p t i c a e m i a , or b lood p o i s o n i n g , arising from a new wave 
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of p a t i e n t s rece iv ing A b b o t t ' s i n t r a v e n o u s fluids. A n d the facts 

s h o w e d that this had no th ing to do wi th the 1969 o u t b r e a k . In 

o t h e r w o r d s , the m e r r y - g o round was s ta r t ing all over aga in , 

ba re ly a yea r after the F D A had so graciously d r o p p e d its 

c r i m i n a l c h a r g e s agains t A b b o t t . 

T h e news o f t h e new t roub le had begun leaking in D e c e m b e r . 

No less than five p a t i e n t s , all o f t h e m in a co rona ry intensive care 

uni t a t the Un ive r s i t y of Virginia Medica l H o s p i t a l , were r iddled 

wi th s e p t i c a e m i a wi th in the span o f a few days (Ful le r . 1972: 53). 

In J a n u a r y 1971 t h e r e were further sha t t e r ing r eve la t ions . Eight 

d e a t h s over the p r e v i o u s th ree m o n t h s were r e p o r t e d from the 

H e n r y F o r d H o s p i t a l in D e t r o i t . T h e r e were also 45 o t h e r cases of 

b l o o d p o i s o n i n g at the hospi ta l t raced to the A b b o t t fluids. St 

A n t h o n y ' s hosp i ta l i n D e n v e r r epo r t ed 24 ca se s , including one 

d e a t h . T h e r e p o r t s m o u n t e d t h r o u g h o u t J a n u a r y and F e b r u a r y . 

Fifty d e a t h s w e r e b l a m e d on the c o n t a m i n a t i o n by the US C e n t e r 

for D i s e a s e C o n t r o l . 

I t w a s d i s cove red that the p r o b l e m was as i t had been in 1964, 

a r i s ing from a des ign c h a n g e to a screw-on cap . If the bot t le was 

s h a k e n or the t o p b a n g e d loose , g e r m s would be washed from under 

t he new-s ty l e disc lining the cap . A b b o t t was even tua l ly pushed into 

a m a s s i v e reca l l , the biggest in F D A h i s to ry , and its p roduc t ion line 

shut d o w n . The F D A were u n d e r s t a n d a b l y hes i tan t t o act because 

A b b o t t supp l i ed 45 per cent o f t h e m a r k e t for the p roduc t . W e r e 

p a t i e n t s go ing to die as a result of not be ing able to get suppl ies from 

o t h e r small c o m p a n i e s ? P r o b a b l y n o n e did , but the re cer ta inly were 

p r o b l e m s , a s the fol lowing d e p r e s s i n g a n e c d o t e i l lus t ra tes . 

O n e hosp i t a l s u p e r i n t e n d e n t frantically p h o n e d a different 

p h a r m a c e u t i c a l h o u s e , since his i n t r a v e n o u s supply was shr inking 

to z e r o . ' W e ' r e really on a spo t , ' he told the detail man . ' I 've got 

to h a v e at least five or six dozen IV bot t l es of var ious solu t ions 

he r e by six o ' c lock t on igh t , or I don ' t k n o w wha t ' s going to 

h a p p e n to the p a t i e n t s . I can ' t use the A b b o t t stuff, obv ious ly . 

C o u l d you possibly he lp me o u t ? ' 

' A b s o l u t e l y , ' c ame the cheery voice o f t h e detail man . "Don't 

w o r r y a b o u t i t a t a l l . ' 

T h e s u p e r i n t e n d e n t was s t unned and grateful that he could get 

th is e m e r g e n c y he lp . "You canT he asked incredulous ly . 

' N o p r o b l e m at al l , ' said the deta i l m a n . 'I'll jus t get the o r d e r 

d o w n on the pad and have the stuff up t h e r e by mid-af te rnoon." 
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i can ' t t h a n k you e n o u g h , ' said the s u p e r i n t e n d e n t . 

'On ly one m i n o r th ing and we can c lear that up in no t i m e . ' the 

de ta i l m a n a d d e d . 

' W h a t ' s t h a t ? ' a s k e d the s u p e r i n t e n d e n t . 

'All we need is a t h r e e - y e a r , firm c o n t r a c t , ' was the reply . 'As 

soon as you sign it, the sh ipmen t is y o u r s ' (Ful le r , 1972: 5 7 - 8 ) . 

In the news r e p o r t s on the non-s te r i l e so lu t ions and their r e p o r t e d 

350 v ic t ims from 21 hosp i t a l s , A b b o t t ' s long history of delin­

q u e n c i e s wi th the so lu t ions was not r ecogn ised as an issue. Never ­

t h e l e s s , this t ime the F D A could not resist the p res su re to 

r e c o m m e n d c r imina l p r o s e c u t i o n s to the Jus t ice D e p a r t m e n t . Five 

A b b o t t e x e c u t i v e s , as well as the c o m p a n y itself, we re indicted by a 

g r a n d j u ry . I t was the only occas ion in the d e c a d e when the F D A 

w e n t to cour t wi th cr iminal c h a r g e s agains t a major t r ansna t i ona l 

p h a r m a c e u t i c a l c o m p a n y . An A b b o t t execu t ive told me that the 

c o m p a n y , out of c o n c e r n to p ro t ec t its p e o p l e from be ing m a d e 

sacrificial l a m b s , offered to plead guilty if the c h a r g e s against indi­

v idua l e x e c u t i v e s w e r e d r o p p e d . Bu t the offer was re jec ted . The 

c o u r t a c q u i t t e d the c o m p a n y and its officers of all c h a r g e s . 2 

H o s p i t a l p e r s o n n e l w h o used m e t h o d s of o p e n i n g caps on the 

b o t t l e s wh ich the c o m p a n y might not have foreseen were held 

par t i a l ly r e s p o n s i b l e for the t r agedy . H o w e v e r , the m o r e funda­

m e n t a l p r o b l e m was that the re was not the ev idence to link the 

specific G M P v io la t ions r e p o r t e d by the F D A ' s distr ict inspec tors a s 

t he c a u s e o f t h e steri l i ty p r o b l e m . I t could be es tab l i shed that t he re 

w e r e G M P v i o l a t i o n s , t h o u g h the re was d i spu t e abou t how major 

they w e r e . The e v i d e n c e was also c o m p e l l i n g that non-s te r i le solu­

t i o n s had been p r o d u c e d and that p e o p l e died as a resul t . E v e n 

h e r e , t h e r e w e r e e v i d e n t i a r y p r o b l e m s , howeve r . Bud Lof tus , the 

F D A ' s D i r e c t o r o f D r u g M a n u f a c t u r i n g a t the t i m e , expla ins : 

T h e r e w e r e all k inds o f p r o b l e m s with the F D A ana lys t s ' handl ing 

o f and actual t e s t ing o f t h e s a m p l e s . W o r k s h e e t s were defect ive . 

U S P m e t h o d o l o g y had been not closely fol lowed. These were all 

legal p r o b l e m s tha t F D A was acutely a w a r e of and that defense 

c o u n s e l e x p l o i t e d . 

T h e i n s u r m o u n t a b l e difficulty was tha t the p ro secu t i on could not 

p r o v e a causa l c o n n e c t i o n b e t w e e n the al leged G M P viola t ions and 

the a l l eged non - s t e r i l i t y . 

In sp i te o f t h e a c q u i t t a l , A b b o t t did suffer. The cost of cr iminal 
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c o n v i c t i o n wou ld have been no th ing c o m p a r e d with the cost to 

A b b o t t o f its p lan t s h u t - d o w n . A b b o t t execu t ives c la imed that the 

cos t of the 1971 F D A regu la to ry ac t ion against t hem was $480 

m i l l i o n , p r o b a b l y an e x a g g e r a t e d f igure , but i t does give some 

i m p r e s s i o n o f t h e way tha t r egu la to ry cos ts can be higher than any 

fine wh ich a cour t could conce ivab ly impose . T h en the re were 

p e r s o n a l cos ts to the A b b o t t execu t ives whose r e p u t a t i o n s were put 

on t r i a l . T h e y suffered te r r ib le pe r sona l ba t t e r ings unde r days of 

c r o s s - e x a m i n a t i o n . As one co l l eague sympa th i s ed : 'The guys who 

w e r e d e f e n d a n t s in tha t c a s e , some of them are basket cases t oday . 

T h e y ' v e neve r b e e n the same s ince . ' 

Evans Medical 

A s imi lar Br i t i sh d i sa s t e r involving c o n s i d e r a b l e injury and dea th 

from the use of c o n t a m i n a t e d i n t r a v e n o u s so lu t ions was the subject 

of an official e n q u i r y in 1972 (C lo th i e r R e p o r t , 1972). The p rob l em 

a r o s e w h e n a ba t ch of p r o d u c t at E v a n s Medica l failed to reach 

s ter i l i s ing t e m p e r a t u r e in an a u t o c l a v e . The g o v e r n m e n t enqu i ry 

r e v e a l e d tha t the d i sas te r was the result of bo th the ignor ing of some 

o f t h e c o m p a n y ' s S t a n d a r d O p e r a t i n g P r o c e d u r e s ( S O P s ) and the 

i n a d e q u a c y o f o t h e r S O P s which w e r e fol lowed. 

W h e n the c o n t a m i n a t e d ba tch was p r o d u c e d , the record ing 

t h e r m o m e t e r a t t a c h e d to the au toc l ave failed to indicate a rise in 

t e m p e r a t u r e . This w a r n i n g was ignored in c o n t r a v e n t i o n o f SOPs 

b e c a u s e the r e c o r d i n g t h e r m o m e t e r s had a history of b r e a k i n g 

d o w n . I t was c o m m o n for t he pen of one t h e r m o m e t e r to b e c o m e 

s t u c k , refusing to m o v e from the ba se l i ne . N o r m a l l y , the instru­

m e n t t e c h n i c i a n w o u l d repa i r the t h e r m o m e t e r and i t would show 

t h a t the t e m p e r a t u r e was n o r m a l . H e n c e , a n a t t i tude d e v e l o p e d 

w h e r e t e m p e r a t u r e w a r n i n g s were not t a k e n seriously. 

S O P s afforded w e a k qual i ty g u a r a n t e e s in that they placed the 

d e c i s i o n to r e l e a s e a ba tch of p r o d u c t for sale in the hands of 

p r o d u c t i o n staff ins tead of qual i ty con t ro l staff. Obv ious ly p ro ­

d u c t i o n staff have a s t ronger incent ive to see the i r p r o d u c t i o n 

a p p r o v e d and d e s p a t c h e d . T h e r e w e r e o t h e r respects i n which SOPs 

c r e a t e d i n c e n t i v e s for p r o d u c t i o n staff to t ake the 'easy ' cou r se in 

o v e r s e e i n g the qual i ty of the i r own work : in the absence of f irm 

d i r e c t i o n from qual i ty c o n t r o l , s a m p l e s w e r e in prac t ice selected by 

p r o d u c t i o n staff only from the top layer in each cage , no doub t 

b e c a u s e th is was the eas ies t c o u r s e . I t i s the C o m m i t t e e ' s op in ion 
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t h a t . . . bo t t l e s in the u p p e r two layers of the cages were s te r i le , and 

t h o s e in the lowest layer w e r e not s te r i le ' (C lo th ie r R e p o r t , 1972: 

11). T h e c o m m i t t e e of enqu i ry c o n c l u d e d tha t the genera l ly sloppy 

a p p r o a c h to S O P s was the result of a ' lack of v igour ' a m o n g key 

m i d d l e m a n a g e r s and a wi l l ingness to p lace in r e spons ib le pos i t ions 

p e o p l e w h o w e r e i n a d e q u a t e l y t r a ined in qual i ty cont ro l pr inc ip les . 

The Cordis litigation 

A p p r o x i m a t e l y a q u a r t e r of a mil l ion hear t pa t i en t s a r o u n d the 

wor ld have b a t t e r y - p o w e r e d ca rd iac p a c e m a k e r s imp lan ted in their 

b o d i e s t o n o r m a l i s e h e a r t b e a t . Some o f t h e act ivi t ies o f M e d t r o n i c , 

the largest p a c e m a k e r m a n u f a c t u r e r in the w o r l d , we re discussed in 

the c h a p t e r on b r i b e r y . S e n a t e hea r ings have also wi tnessed a 

c o n c e r t e d a t t ack on M e d t r o n i c by Dr Sidney Wolfe conce rn ing the 

qua l i ty of its m a n u f a c t u r i n g . He listed the following difficulties: 

1) 1970 - Reca l l of 1000 p a c e m a k e r s b e c a u s e of p r o b l e m with 

p o w e r supply . 

2) M a r c h 1973 - Reca l l o f 3 4 3 ex te rna l p a c e m a k e r s because of 

b a t t e r y p l a c e m e n t p r o b l e m s . 

3) M a r c h 1973 - D u e to care less swi tching of a t r ans i s to r , 

t h o u s a n d s of p a c e m a k e r s d e p r i v e d of signal to indica te 

b a t t e r y failure ( S u b c o m m i t t e e on H e a l t h , 1973: 2 8 8 ) . 

Wolfe a lso d r e w a t t e n t i o n to a r epo r t from a M i n n e a p o l i s F D A 

i n s p e c t i o n t e a m : ' M e d t r o n i c s has ins t i tu ted a p r o g r a m of resteri l iz-

ing p a c e m a k e r s and leads tha t have been d i s imp lan t ed pr ior to 

e x p i r a t i o n o f t h e w a r r a n t y per iod . T h e s e dev ices are then implan ted 

in to n e w p a t i e n t s . ' Wolfe was c o n c e r n e d a b o u t the "the possibil i ty 

of bac t e r i a l and viral infect ions from such a gross prac t ice as reus ing 

p a c e m a k e r s ' ( S u b c o m m i t t e e on H e a l t h , 1973: 2 8 8 ) . Since 1972 in 

the U n i t e d S ta te s t h e r e have been a total of 34 vo lun ta ry recal ls of 

p a c e m a k e r lots m a n u f a c t u r e d by va r ious c o m p a n i e s . 

The p r e s e n t case s tudy i s c o n c e r n e d wi th M e d t r o n i c s ' main com­

p e t i t o r , the second largest m a n u f a c t u r e r o f p a c e m a k e r s , the Cord i s 

C o r p o r a t i o n . In 1975 in the Dis t r ic t C o u r t for the S o u t h e r n Dis t r ic t 

of F l o r i d a , the F D A sought an in junct ion to close down the p ro ­

d u c t i o n of C o r d i s p a c e m a k e r s until sat isfactory quality cont ro l 

m e a s u r e s w e r e i n t r o d u c e d . The case study p rov ides some invalu­

ab le l e ssons a b o u t the limits of legal so lu t ions to manufac tu r ing 

qua l i ty p r o b l e m s . 

119 



Unsafe manufacturing practices 

120 

A defect ive ly m a n u f a c t u r e d hear t p a c e m a k e r is a frightful risk to 

h u m a n hea l t h . A car which runs well 95 p e r c e n t o f t h e t ime may be 

r e g a r d e d as a good car , but h ighe r s t a n d a r d s must be expec ted o f a 

p a c e m a k e r wh ich only has to fail once to cause ser ious injury or 

d e a t h . Dr C e n t e r , one o f t h e g o v e r n m e n t wi tnesses a t the injunc­

t ion h e a r i n g , o u t l i n e d the r ange o f poss ib le medical c o n s e q u e n c e s 

o f p a c e m a k e r defect . 

W e l l , the wors t c o m p l i c a t i o n , of c o u r s e , is dea th . If you have a 

r u n a w a y p a c e m a k e r , w h e r e it's r u n n i n g a t six. eight h u n d r e d 

t i m e s a m i n u t e , t h a t ' s ins tant d e a t h . 

If you have a p a c e m a k e r that runs at 150 and the pa t ien t is not 

a w a r e o f t h e p r o b l e m but ju s t i s not feeling we l l , these ca rd iac 

p a t i e n t s c a n n o t t o l e r a t e that ra te for an indefinite per iod of t ime 

and could conce ivab ly go into heart failure and d ie . 

T h e r e are p a c e m a k e r s that fail i n t e rmi t t en t l y . They might fail 

for, let 's say , a few seconds at a t i m e . It may be sufficient so 

t h a t t he pa t i en t e i the r has a s inkable e p i s o d e , a b l ackou t spell 

and falls, or he migh t suffer a b r o k e n a rm . b r o k e n leg, fractured 

skul l . 

I f the pe r iod is long e n o u g h , they may never survive that per iod 

b e c a u s e the hea r t ra te d o e s n ' t r e tu rn in t ime to again get their 

c i r cu l a t i on back to n o r m a l . 

T h e r e a re s y m p t o m s which are m i n i m a l , such as dizzy spel ls , 

w h e r e e i the r the hea r t ra te s lows d o w n because the p a c e m a k e r i s 

s lowed d o w n or a pe r son may go in to hea r t failure again because 

the ra te has s lowed down and the pa t i en t canno t to le ra te it. 

T h e r e are p a t i e n t s that are not a w a r e o f a n y s y m p t o m s and that 

on e x a m i n a t i o n one can find a defect ive p a c e m a k e r . 

T h e a n s w e r is i t can range a n y w h e r e from no th ing to instant 

d e a t h . 

F D A i n s p e c t o r s had r e p o r t e d a list of 148 ob jec t ionab le devia­

t i ons from qual i ty con t ro l s t a n d a r d s a t the Cord i s plant . I t would be 

i m p o s s i b l e to cove r all the F D A c i ta t ions h e r e , but i t i s i m p o r t a n t to 

give s o m e flavour o f t h e n a t u r e o f F D A c o n c e r n s . F D A al leged that 

C o r d i s p a c e m a k e r s had a k n o w n failure ra te o f 5 p e r c e n t , and that 

o f a s a m p l e o f 9 7 e x p l a n t e d p a c e m a k e r s which had failure r e p o r t s , 

60 w e r e m a d e by C o r d i s . N ine o t h e r m a n u f a c t u r e r s c o m b i n e d 

a c c o u n t e d for the r e m a i n i n g 37 failures. 

F D A i n s p e c t o r s found that in the C o r d i s plant t he re were 

m a c h i n e s for wh ich t h e r e were no wr i t t en o p e r a t i n g p r o c e d u r e s , no 



Unsafe manufacturing practices 

spec i f i ca t ions , no ca l ib ra t i on p r o c e d u r e s , and no m a i n t e n a n c e 

s c h e d u l e . O n e cr i t ical a rea w h e r e all of these deficiencies were 

r e p o r t e d to exist was with the he l ium leak tes ter . P a c e m a k e r 

p r o b l e m s have b e e n shown to arise from moi s tu re leaking into the 

c o m p o n e n t s , so leak tes t ing is cr i t ical . 

In some cases e m p l o y e e s were found to be a s sembl ing p a c e m a k e r 

pa r t s on the s t r eng th of d i a g r a m s which had h a n d w r i t t e n , u n d a t e d , 

u n a u t h o r i s e d c h a n g e s all over t h e m . S o m e t i m e s o p e r a t o r s were 

a s s e m b l i n g a c c o r d i n g to c h a n g e s to specif icat ions given verbal ly or 

t e l e p h o n e d in from e n g i n e e r i n g . O n e o p e r a t o r was even w o r k i n g 

from a d i a g r a m for a kit different from the one she was work ing on. 

W h e n i t ems failed ce r t a in t es t s , they w e r e often re tes ted to see if a 

pos i t ive resul t was p r o d u c e d on the second test w i thou t an evalu­

a t ion of why the failure occur red on the first. V a r i o u s types of 

t e s t i ng e q u i p m e n t w e r e al leged to be defec t ive . M a i n t e n a n c e of 

e q u i p m e n t was be ing d o n e once every two w e e k s instead of every 

w e e k a c c o r d i n g t o r e q u i r e m e n t s . 

P a c e m a k e r s are e n c a p s u l a t e d several t imes in epoxy . The wri t ten 

r e q u i r e m e n t s o f t h e firm were to sample and test the squa re root of 

the n u m b e r o f i n c o m i n g quar t s o f epoxy . I n s p e c t o r s obse rved 

o p e r a t o r s to s a m p l e only one quar t per lot. Fo r e x a m p l e , when a 964 

q u a r t lot c a m e in, 32 s a m p l e s should have been c h e c k e d , not one . 

'Life t e s t i ng ' was d o n e to see how the p a c e m a k e r s stood up to 

s t r e s s . H o w e v e r , the F D A counsel s u m m e d up how inspec to r s 

a l l eged the life-testing device to be of l imited va lue : 

the char t used to r eco rd the t e m p e r a t u r e of that critical device 

focused so s t rongly in the midd le that i t c o u l d n ' t be r ead , and 

w h e n this was p o i n t e d out to m a n a g e m e n t , they put a n o t h e r c h a r t 

on and the p a p e r d i d n ' t ma t ch and the r ead ing said 140 d e g r e e s , 

w h e n the oven shou ld have been and p r o b a b l y was a t 40 . 

I t was a l leged that p y r o g e n - f r e e 3 wa t e r for the final c lean ing of 

the p a c e m a k e r s was left to stand ove rn igh t . F D A counsel Lev ine 

c o m p l a i n e d , ' I d o n ' t even let wa t e r used to brush my tee th stand 

o v e r n i g h t . ' I t was a lso c la imed that ce r ta in pa r t s were not stored in a 

c l e a n , d ry , lint-free a t m o s p h e r e and that solder was being put on 

p a c e m a k e r s w i t h o u t t e s t ing the so lder ing flux, c lean ing fluid and oil 

in the s o l d e r i n g m a c h i n e for pur i ty . 

T h e g o v e r n m e n t a l leged cer ta in wa ive r dev i a t i ons . Specif icat ions 

w e r e e s t a b l i s h e d , but w h e n lots failed to mee t them they were 

p a s s e d . 
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C a p a c i t o r s w e r e being t e s t ed , acco rd ing to the in spec to r s , with 

t e s t i ng e q u i p m e n t des igned for c a p a c i t o r s m a d e by a different 

m a n u f a c t u r e r . C e r t a i n mix-ups of c o n t a i n e r s and labels were 

a l l e g e d . A c c o r d i n g to the inspec t ion r e p o r t , tasks were being signed 

off as c o m p l e t e d before they ac tua l ly were c o m p l e t e d . M o r e o v e r , 

I n s p e c t o r H o o t e n c l a imed : "The Q u a l i t y C o n t r o l record shee t s , 

i n d i c a t i n g that the p a c e m a k e r had been a p p r o v e d w e r e n ' t being 

s igned . T h e r e w e r e no official a u t h o r i z a t i o n s igna tures or da tes on 

t h e s e shee t s re leas ing the p a c e m a k e r s . ' As the final stage o f t h e 

a p p r o v a l p r o c e s s , a t rave l card was p u n c h e d with a hea r t - shaped 

p u n c h to ind ica te that the p a c e m a k e r had passed all tests and was 

a c c e p t a b l e . H o o t e n : ' T h e r e were two of these p u n c h e s lying loose 

on the bench . They should have had l imited access to these 

p u n c h e s , s ince they do ind ica te that the p a c e m a k e r i s okay . They 

w e r e lying t h e r e for a n y o n e ' s u s e . ' 

T h e F D A a r g u e d tha t the whole qual i ty control function was 

d a n g e r o u s l y s loppy and that qual i ty goals were subserv ien t to p ro ­

d u c t i o n g o a l s . M a n u f a c t u r i n g inspec tors were used as qual i ty 

c o n t r o l i n s p e c t o r s and they r epo r t ed t h r o u g h a manufac tu r ing 

i n s p e c t i o n m a n a g e r to the v ice -p res iden t for manu fac tu r i ng . The 

d a n g e r s of having qual i ty con t ro l peop le repor t ing to p ro d u c t i o n 

will be d i scussed later in this chap te r . 

M a n y m o r e pages could be fil led listing the mu l t i t ude of 

specific F D A a l l ega t ions aga ins t C o r d i s . This would serve little 

p u r p o s e . The g o v e r n m e n t cha rged that even when Cord is did 

b e c o m e a w a r e o f p r o b l e m s its r e s p o n s e s were i n a d e q u a t e . F D A 

C o u n s e l , L e v i n e : 

Dr S t e r n e r told I n s p e c t o r Og le sbay that they had a p rob l em with 

the i r C T S 2.7 ra te resis tor . They dec ided to recall cer ta in lots. 

T h e y did not recall o t h e r s , a l though the same resis tor is used in 

t h e m . 

T h e firm had p r o b l e m s with C T S ra te res is tors as far back as 

O c t o b e r . 1972. 

I w a n t to call the C o u r t ' s a t t e n t i o n to G o v e r n m e n t ' s Exhib i t 

N o . 5 1 , which on an in te rna l m e m o r a n d u m a C o r d i s e m p l o y e e 

has w r i t t e n on the t o p , i t looks like we have a C T S p r o b l e m 

h e r e . ' 

T h a t w a s in 1972. I t was not until D e c e m b e r of 1974 that Mr 

H e r s h e n s o n w e n t back to find out wha t was going on with C T S , a 

major supp l i e r for the d e f e n d a n t s . 
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C o r d i s had sent a ' D e a r D o c t o r ' le t ter abou t qual i ty p r o b l e m s 

wi th o n e of its p a c e m a k e r s . In pa r t , the let ter read: 

. . . we a n t i c i p a t e that only a small p e r c e n t a g e of the listed pacers 

will ma l func t ion . H o w e v e r , we r e c o m m e n d for conse rva t ive 

m a n a g e m e n t that t he se pa t i en t s be m o n i t o r e d on a month ly basis 

t h r o u g h 14 m o n t h s after i m p l a n t a t i o n to de tec t e i ther o f t h e two 

p o t e n t i a l types of malfunct ion: Type 1 , p r e m a t u r e rate dec r ea se 

fo l lowed by ces sa t ion of pacing or . T y p e 2, loss of sens ing , 

r e su l t i ng in fixed rate of pac ing . 

W h e n Dr C e n t e r was asked what i t mean t to him to be told that 

' p a t i e n t s be m o n i t o r e d on a mon th ly basis t h r o u g h 14 m o n t h s after 

i m p l a n t a t i o n ' , he said: 

W e l l , real is t ical ly s p e a k i n g , t h e r e i s no way to a d e q u a t e l y 

m o n i t o r a p a t i e n t on a mon th ly basis . If t h e r e is a p r o b l e m in the 

p a c e m a k e r , you can e x a m i n e the pa t i en t a t two o'clock and 

e v e r y t h i n g is perfec t . The first ev idence of failure may occur at 

2:15 that same day. T h e r e f o r e , i f your a p p o i n t m e n t to see the 

p a t i e n t is not for a n o t h e r m o n t h and the re is a rapid 

d e t e r i o r a t i o n , or even a slow d e t e r i o r a t i o n , it's obviously very 

poss ib le tha t i f n o t h i n g is d o n e in the m e a n t i m e , there never will 

be a s e c o n d visit. 

H e n c e the F D A view was tha t a p a t t e r n of neglec t of qual i ty was 

c o m p o u n d e d by a r e luc t ance on the part of the c o m p a n y to t ake 

effective ac t ion to p r o t e c t p a t i e n t s once the fruits of this neglect 

b e c a m e a p p a r e n t . T h u s the need for an in junct ion to close down 

C o r d i s until the s i t ua t ion was s t r a i gh t ened out . The cour t decl ined 

to g r a n t the F D A its in junct ion . 

C o u n s e l for C o r d i s did not d i spu te very many o f t h e F D A ' s 148 

a l l eged def ic ienc ies . I t was c o n c e d e d : ' R e g r e t t a b l y , p a c e m a k e r s are 

not pe r fec t , the p a c e m a k e r indus t ry is not perfect , and C o r d i s is not 

perfect ." N e v e r t h e l e s s , i t was a rgued : 'Cord i s is at least as good as 

the rest o f t h e p a c e m a k e r indus t ry . ' 

T h e second e l e m e n t of the successful Cord i s defence was that 

the suffering to p a t i e n t s from g ran t ing the g o v e r n m e n t its 

i n junc t ion would exceed the benefits to t h e m . The Cord i s defence 

a t t o r n e y : 

N o w , I th ink the C o u r t also will have to be aware o f t h e poten t ia l 

effect of g r a n t i n g the g o v e r n m e n t the relief which i t seeks in 
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r e m o v i n g C o r d i s , hopefully then only t e m p o r a r i l y , from the 

m a r k e t . 

C o r d i s i s the A v i s o f t h e p a c e m a k e r indust ry . A c o r p o r a t i o n 

ca l led M e d t r o n i c was the first on the m a r k e t . They have about 50 

or 60 p e r c e n t o f t h e m a r k e t . C o r d i s has on the o rde r of 20 

p e r c e n t . T h e rest i s s ca t t e red a m o n g abo u t five domes t i c and four 

foreign m a n u f a c t u r e r s , none of w h o m is a n y w h e r e nea r e i the r 

M e d t r o n i c o r C o r d i s . 

I f the relief r e q u e s t e d by the Food and D r u g A d m i n i s t r a t i o n is 

g r a n t e d , we will show that the c u r r e n t d e m a n d for new and 

r e p l a c e m e n t p a c e m a k e r s c a n n o t be met and that there will be 

very ser ious poss ib le c o n s e q u e n c e s for p e r s o n s w h o need 

p a c e m a k e r s initially and for those w h o a l ready have p a c e m a k e r s 

i m p l a n t e d in t h e m and requ i re r e p l a c e m e n t s . 

F u r t h e r , as to the pa r t i cu l a r p e r s o n s w h o have Cord i s 

p a c e m a k e r s p r e sen t ly i m p l a n t e d in t h e m , a p p r o x i m a t e l y forty to 

fifty t h o u s a n d t h r o u g h o u t the w o r l d , we will show that t he re 

w o u l d be va r ious add i t iona l medica l p r o b l e m s in shifting from a 

C o r d i s p a c e m a k e r t o some o t h e r p a c e m a k e r , even a s suming that 

o n e w o u l d be a v a i l a b l e . 

T h e de f ence relied heavi ly on the t e s t i m o n y of one medical pract i­

t i o n e r . Dr M o r s e , in e s tab l i sh ing this conc lus ion . 

Dr M o r s e : I feel that the C o r d i s p a c e m a k e r is the most rel iable 

on the m a r k e t t oday . 

Q: C o u l d you give us any pa r t i cu l a r reason for this 

o p i n i o n ? 

Dr M o r s e : Yes . I have had C o r d i s f ixed- ra te p a c e m a k e r s five 

yea r s a g o , that e n d e d the i r life five years a g o , that 

las ted four yea r s . N o w , this i s really unusua l . The 

a v e r a g e life of p a c e m a k e r s from most c o m p a n i e s at 

tha t t ime was abou t 18 to 20 m o n t h s . I c o n t i n u e to use 

C o r d i s p a c e m a k e r s b e c a u s e I feel that they are the 

best des igned and the most versat i le p a c e m a k e r and 

the most re l iable p a c e m a k e r t ha t ' s ava i lab le a t the 

p r e s e n t t i m e . 

Dr M o r s e ' s t e s t i m o n y was d i s p a r a g e d by F D A on the g r o u n d s 

tha t he a d m i t t e d to being a C o r d i s s h a r e h o l d e r . 

C o r d i s had a po in t . If a C o r d i s s h u t d o w n caused ce r ta in pa t ien ts 

to c h a n g e ove r to a n o t h e r b rand o f p a c e m a k e r , medica l ev idence 
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indica ted that increased risks of infection could follow from implant­

ing a new m o d e l , especial ly in cases w h e r e the implant ing of a larger 

mode l involved a surgical enlarging o f t h e pocket for the dev i ce . 4 

Dr M o r s e , in testifying for the de fence , also m a d e much o f t h e 

psycho log ica l impac t on pa t i en t s of a C o r d i s s h u t d o w n . A s k e d what 

t he effect wou ld be . M o r s e said: 

I th ink it wou ld be a c a t a s t r o p h e o f t h e first o rde r . T h e r e would 

be hys te r ia a m o n g the pa t i en t s . . . . T h e r e would be a 

t r e m e n d o u s r eac t i on t h r o u g h o u t the c o u n t r y , because this i s the 

s e c o n d largest m a n u f a c t u r e r in the c o u n t r y . I t would jus t shake 

t he faith of e v e r y o n e w h o has a p a c e m a k e r in t h e m , and these 

p e o p l e are c o n c e r n e d , and the re is over a h u n d r e d t h o u s a n d of 

t h e m . 

T h e third and s t ronges t e l e m e n t o f t h e C o r d i s defence was that in 

the m o n t h s b e t w e e n the inspec t ion and the cour t case the c o m p a n y 

had rectified all o f t h e p r o b l e m s no ted by the F D A . Cord i s counse l , 

in s u m m i n g up a r g u e d : 

N o w , the real key to our ca se , I submi t , is Mr H e r s h e n s o n ' s 

t e s t i m o n y that as of this da t e eve ry th ing is c o r r e c t e d , cer ta in ly to 

t he best o f t h e c o m p a n y ' s abil i ty. 

N o w , Mr L e v i n e po in ted out tha t this was r a the r 

c o n c l u s i o n a r y . tha t we d idn ' t go t h r o u g h i tem by i tem. 

T h a t ' s t r u e . H o w e v e r , tha t i s s imply because I d idn ' t want to 

w a s t e the C o u r t ' s t i m e asking item by i tem. I can assure the C o u r t 

and the F D A that Mr H e r s h e n s o n was fully p r e p a r e d to stand 

c r o s s - e x a m i n a t i o n on every i tem and to satisfy e v e r y o n e that each 

and eve ry o n e w a s , in fact, d o n e . 

N e i t h e r side was really will ing or ab le to spend m o n t h s in cour t 

a r g u i n g w h e t h e r or not each o f t h e 144 specific deficiencies in turn 

had b e e n sat isfactori ly rectified. N o t w i t h s t a n d i n g all of the sub­

s id ia ry a r g u m e n t s , i t was this third major defence which won the 

day . 

T h e r e is no e v i d e n c e e i the r of p r e s e n t v io la t ion of law, since the 

g o v e r n m e n t has not been t h e r e to see what cond i t i ons are r ight 

n o w , nor have they p r e s e n t e d any e v i d e n c e of l ike l ihood of 

r e c u r r e n c e , wh ich I th ink is sort of a logical impossibi l i ty when 

you d o n ' t k n o w wha t the s i tua t ion i s r ight now. 

H o w e v e r , i f t he C o u r t has even the slightest d o u b t , we very 
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respectful ly suggest that i t o r d e r the F D A to inspect Cord i s and to 

r e p o r t any significant adve r se f indings immedia te ly and directly 

to the C o u r t . 

F i n a l l y , i f the m o t i o n should be d e n i e d , as we have a sked , we 

invi te and e n c o u r a g e the F o o d and D r u g A d m i n i s t r a t i o n to 

inspec t C o r d i s and also to assure itself tha t eve ry th ing has been 

c o r r e c t e d . 

J u d g e Fay , in his decis ion to deny the mo t ion for a p re l iminary 

i n j u n c t i o n , sugges ted that the F D A could t ake up this offer and 

send in a t e a m of i n spec to r s to assess the cu r r en t s i tua t ion . 

T h e F D A was not to be d e t e r r e d and took up the offer. Before 

d i scuss ing t he se further d e v e l o p m e n t s , i t i s wor th cons ider ing the 

i m p l i c a t i o n s of wha t had t r ansp i r ed up to that point . T h e r e will 

a l w a y s be de l ays b e t w e e n an inspec t ion and court act ion based on 

the resu l t s of that i n spec t i on , especial ly given the genera l policy of 

t he F D A (and most o t h e r r egu la to ry agenc ies ) o f giving offenders 

an o p p o r t u n i t y vo lun ta r i ly to set their house in o r d e r before taking 

c o u r t ac t ion . H e n c e , the re i s the o p p o r t u n i t y for the c o m p a n y to 

i g n o r e F D A w a r n i n g s up to the poin t o f t h e cour t hear ing and then 

a r g u e in cou r t tha t i t has n o w rectified all sho r t comings . The regu­

la to ry agency is t h e n invited to do a n o t h e r inspect ion and the 

a d v e r s a r i e s are set on the r o u n d a b o u t again . This p rob l em is not so 

a c u t e wi th c r imina l p r o s e c u t i o n s or civil d a m a g e s ac t ions against a 

c o m p a n y for past a c t i ons . I t i s w h e n the regu la to ry agency seeks 

in junc t ive relief that the p r o b l e m is wors t . In junc t ions to prevent a 

d a n g e r o u s p rac t i ce are more i m p o r t a n t than re t r ibu t ion against past 

sins in t e r m s o f t h e i m m e d i a t e pr ior i ty of a regu la to ry agency to save 

l ives and p r e v e n t suffering. 

I t might be a rgued that if the c o m p a n y really d o e s rectify the 

def ic ienc ies t h e n the publ ic has been p r o t e c t e d . In the first p l ace , 

t h e r e is no way of e s tab l i sh ing this w i thou t set t ing the dog on a 

c o u r s e of chas ing its tail again . Bu t t h e r e is a m o r e fundamenta l 

o b j e c t i o n to this a r g u m e n t , an ob j ec t i on which is a repe t i t ion of a 

po in t m a d e in the last c h a p t e r . F D A counse l Levine expressed i t 

w h e n he said that the grea t conce rn was not with rectifying the 144 

specific def ic ienc ies , but with cur ing the under ly ing c o r p o r a t e 

m a l a i s e of which t he se w e r e s y m p t o m s : "Large or smal l , the impor­

t a n t th ing is the p a t t e r n of i n a d e q u a t e qual i ty c o n t r o l . ' T h e r e is little 

g u a r a n t e e that e l im ina t i ng any g iven set of s y m p t o m s which come to 

n o t i c e wou ld also r e m o v e the sys temic causes . Yet the inbuilt 
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t r a d i t i o n of W e s t e r n law is not to a d d r e s s itself to p a t t e r n s of 

c o n d u c t , but to specific i tems of c o n d u c t ; not to deal with d i s ea se s , 

but wi th s y m p t o m s . Tha t i s w h y , to c h o o s e a n o t h e r area of fai lure. 

W e s t e r n law has not been able to deal wi th p h e n o m e n a like o rgan­

ised c r i m e at t he i r root : Al C a p o n e had to be deal t with by con­

vic t ion for an o b s c u r e tax v i o l a t i o n . 5 

Let us r e t u r n to the C o r d i s saga. On 28 A u g u s t 1975. t h r ee days 

after the F D A c o m p l a i n t for in junct ion was denied by the cour t , 

t w o F D A i n s p e c t o r s revis i ted the C o r d i s p lan t . Specific deficiencies 

no t ed by the i n s p e c t o r s to ta l led 137. and F D A re tu rned to the cour t 

to seek in junct ive relief for a second t i m e . As Cord i s had d o n e twice 

p r e v i o u s l y , i t w r o t e to the F D A ind ica t ing how i t i n t ended to 

r e m e d y the specific def iciencies . This t i m e , the j u d g e , lacking con­

fidence in his capac i ty to deal with the highly technical issues o f t h e 

c a s e , d e c i d e d to set up a special h e a r i n g to be c o n d u c t e d by 

P r o f e s s o r H i n e s . 

Before Professor H i n e s the Cord i s counse l again cen t red their 

case a r o u n d the fact that specific def iciencies had b e e n , and were 

b e i n g , dea l t wi th . 

Pa r t o f t h e g o v e r n m e n t ' s case i s saying tha t , wel l , when we came 

back in this mos t r ecen t inspec t ion we saw the same th ings we saw 

in the M a y - J u n e inspec t ion and way back in the F e b r u a r y 

i n s p e c t i o n , and obv ious ly that wou ld be very significant, if i t were 

t r u e , tha t we had d o n e no th ing . I th ink that would be very bad. 

We in tend to d e m o n s t r a t e that we d id , in fact, do s o m e t h i n g 

a b o u t e v e r y t h i n g and in fact none o f t h e later o b s e r v a t i o n s are 

real ly the s a m e . T h e r e are seve ra l , two or t h r e e , that the same 

s i t ua t ion r e c u r r e d , but we will show that we took significant 

m e a s u r e s in the in te r im which un fo r tuna te ly in two or th ree cases 

out of a b o u t 150 did not work well e n o u g h and we have t aken 

m o r e m e a s u r e s s ince . 

T h e C o m m i s s i o n e r , Professor H i n e s , t e n d e d to respond in his 

r e p o r t to the u n d e r l y i n g reali ty o f t h e C o r d i s p rob l em ra ther than to 

t he e x t e n t to which specific deficiencies had been rectified. He did 

c o n c l u d e that F D A ' s 137 new a l l ega t ions were substant ia l ly correct 

and tha t m a n y of the deficiencies which exis ted in the Augus t -

O c t o b e r i n spec t i on w e r e similar to deficiencies noted in the two 

e a r l i e r i n s p e c t i o n s . C o r d i s c o r r e c t i o n s o f the ear l ie r deficiencies 

w e r e d e s c r i b e d as ' r eac t ive r a the r t h a n p r o - a c t i v e ' . Professor H i n e s 

found that the F D A o b s e r v a t i o n s r e p r e s e n t e d 'significant 
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def ic ienc ies which had resu l ted from a lack ofa carefully conce ived , 

c o m p r e h e n s i v e plan for p r o d u c t a s s u r a n c e ' , the lack of c o m p r e ­

h e n s i v e o p e r a t i n g and i m p l e m e n t i n g p r o c e d u r e s and ' the lack o f a 

v i g o r o u s in t e rna l aud i t ing p r o g r a m to a s su re compl i ance wi th oper ­

a t ing p r o c e d u r e s . ' Wi th respect t o one model o f C o r d i s p a c e m a k e r s 

( the K a p p a l i ne ) , the C o m m i s s i o n e r found that no p r o c e d u r e s to 

br ing the i r p r o d u c t i o n unde r the qual i ty a s su rance p r o g r a m m e had 

b e e n d e v e l o p e d a t all. In sum. Professor H ines conc luded that the 

w h o l e C o r d i s o p e r a t i o n was so lacking in sys temat i sa t ion and 

d o c u m e n t a t i o n as to be 'not c o n d u c i v e to nor cons is ten t with the 

p r o d u c t i o n of high rel iabi l i ty p a c e r s . ' 

C o r d i s counse l r e m i n d e d Professor H ines that in spite of the 

fact tha t his role was defined by the j u d g e as to express a view 

on the t echn ica l q u e s t i o n s , g rea t p o w e r was being placed in his 

h a n d s . 

. . . in a d d i t i o n to jus t set t l ing technica l q u e s t i o n s , you are really 

hav ing a d r a m a t i c , p e r h a p s a final, effect on the life o fa very large 

e n t e r p r i s e . I t is on the o rde r of for ty-mil l ion dol la rs annua l sales 

or t w o t h o u s a n d e m p l o y e e s , and the technica l ques t ions that you 

will be dec id ing will be a very significant basis fo r judge E a t o n to 

m a k e his u l t i m a t e decis ion as to w h e t h e r this ope ra t i on r emains 

o p e n or is c losed d o w n , so that i t is more than jus t technical 

q u e s t i o n s as I am sure you a p p r e c i a t e . . . . 

P e r h a p s P ro fes so r H i n e s was influenced by this warn ing when in 

his r e p o r t he was careful to frame his r e c o m m e n d a t i o n s as reforms 

w h i c h shou ld be u n d e r t a k e n by C o r d i s . He did not r e c o m m e n d that 

C o r d i s be shut d o w n or that F D A superv i s ion was r equ i r ed . I n d e e d , 

the d e f e n d a n t s w e r e able to m a k e m u c h o f t h e fact that many o f t h e 

c h a n g e s and i m p r o v e m e n t s r e q u i r e d p a c e m a k e r production to be 

u n d e r w a y in o r d e r tha t the n e e d e d i m p r o v e m e n t s could be effected. 

T h i s , of c o u r s e , was a p o o r a r g u m e n t for a l lowing Cord i s to con­

t i n u e d i s t r i bu t i ng p a c e m a k e r s whi le its o p e r a t i o n s were being 

b r o u g h t u n d e r a p p r o p r i a t e con t ro l s . 

On the s t r e n g t h o f Professor H i n e s ' s r e p o r t , F D A counsel a rgued 

before the c o n v e n e d cour t : 

An in junc t ion should now be issued. The t e r m s o f t h e injunct ion 

w o u l d be t hose c o n t a i n e d in the C o m m i s s i o n e r ' s 

R e c o m m e n d a t i o n s . T h e s e r equ i r e C o r d i s activity (1) to es tabl ish 

a c c e p t a b l e rel iabi l i ty goa l s , (2) to es tab l i sh data col lect ion and 
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s ta t is t ical ana lyses of field e x p e r i e n c e in o r d e r to d e v e l o p 

e s t i m a t e s of p a c e r re l iab i l i ty , (3) to br ing K a p p a pacer model 

p r o d u c t i o n u n d e r the p roduc t a s s u r a n c e system and to modify 

p r o m o t i o n a l l i t e r a tu re to reflect the n e w n e s s o f t h e dev i ce , (4) to 

c o m p l e t e t he des ign of a c o m p r e h e n s i v e pacer a s su rance sys tem, 

to i nc lude the t h i r t e e n a reas specified by the C o m m i s s i o n e r in 

o r d e r to ach ieve rigid c o n t r o l , (5) to increase final p roduc t 

t e s t i n g , (6) to staff the in terna l qual i ty audi t g r o u p so that i t can 

be v i g o r o u s [ s ic ] , and (7) to d e v e l o p a high rel iabil i ty discipl ine 

and i n t eg ra t i on of m a n a g e m e n t pol ic ies . 

In c o n t r a s t . C o r d i s a rgued t h a t ' . . . we fully accept his [Professor 

H i n e s ' ] r e c o m m e n d a t i o n s and we are w o r k i n g as hard as possible to 

i m p l e m e n t t hem as soon as poss ib le and that is rapidly being 

a c c o m p l i s h e d . ' T h e n c a m e the c l incher . F D A based its whole case 

in law aga ins t C o r d i s on m i s b r a n d i n g . Cord i s c la imed in the 

b r o c h u r e s and d i rec t ions - fo r -use l i t e ra tu re which went to doc to r s 

tha t its p a c e m a k e r s were ' m a n u f a c t u r e d u n d e r rigidly con t ro l led 

c o n d i t i o n s ' and tha t they pe r fo rmed with "a high d e g r e e of relia­

bility over an e x t e n d e d per iod of t i m e ' . B e c a u s e these s t a t emen t s 

w e r e i n a c c u r a t e , the injunct ion to s top the d i s t r ibu t ion of mis-

b r a n d e d p r o d u c t s should be i ssued, the F D A a r g u e d . Such a 

s t r a t egy was necessa ry b e c a u s e a t tha t t ime G M P s applied only to 

d r u g s and not to i m p l a n t a b l e medica l dev ices . The bombshe l l was 

tha t a c o u p l e of w e e k s before the D e c e m b e r 1975 cour t hear ing (on 

19 N o v e m b e r ) C o r d i s ins t i tu ted new label l ing for all C o r d i s pace­

m a k e r s and sent cop i e s to all phys ic ians who cur ren t ly used those 

l abe l s . 'All p a c e r s be ing sh ipped from Cord i s plant as of today have 

th is new labe l l ing . T h e y do not have any s t a t emen t ab o u t rigid 

c o n t r o l . ' 

L e v i n e a r g u e d : i d o n ' t k n o w w h e t h e r the new labell ing here will 

r e m e d y the past four or five years o f t h e s t a t e m e n t of rigid c o n t r o l . ' 

B u t J u d g e E a t o n i m m e d i a t e l y i n t e rvened he re : ' P e r h a p s we have a 

new lawsui t n o w . We all pick up the new mate r ia l and we start over 

in r e f e r e n c e to the labe l l ing . ' The F D A had lost the ba t t l e . I t lost 

every ba t t l e aga ins t C o r d i s , and the war . 

The failure to close down the Cord i s p lan t gave impe tus to F D A 

efforts to have specific medica l device r egu la t ions enac t ed . I t was 

o n e o f t h e few a t t e m p t s by the F D A to pull out all legal stops against 

a m o d e r a t e l y large c o m p a n y . As such , i t was also a salutary lesson 

on the l imits of law in con t ro l l i ng c o r p o r a t e a b u s e s . 

129 
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A fourth modern case study: an anonymous transnational 

The C o r d i s case study served to i l lus t ra te the limits of law in 

r e g u l a t i n g unsafe m a n u f a c t u r i n g p r o b l e m s . The following case 

s tudy is p r o b a b l y m o r e typical in that i t i l lus t ra tes how con t ro l was 

effected t h r o u g h n e g o t i a t i o n w i t h o u t r ecou r se to l i t igat ion. In par t , 

an informal s e t t l e m e n t was effected precisely because of a 

r e a l i s a t i o n by some F D A officers that legal con t ro l s did have severe 

l imits in the kind of s i tua t ion they were dea l ing with. The case study 

c o n c e r n s a n a n o n y m o u s A m e r i c a n t r ansna t i ona l p h a r m a c e u t i c a l 

c o m p a n y and a n o n y m o u s F D A officers. Such a n o n y m i t y arises 

from the fact tha t my chief i n fo rman t , a senior F D A official, 

r e q u e s t e d i t be that way. 

F D A i n s p e c t o r s b e c a m e a w a r e o f t h e fact tha t the re had been a 

m a j o r b r e a k d o w n on the qual i ty system at the largest manufac tur ­

ing p l an t of one of the top A m e r i c a n c o m p a n i e s . Essent ia l ly the 

p r o b l e m s w e r e a n u m b e r of s loppy prac t ices which c rea ted a risk 

t h a t u n d e t e c t e d non-s te r i l e p r o d u c t s were going on to the m a r k e t . 

The de t a i l s of these p rac t i ces will not be discussed h e r e , but they 

w e r e of a m a g n i t u d e to cause one F D A officer to descr ibe the 

qua l i ty b r e a k d o w n as ' one o f t h e most se r ious I have seen in 30 years 

e x p e r i e n c e ' . T h e F D A distr ict d i r ec to r w a n t e d to close down the 

p lan t and c o m m e n c e cr iminal p r o c e e d i n g s agains t the c o m p a n y and 

c e r t a i n of its officers. We have seen that c r iminal p r o s e c u t i o n s of 

t r a n s n a t i o n a l p h a r m a c e u t i c a l c o m p a n i e s u n d e r the F o o d , Drug and 

C o s m e t i c A c t a re vir tual ly non -ex i s t en t . So the F D A was clearly not 

go ing to rush in to cr iminal p r o s e c u t i o n s . H o w e v e r , i m m e d i a t e 

a c t i o n had to be t a k e n a b o u t the risk to the publ ic . 'We were 

ter r i f ied ' a b o u t th is risk, c la imed the F D A head office official whose 

j o b i t was to reac t to the p r o b l e m . 

The crisis built up g radua l ly . G o v e r n m e n t c o n t r a c t s for p roduc t s 

from the p lan t w e r e cut off after an initial inves t iga t ion by the 

F D A ' s dis t r ic t office. E x e c u t i v e s from the firm con t ac t ed the F D A ' s 

head office and a s k e d if they could c o m e to W a s h i n g t o n to discuss it. 

T h e y w e r e told that they cou ld , but only i f they came with dec is ion­

m a k i n g a u t h o r i t y . In the m e a n t i m e the distr ict office had sent head 

office an in junct ion r e c o m m e n d a t i o n for the c losure o f t h e plant . At 

the initial m e e t i n g b e t w e e n F D A and c o m p a n y officers i t was 

p o i n t e d out to the c o m p a n y that the injunction r e c o m m e n d a t i o n 

had b e e n r ece ived . N e v e r t h e l e s s , the m e e t i n g was n o n - p r o d u c t i v e . 

F u r t h e r e v i d e n c e e m e r g e d s u b s e q u e n t to that initial mee t ing 
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c u l m i n a t i n g in a r e c o m m e n d a t i o n by the distr ict office for cr iminal 

p r o s e c u t i o n s . As th is ev idence e m e r g e d from the district office 

i n v e s t i g a t i o n s , the c o m p a n y b e c a m e m o r e c o - o p e r a t i v e . 

A plan of ac t ion to rectify the p r o b l e m was w o r k e d out at meet­

ings b e t w e e n the F D A and the c o r p o r a t i o n ' s genera l counse l . O n e 

m e a s u r e was a g r a d u a t e d recall of va r ious p r o d u c t s which was said 

to cost the c o m p a n y S8-10 mil l ion. I t was ag reed tha t the c o m p a n y 

w o u l d d i smiss its p r o d u c t i o n and quali ty cont ro l m a n a g e r s , who 

w e r e r e g a r d e d as hav ing special responsib i l i ty for the quali ty crisis. 

A huge and costly p r o g r a m m e to u p g r a d e the qual i ty a s su rance 

sys tem at t he plant and in the c o m p a n y genera l ly was i m p l e m e n t e d . 

Mass ive th ings w e r e d o n e h e r e ' , a cco rd ing to the key F D A official 

in the n e g o t i a t i o n s . 

Whi l e the c o r p o r a t e gene ra l counse l won full suppor t for the 

r e g i m e of r e h a b i l i t a t i o n from his p r e s i d e n t , the F D A official did not 

have such a s m o o t h r ide . The recall p r o g r a m m e was a major source 

of d i s s ens ion wi th in the agency . I t had been agreed that the recalls 

shou ld be g r a d u a l . P r o d u c t s a l ready on the m a r k e t would not be 

reca l led until such t ime as new s tocks m a n u f a c t u r e d u n d e r the 

r e f o r m e d qual i ty c o n t r o l system had c o m e out the end of the 

p r o d u c t i o n l ine . Old stock would be recal led over four to five 

m o n t h s as m o r e and m o r e new stock was p r o d u c e d . The p r o d u c t 

was n e c e s s a r y in s u r g e r y ; wi thou t i t cer ta in o p e r a t i o n s could not 

t a k e p l a c e . B e c a u s e the c o m p a n y was so large in the p roduc t lines 

c o n c e r n e d , i m m e d i a t e recall o f all p r o d u c t s p r o d u c e d under the 

defec t ive qual i ty c o n t r o l sys tem would have c rea ted sho r t ages 

which may have put cer ta in pa t i en t s a t risk. The ob jec t ion to this 

pa r t o f t he a g r e e m e n t w a s , h o w e v e r , tha t illegal drugs were out 

t h e r e on the m a r k e t and should be w i t h d r a w n as a m a t t e r of 

p r i n c i p l e . To c o m p r o m i s e this pr inc ip le would be in to l e rab le . 

T h e s e a r g u m e n t s w e r e further confused by the fact that F D A did 

not have e v i d e n c e tha t any of the inven to ry was non- s t e r i l e . No 

a d v e r s e r e a c t i o n s had been r e p o r t e d . M o r e o v e r , i t is difficult to test 

wi th any c e r t a i n t y t he sterility of an e n d - p r o d u c t . That is precisely 

why s t rong va l ida t i on of in -process c o n t r o l s for sterility is essent ia l . 

T h e r e w a s a lack of a s su rance o f t h e steril i ty in all lots which had 

been m a n u f a c t u r e d in se r ious v io la t ion o f G M P s . The probabi l i ty 

tha t a n u m b e r of lots on the m a r k e t w e r e non-s te r i le could only be 

g u e s s e d . E v e n if t h e r e w e r e no d rugs lacking s ter i l i ty , i t did remain 

t rue tha t the d r u g s w e r e ' i l legal ' in the sense that they had not been 

m a d e and tes ted a c c o r d i n g to the s t a n d a r d s set down in law. 
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Al l p r o t a g o n i s t s wi th in the agency seemed sincere in their desi re 

to a s s u r e m a x i m u m p r o t e c t i o n for the c o n s u m e r . Bu t n e i t h e r side 

had the da t a to be able to show that the risk from p roduc t shor t ages 

w o u l d be g r e a t e r or lesser t h a n the risk from unsafe p roduc t . The 

w i n n i n g a r g u m e n t of those w h o defended the gradual recall was that 

t h i s w a s par t o f a to ta l p a c k a g e o f c o n s e n s u a l m e a s u r e s which , as a 

w h o l e , wou ld afford far g r e a t e r p ro t ec t i on to pa t i en t s than would 

r e su l t i f t h e c o n s e n s u s b r o k e d o w n t h r o u g h legal ac t ion by F D A 

aga ins t the c o m p a n y (e .g . se izure , in junc t ion , p r o s e c u t i o n ) . The 

c o m p a n y m i g h t r e n e g e on some pa r t s o f its side o f t h e deal i f F D A 

c h a n g e d its t u n e on g radua l recall . 

T h i s having b e e n s e t t l e d , t h e r e was n o w the ques t ion o f cr iminal 

p r o s e c u t i o n s . U l t i m a t e l y , no r e c o m m e n d a t i o n went from the F D A 

to t he Jus t ice D e p a r t m e n t for a c r imina l p ro secu t i on . The distr ict 

d i r e c t o r w a n t e d to p roceed wi th cr iminal ac t ion against the 

c o m p a n y and the two e x e c u t i v e s w h o had been d i smissed . In 

c o n t r a s t , the view o f t h e F D A head office official w h o had done the 

n e g o t i a t i n g was that i t would be "vindictive ' to p r o s e c u t e the "two 

old m e n ' w h o had suffered e n o u g h from profess ional d isgrace and 

loss o f e m p l o y m e n t . M o r e o v e r , t he re were informal ind ica t ions 

tha t they w e r e highly unl ikely to ever go back to the p h a r m a c e u t i c a l 

i n d u s t r y and pose a th rea t to the publ ic again . This senior F D A 

officer justif ied his pos i t ion as follows: 

I s ta ted my o p i n i o n that the g o v e r n m e n t would win if i t went 

forward [on the case agains t the c o r p o r a t i o n and two individual 

d e f e n d a n t s ] . I r e c o m m e n d e d that the case be not p rosecu ted at 

all b e c a u s e , in my o p i n i o n , the publ ic hea l th and welfare would 

not be at all se rved . The p r o b l e m had been co r rec t ed . We had 

magnif icent (if b e l a t e d ) c o o p e r a t i o n from the firm. The former 

p lan t m a n a g e r and plant QC d i r ec to r ( they had different t i t les , 

but I c an ' t r e m e m b e r t h e m ) were out o f t h e indus t ry ; so. any 

p u n i s h m e n t of t hem would be strictly pun i t ive . . . . The district 

office s c r e a m e d "Foul. The law is the law. ' Tha t kind of r eason ing 

has a lways d i sgus ted me because w h e n it is used the tail literally 

wags t he dog . The s ta ted p u r p o s e o f t h e C o n g r e s s in enac t ing the 

A c t was "to p ro tec t the publ ic heal th and welfare . . . . ' T o o , F D A 

t o o k into c o n s i d e r a t i o n its t rack record with the court j u r i sd ic t ion 

invo lved . Tha t pa r t i cu l a r F D A district office was not respec ted by 

a t least o n e j u d g e up the re who t h o u g h t they were high handed 

and less than ob jec t ive in a n o t h e r ma t t e r referred to him. 
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T h e i m m e d i a t e super io r of this officer who did the nego t i a t ing 

d i s a g r e e d . H e s u p p o r t e d cr iminal p r o s e c u t i o n o f t h e c o r p o r a t i o n , 

the c h a i r m a n of its b o a r d , and the two execu t ives who had been 

d i smi s sed . In t u r n , his i m m e d i a t e s u p e r i o r , w h o was a pe rsona l 

friend o f t h e c h a i r m a n o f t h e accused c o r p o r a t i o n , " was agains t any 

c r imina l ac t ion . In the end , the m a t t e r was resolved in the negat ive 

a t the h ighes t d e c i s i o n - m a k i n g levels o f t h e agency . T h e c o m p a n y , 

a c c o r d i n g to F D A staff, has had a good G M P record since the 

i n c i d e n t . T h i s case study will be d r a w n u p o n later to i l lustrate the 

difficult cho ices and p r e s s u r e s which r e g u l a t o r s must confront in 

d e c i d i n g for or aga ins t legal ac t ion , and to i l lustrate the real possi­

bi l i t ies for a c h i e v i n g significant p ro t ec t i on for the public from deals 

s t ruck 'in smoke-f i l led r o o m s ' . ' 

Unsafe manufacturing practices affecting workers 

So far in th is c h a p t e r the impact of unsafe manufac tu r ing pract ices 

on c o n s u m e r s has b e e n c o n s i d e r e d . Bu t w o r k e r s as well as con­

s u m e r s can be v ic t ims . U n f o r t u n a t e l y , w o r k e r s as victims is a topic 

w h i c h has b e e n re la t ive ly neglec ted in this r e sea rch . I t is an a rea that 

wou ld justify d e t a i l e d inves t iga t ion . The p h a r m a c e u t i c a l g iant , 

W a r n e r - L a m b e r t , and four of its execu t i ve s were recent ly the 

sub jec t of a l a n d m a r k i nd i c tmen t cha rg ing t hem with homic ide over 

an explos ion- f i re in its L o n g Island city c h e w i n g - g u m plant in which 

6 w o r k e r s w e r e ki l led and 55 o the r s ser iously in jured . U l t ima t e ly 

the U . S . C o u r t o f A p p e a l s for the Second Circui t in N e w York 

d i s m i s s e d the ca se ( P e o p l e v . W a r n e r L a m b e r t , C t . a p p . , 434 

N . Y . S . a t 159). E v e n t h o u g h the c o m p a n y had vir tual ly ignored a 

w a r n i n g by its i n s u r a n c e ca r r i e r s that t h e r e was a severe explos ion 

h a z a r d a t the p l a n t , b e c a u s e the i m m e d i a t e source of ignit ion could 

not be d e t e r m i n e d wi th ce r ta in ty after the exp los ion , the charges 

w e r e d i smis sed . In o t h e r w o r d s , to get a convic t ion for cr iminal ly 

n e g l i g e n t h o m i c i d e , the p r o s e c u t i o n was r equ i red to p rove that the 

d e f e n d a n t s could fo resee not only the fact tha t t h e r e might be an 

e x p l o s i o n , but a l so the prec ise chain of even t s which actually 

t r i g g e r e d the e x p l o s i o n . T h e dec is ion will m a k e conv ic t ions in 

future cases of t he same kind ex t r ao rd ina r i l y difficult, i f not 

i m p o s s i b l e . 

O b v i o u s l y , safety p r o b l e m s are not all m a n a g e m e n t ' s fault. In a 

p h a r m a c e u t i c a l l a b o r a t o r y in which i t is c o m m o n pract ice for 

d a n g e r o u s c h e m i c a l s to be m o u t h p i p e t t e d , the fault may lie with 
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staff w h o c h o o s e to do this to save t i m e . E q u a l l y , i t could be that 

m a n a g e m e n t is at fault for failure to w a r n t hem off such a p rac t i ce , 

or e v e n for t r a i n i n g new staff in to a set of p rac t ices which accepts 

m o u t h p i p e t t i n g a s n o r m a l . 

An i m p o r t a n t need is for deta i led inves t iga t ion o f t h e heal th risks 

to p e o p l e w h o work with h o r m o n a l p r o d u c t s . B e t w e e n 1968 and 

1971 m a n y w o r k e r s a t D a w e s L a b o r a t o r i e s in C h i c a g o H e i g h t s . 

I l l i no i s , c o m p l a i n e d o f sexual i m p o t e n c e . S o m e m e n d e v e l o p e d 

e n l a r g e d b r e a s t s , in one case r equ i r ing surgical r emova l . C o n d i t i o n s 

a t the plant a c c o r d i n g to Eps t e in (1978: 227) w e r e : "Venti lat ion was 

p rac t i ca l ly n o n e x i s t e n t and the w h o l e in te r ior o f t he plant was 

c o v e r e d by dust c o n t a i n i n g as high as 10 percen t D E S [a ho rmona l 

p r o d u c t ] by weight ." In 1977 an O c c u p a t i o n a l Safety and Hea l th 

A d m i n i s t r a t i o n inspec t ion resul ted in the compara t i ve ly heavy fine 

of $ 4 6 , 0 0 0 . wh ich was s u b s e q u e n t l y r educed under appea l to 

$ 2 1 , 0 0 0 . E p s t e i n p o i n t e d out that a s imilar inc ident is d o c u m e n t e d 

from an ora l c o n t r a c e p t i v e plant in P u e r t o R ico in 1976. 

F o l l o w i n g c o m p l a i n t s of en l a rged b reas t s in male e m p l o y e e s and 

m e n s t r u a l d i s o r d e r s in females , N I O S H invest igated the plant in 

M a y , 1976, and found ev idence of excess ive oes t rogen e x p o s u r e . 

In th i s c a s e , m a n a g e m e n t ins t i tu ted the necessary dust cont ro l 

m e a s u r e s and i m p r o v e d work p r ac t i c e s , which a p p e a r to have 

r e so lved the p r o b l e m 4 0 ( E p s t e i n . 1978: 228) ." 

O n e c o n t r a c e p t i v e manufac tu r e r c l a imed that extens ive p recau­

t i ons w e r e t a k e n in the i r P u e r t o Rican o p e r a t i o n to reduce the risk 

to w o r k e r s from o e s t r o g e n in the a t m o s p h e r e . W o r k e r s are ro t a t ed 

in and out of that sect ion o f t h e work e n v i r o n m e n t with the highest 

r isk: the c o n t r a c e p t i v e s are m a n u f a c t u r e d in a part of the plant 

w h i c h is physica l ly s e p a r a t e d from the rest; and o the r special 

m e a s u r e s . H o w e v e r , I was told by senior m a n a g e m e n t of this 

A m e r i c a n c o m p a n y that the high safety s t anda rds of its P u e r t o 

R i c a n p lan t were not m a t c h e d in its Bri t ish o p e r a t i o n . Even though 

the Br i t i sh c o n t r a c e p t i v e p lan t had been a p p r o v e d by g o v e r n m e n t 

i n s p e c t o r s , t he c o r p o r a t i o n ' s i n t e rna t i on a l c o m p l i a n c e unit was not 

satisfied tha t i t met c o r p o r a t e safety s t a n d a r d s . S t r e n g t h e n e d by the 

a r g u m e n t tha t his own g o v e r n m e n t found the plant safe, the 

m a n a g i n g d i r e c t o r o f t h e Bri t ish subsidiary was f ight ing the a t t emp t 

by h e a d q u a r t e r s c o r p o r a t e c o m p l i a n c e staff to impose higher 

s t a n d a r d s . 

A h e a d q u a r t e r s c o m p l i a n c e execu t ive exp la ined the p r o b l e m : 'It 
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is hard to sell the need for twen ty i m p r o v e m e n t s in a plant to a 

m a n a g i n g d i r e c t o r w h e n they have had an inspec t ion the week 

before by the i r local r e g u l a t o r s w h o give t h e m full m a r k s . We can 

a l w a y s find th ings w r o n g , m o r e i m p o r t a n t th ings w r o n g , than the 

local g o v e r n m e n t official. ' At the t ime I in te rv iewed cer ta in par t ies 

to the in t e rna l s t ruggle over safety s t a n d a r d s , the conflict was dead­

l o c k e d , w i t h s o m e c h a n c e tha t the m a t t e r migh t be resolved by the 

r eg iona l v i ce -p r e s iden t for E u r o p e or his supe r io r in the U n i t e d 

S t a t e s . T h e story is a nice i l lus t ra t ion of how. even in a deve loped 

c o u n t r y , w o r k e r s a re often b e t t e r p r o t e c t e d by w a t c h d o g s of cor­

p o r a t e s t a n d a r d s wi th in the t r a n s n a t i o n a l than they are by govern­

m e n t i n s p e c t o r s . This b e c o m e s even more t rue in Third Wor ld 

c o u n t r i e s w h e r e t h e r e are no g o v e r n m e n t in spec to r s . Pol ic ies to 

s t r e n g t h e n these socially r e spons ib l e cons t i t uenc i e s within the 

t r a n s n a t i o n a l c o r p o r a t i o n will be c o n s i d e r e d later. 

Indus t r i a l safety a r r a n g e m e n t s s u r r o u n d i n g the m a n u f a c t u r e o f 

c o n t r a c e p t i v e s i n t e r n a t i o n a l l y i s an a rea which w a r r a n t s de ta i led 

p u b l i c i n t e r e s t r e s e a r c h . T h e fol lowing s t a t e m e n t by the quali ty 

a s s u r a n c e m a n a g e r o f t h e Mexican subsidiary of a n o t h e r major t rans­

na t iona l impl ies tha t , at least at that t ime ( D e c e m b e r , 1979), indus­

trial safety s t a n d a r d s w e r e unsat isfactory: ' W e do have a bit of dust in 

the air which can be d a n g e r o u s when mak ing O C s [oral con t racep­

t i ve s ] . We do not have e n o u g h vents in the roof. But we are building a 

n e w plan t and t h e n we will be in c o m p l i a n c e wi th the r egu l a t i ons . ' 

A further m a t t e r which r equ i re s inves t iga t ion is the extent to 

w h i c h p h a r m a c e u t i c a l manufac tu r i ng affects the hea l th of sur­

r o u n d i n g c o m m u n i t i e s in add i t ion to that of w o r k e r s . By far the 

g r e a t e s t c o n c e n t r a t i o n of p h a r m a c e u t i c a l manufac tu r i ng in the 

w o r l d is in the s ta te of N e w Jersey in the U S . N e w Jersey is the 

A m e r i c a n m a n u f a c t u r i n g h e a d q u a r t e r s o f C i b a - G e i g y , W a r n e r -

L a m b e r t , R o c h e , S a n d o z , H o e c h s t - R o u s s e l , J o h n s o n and J o h n s o n . 

M e r c k , E t h i c o n , O r g a n o n , B e e c h a m , Sche r ing -P lough , S q u i b b . 

C a r t e r - W a l l a c e , B e c t o n - D i c k i n s o n and many smal ler p h a r m a ­

ceu t i ca l c o m p a n i e s . N e w Je rsey leads all A m e r i c a n s ta tes in overal l 

c a n c e r m o r t a l i t y and in the var ie ty o f mor t a l c a n c e r s . W h e t h e r th is 

fact can be a t t r i b u t e d , as Eps t e in (1978 : 451) sugges t s , to was te 

from the c o n c e n t r a t i o n of chemica l indus t r ies in N e w Jersey is 

b e y o n d the c o m p e t e n c e o f th is a u t h o r . H o w e v e r , t he possibili ty 

tha t this could be the case adds a n o t h e r r ea son for sys temat ic 

r e s e a r c h on the effect on the hea l th of p e o p l e from the m a k i n g , in 

a d d i t i o n to the c o n s u m i n g , o f p h a r m a c e u t i c a l s . 
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AN INTERPRETATION OFTHE CASE STUDIES 

The Limits of Law 

T h e C o r d i s case s tudy i l lus t ra ted some of the p r o b l e m s with 

in junc t ive r e m e d i e s to unsafe manufac tu r i ng prac t ices . In part i t is 

the by now o f t - r epea ted p r o b l e m of W e s t e r n law not being geared 

to deal wi th a p a t t e r n of c o n d u c t but with specific eg reg ious acts . 

H o w e v e r , i t is a l so a p r o b l e m o f t h e slow re sponse of legal p rocesses 

to m a t t e r s which r e q u i r e i m m e d i a t e ac t ion . The c o m p a n y which has 

a social ly d a n g e r o u s p a t t e r n of a d m i n i s t r a t i o n has t ime to rectify 

specific c o m p l a i n t s before the cour t hear ing takes p lace , while not 

d e a l i n g wi th the u n d e r l y i n g mala i se . T h e n , we have seen , a regu­

la to ry r o u n d a b o u t can begin . I t i s p e r h a p s for these reasons that one 

s e n i o r F D A official exp res sed the view: ' T h e Federa l jud ic ia ry has a 

p r i v a t e c o n t e m p t for agenc ies who seek in junc t ions . They feel that 

t h e y r e so r t to in junc t ions w h e n they fail a t doing their own j o b . ' 

M a n y r e g u l a t o r s have c o m e to the conc lus ion that they can win 

m o r e i m m e d i a t e and m o r e satisfactory p ro t ec t i on for the c o n s u m e r 

t h r o u g h n e g o t i a t i o n r a t h e r than l i t igat ion. I t i s i m p o r t a n t , never­

t h e l e s s , for g o v e r n m e n t n e g o t i a t o r s to have the b a c k - u p threa t of 

in junc t ive relief, se izure and p r o s e c u t i o n as negot ia t ing too l s . They 

a r e then ab le to walk softly while ca r ry ing a big stick. The clum­

s iness of law as a con t ro l l i ng device does not apply only to injunc­

t i o n s . A n e g o t i a t e d vo lun ta ry recall of h a z a r d o u s drugs will 

g e n e r a l l y be m o r e effective than se izures enforced by the cou r t s . In 

the l a t t e r c a s e , o r d e r s to seize d rugs might have to be issued to 

a l m o s t a h u n d r e d different marsha l s from district cour t s a r o u n d the 

U n i t e d S t a t e s . M o r e o v e r , the c o - o p e r a t i v e c o m p a n y i s more able to 

t r ace w h e r e all the d rugs have gone than the g o v e r n m e n t official 

w h o has to elicit g r u d g i n g c o - o p e r a t i o n unde r cour t o rder . 

S imi la r c o n s i d e r a t i o n s apply to the limits of p rosecu t ion for 

v i o l a t i o n s of G M P r e g u l a t i o n s . In the first p l ace , no set of regula­

t i ons can specify all the types o f c o n d u c t that a c o m p a n y , following a 

socia l ly r e s p o n s i b l e p a t t e r n of manufac tu r i ng o rgan i s a t i on , should 

a d o p t . R e g u l a t i o n s can even specify that cer ta in types of com­

p o n e n t s be s a m p l e d for test ing from the t o p , midd le and b o t t o m of a 

c o n t a i n e r to e n s u r e that i t is not pu re in one section but impure in 

a n o t h e r . H o w e v e r , r e g u l a t i o n s c a n n o t r easonab ly impose a formal 

r e q u i r e m e n t tha t s amp le s be t aken from m o r e than three par ts of 

t h e c o n t a i n e r w h e n s o m e o n e has a hunch that some th ing could be 
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w r o n g . R e g u l a t i o n s can enforce m i n i m u m s t a n d a r d s , but they 

c a n n o t enforce c o m m o n sense and social responsibi l i ty . 

A g a i n to r e p e a t a conc lus ion from o t h e r c h a p t e r s , g o v e r n m e n t 

i n s p e c t o r s a re not in as good a pos i t ion as ins iders to d i scover when 

r e g u l a t i o n s have b e e n v io la ted . The following s t a t e m e n t from a 

c o r p o r a t e c o m p l i a n c e execu t ive was not u n c o m m o n : "We've had a 

s i t u a t i o n w h e r e an F D A inspec t ion has given a plant a clean bill of 

hea l t h o n e w e e k , and our inspec tors have c o m e in the next week to 

p o i n t out a dozen th ings which are not up to s t a n d a r d . ' 

In fact, F D A i n s p e c t o r s c a n n o t give a plant a "clean bill of hea l th ' 

s ince the i r only respons ib i l i ty i s to repor t G M P vio la t ions which 

t h e y no t i ce . T h e y do not wr i te a r epo r t which says that a cer ta in 

a s p e c t of m a n u f a c t u r i n g was a p p r o v e d as sat isfactory. This differs 

from the g r a d i n g sys tem used by the i n s p e c t o r a t e of the C a n a d i a n 

H e a l t h P r o t e c t i o n B r a n c h . O b v i o u s l y , i f a p r o b l e m arises in an 

o p e r a t i o n which has jus t been given a posi t ive grading by the 

g o v e r n m e n t , t hen the c o m p a n y can defend itself by poin t ing to this . 

Such a possibi l i ty p e r h a p s does put i n spec to r s on their me t t l e . The 

o t h e r a d v a n t a g e is that i t enab l e s the g o v e r n m e n t formally to use 

b o t h t he p sycho logy of praise and of crit icism in improv ing 

s t a n d a r d s . 

I n s p e c t i o n s by c o r p o r a t e c o m p l i a n c e staff are a lso m o r e likely to 

u n c o v e r p r o b l e m s than g o v e r n m e n t inspec t ions because o f the 

g r e a t e r d e g r e e o f o p e n n e s s wi th the former . 

O u r i n s t r u c t i o n s to officers w h e n dea l ing with F D A inspec to r s i s 

to only a n s w e r the q u e s t i o n s a sked , not to p rov ide any extra 

i n f o r m a t i o n , not to v o l u n t e e r a n y t h i n g , and not to answer any 

q u e s t i o n s o u t s i d e y o u r a rea o f c o m p e t e n c e . On the o t h e r hand we 

[ the c o r p o r a t e c o m p l i a n c e staff] can ask a n y o n e any th ing and 

e x p e c t an a n s w e r . They are told that we are part o f t h e same 

family a n d , un l ike the g o v e r n m e n t , we are work ing for the same 

f inal o b j e c t i v e s . ' 

An a d v e r s e r epo r t from a g o v e r n m e n t inspec tor in many situ­

a t i o n s will be a m a t t e r of g r e a t e r conce rn to a factory m a n a g e r than 

an a d v e r s e r epo r t from an inspec tor from c o r p o r a t e h e a d q u a r t e r s . 

Bu t this need not necessar i ly be t r u e . The m a n a g e r ' s super io r s may 

s y m p a t h i s e w h e n he or she is v ic t imised by ' those bas t a rds from 

F D A m a k i n g u n r e a s o n a b l e d e m a n d s ' . But a n internal adve r se 

r e p o r t is less likely to elicit social suppo r t from supe r io r s . W h e n 

t h e r e is no o u t - g r o u p to b l a m e , an adverse repor t might have a more 
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n e g a t i v e impac t for the m a n a g e r on m a t t e r s such as p r o m o t i o n 

p r o s p e c t s . A n o t h e r i m p o r t a n t difference b e t w e e n g o v e r n m e n t and 

i n t e r n a l i n spec to r s i s re levant h e r e . The two serve different 

p u r p o s e s . W h i l e the g o v e r n m e n t inspec tor sets out to find G M P 

v i o l a t i o n s "by t h e c o m p a n y ' , the in te rna l in spec to r seeks to locate 

c u l p a b l e ind iv idua l s for p r o b l e m s and to assess the p e r f o r m a n c e of 

i n d i v i d u a l s in m e e t i n g c o r p o r a t e qual i ty goa ls . H e n c e the impact of 

an a d v e r s e g o v e r n m e n t repor t is diffused - in a sense e v e r y o n e is to 

b l a m e . I n t e r n a l r e p o r t s , par t ly because o f their pu rpose and par t ly 

b e c a u s e of the i r s u p e r i o r capaci ty to locate buried bod i e s , have 

m o r e t a n g i b l e c o n s e q u e n c e s for pa r t i cu l a r indiv iduals . 

It is an o f t - r epea t ed reason for the failure of cont ro l s on c o r p o r a t e 

c r i m e that in a large c o r p o r a t i o n respons ib i l i ty for any law viola t ion 

i s diffused ( S t o n e , 1975; E r m a n n and L u n d m a n , 1978; Fisse , 1978; 

G r o s s , 1978; M c A d a m s , 1978; Schrager and Shor t , 1978; Bra i th -

w a i t e , 1979a; Harvard Law Review, 1979; Yale Law Journal, 1979). 

T h e r e a re m a n y individual ac tors each of w h o m has a part ial 

r e spons ib i l i t y for a w h o l e which no one of t hem fully admi t s . Whi le 

th is is u n d e n i a b l e and inev i t ab le , i t should be cons ide red that in 

s o m e m e a s u r e c o m p a n i e s consp i r e to c rea te an impress ion o f 

diffusion of r espons ib i l i ty . All c o r p o r a t e ac tors benefit from the 

p r o t e c t i o n afforded by p re sen t ing to ou t s ide r s an a p p e a r a n c e of 

g r e a t l y diffused accoun t ab i l i t y . Yet w h e n c o m p a n i e s , for the i r o w n 

p u r p o s e s , w a n t a c c o u n t a b i l i t y , they can genera l ly get it. O n e 

qua l i ty con t ro l d i r e c t o r c la imed with p r ide that his informat ion 

sys t em was so good that 'when a drug is p r o d u c e d which does not 

m e e t specs , we can find w h o is to b l a m e 95 per cent o f t h e t ime ' . I 

r e p l i e d : ' Tha t su rpr i ses me . I would have t hough t that on a p ro ­

d u c t i o n line wi th such a large n u m b e r of p e o p l e , i t would be possible 

for every ind iv idua l w h o might be b l a m e w o r t h y to find s o m e o n e 

e lse w h o they could b l a m e . ' ' N o . The records are so good that we 

can p i n p o i n t w h o i t is. E v e r y o n e r eco rds what they do a t every 

s t a g e . We have a man full t ime on t rac ing back th rough the records 

s o u r c e s o f p r o b l e m s . ' C o m p a n i e s have two kinds o f r eco rds : 

r e c o r d s d e s i g n e d to a l loca te guilt (such as the above ) and records 

d e s i g n e d to o b s c u r e guilt . 

I n t e r n a l a u d i t o r s are no t p r e s e n t e d wi th a conspi racy of con­

fusion. Such wou ld be indicat ive of a bad m a n a g e m e n t control 

s y s t e m . M a n a g e r s t he re fo re have a c lear interest in p resen t ing the 

s a m e real i ty as one of diffused responsib i l i ty to o u t s i d e r s , yet one 

of c lear ly defined responsib i l i ty to ins iders . The m a n a g e r who 
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successfully p o r t r a y s diffused responsib i l i ty to the ou t s ide r will be 

p ra i s ed by h i s /he r supe r io r s for the successful s m o k e s c r e e n . But a 

m a n a g e r w h o p l e a d e d diffused respons ib i l i ty to insiders would be 

cr i t ic ised for not hav ing cont ro l o f h i s / h e r m a n a g e m e n t system. O n e 

of the g rea t a d v a n t a g e s of in ternal in spec t ions is that the internal 

i n s p e c t o r s have access to p o w e r over o rgan i sa t iona l sys tems for 

a l l o c a t i n g r e s p o n s i b i l i t y , w h e r e a s g o v e r n m e n t in spec to r s do not . 

W h i l e g o v e r n m e n t law e n f o r c e m e n t officers have l imited p o w e r s , 

t h o s e of c o r p o r a t e c o m p l i a n c e staff are often a lmost un l imi ted . O n e 

qua l i ty a s s u r a n c e m a n a g e r told of conce rn he had that some of his 

assay staff w e r e so rou t ine ly tes t ing a p roduc t at 99 per cent or 100 

per cent or 101 per cent s t r e n g t h , that w h e n they found a result of 80 

per cent they wou ld a s s u m e that they had m a d e a mis take in the 

assay . ' R a t h e r t h a n reca lcu la te it. they j u s t put i t d o w n as 101 per 

c e n t . ' The qual i ty a s su rance m a n a g e r ' s so lu t ion was to per iodical ly 

' s p i k e ' s a m p l e s wi th u n d e r s t r e n g t h p r o d u c t s to see w h e t h e r his 

q u a l i t y c o n t r o l staff wou ld pick up the defec t s . I f not . they could be 

d i smi s sed or s a n c t i o n e d in some o t h e r way. G o v e r n m e n t inspec tors 

do not have the p o w e r to c o m e into a plant and ' sp ike ' a p ro d u c t i o n 

run . 

G o v e r n m e n t i n s p e c t o r s ' ensu re the qual i ty of your r e c o r d s , not 

the qua l i ty of your d e e d s ' , as one qual i ty cont ro l m a n a g e r wryly 

r e m a r k e d . O n e execu t i ve w h o had been recent ly t ransfer red to the 

U n i t e d S t a t e s recal led that when he was in A u s t r a l i a w o r k e r s on 

o c c a s i o n w o u l d wr i te up r eco rds a coup le of w e e k s in a d v a n c e of 

ac tua l ly do ing the w o r k . 

I t is difficult to send s o m e o n e into an unfamil ia r factory to check 

qual i ty a s s u r a n c e . S o m e industry in fo rmants a rgued that to do so 

effectively one n e e d s to check right t h r o u g h from the raw mate r i a l s 

to t he final p r o d u c t s t a g e s - t o follow a unit of p roduc t t h r o u g h each 

s t age . 

Th i s can ' t be d o n e in our plant by s o m e o n e coming from ou t s ide 

b e c a u s e at all s tages we have th ree m o n t h s inven to ry - t h r e e 

m o n t h s raw m a t e r i a l , t h r ee m o n t h s o f in-process p r o d u c t s , and 

t h r e e m o n t h s i nven to ry o f t h e f inished p r o d u c t . So to follow 

p r o d u c t s t h r o u g h all s tages wou ld t a k e n ine m o n t h s and this i s 

i m p o r t a n t b e c a u s e , for e x a m p l e , in a lot of p r o d u c t s rigid s to rage 

c o n d i t i o n s may be i m p o r t a n t even t h o u g h a p roduc t may be 

s i t t ing at t he t i m e of inspec t ion in c o n d i t i o n s of cor rec t 

t e m p e r a t u r e s t o r a g e , this may not be the case at all t imes . 
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Tes t i ng the steri l i ty o fa sample of end p roduc t gives no g u a r a n t e e 

tha t all uni ts in the lot are steri le or that some might not b e c o m e 

n o n - s t e r i l e (for e x a m p l e , because of an i n a d e q u a t e p rese rva t ive 

s y s t e m ) : T h e qual i ty o f a medic ina l p r e p a r a t i o n i s built in and not 

t e s t e d ' ( P a t e l . 1969: 68) . E v e n with m o t o r vehic les , i t would not be 

sufficient to check qual i ty by seeing if the car starts when it e m e r g e s 

from the end o f t h e p r o d u c t i o n line. S imi la r ly , the fact that a final 

p r o d u c t is found to be steri le at one point in t ime is no g u a r a n t e e 

that lack of steri l i ty will not d e v e l o p later . The fact that one con­

t a m i n a n t has been t e s ted for is no a s su rance that o the r types of 

c o n t a m i n a n t s are not p r e sen t . As well as check ing final tests and 

i n - p r o c e s s t e s t s , the inspec to r must certify e q u i p m e n t , val idate 

p r o c e s s e s , and e n s u r e that p r o p e r ins t ruc t ions and supervis ion are 

p r o v i d e d to w o r k e r s . E x t r a o r d i n a r i l y k n o w l e d g e a b l e peop le are 

r e q u i r e d for this difficult task. On this final cr i ter ion of k n o w l e d g e , 

i t is a l so typical ly t rue that g o v e r n m e n t inspec tors do not c o m p a r e 

f avou rab ly wi th in te rna l e x p e r t s . ' O u r c o m p l i a n c e aud i to r s 

g e n e r a l l y have P h D s . They are specia l i s t s , not genera l i s t s like the 

g o v e r n m e n t p e o p l e . ' 

A n u m b e r of a r g u m e n t s have now been a s sembled as to how, in 

m a n y w a y s , in te rna l i n spec to r s are be t t e r able to find out about law 

v i o l a t i o n s and are in a be t t e r posi t ion to hand out sanc t ions which 

will pull in to line the p e o p l e r e spons ib l e . The p rob l em is. t h o u g h , 

tha t t h e r e is no g u a r a n t e e that this p o w e r will be used by the 

c o m p a n y . H i g h e r m a n a g e m e n t might c h o o s e t o ignore inspec tors 

and s u p p o r t p r o d u c t i o n peop le who want to save t ime and money by 

c u t t i n g c o r n e r s on qua l i ty . H o w e v e r , this would be an unusua l 

c o u r s e for good m a n a g e m e n t to follow. Crosby (1979) is r ight when 

he says tha t 'qua l i ty is free' . W h a t costs money are the unqual i ty 

t h ings - the ac t ions that involve not do ing j o b s right the first t ime . 

T h e cost of qual i ty is the e x p e n s e of do ing th ings w r o n g . I t is the 

s c r a p , r e w o r k , service after service , w a r r a n t y , i n spec t ion , t e s t s , 

and s imilar ac t iv i t ies m a d e necessary by n o n c o n f o r m a n c e 

p r o b l e m s . B e t w e e n 1967 and 1977, the manufac tu r i ng cost of 

qua l i ty at I T T has been r educed by an a m o u n t equ iva len t to 5 

p e r c e n t of sa les . Tha t is a great deal of m o n e y . The savings 

p r o j e c t e d by the c o m p t r o l l e r were $30 mill ion in 1968; $157 

mi l l ion in 1971 ; $328 mil l ion in 1973; and in 1 9 7 6 - $ 5 3 0 mill ion! 

We had e l i m i n a t e d - t h r o u g h defect p r e v e n t i o n - costs 

a m o u n t i n g to those dol lar f igures ( C r o s b y , 1979: 12). 
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T h e r e can be little d o u b t that m a n a g e m e n t which d o e s not have a 

s t rong c o m m i t m e n t to the pr inc ip le of conformi ty to quali ty stan­

d a r d s i s u n s o u n d m a n a g e m e n t . In c o n s i d e r a b l e m e a s u r e , t h e n , the 

conflict of in te res t b e t w e e n c o n s u m e r s and bus iness on the quality 

q u e s t i o n is i l lusory. I t should be poss ible to p e r s u a d e some com­

p a n i e s to ins t i tu te m u c h t o u g h e r in ternal qual i ty audi t ing sys tems 

on the g r o u n d s that this is in their i n t e res t s . 

In spi te of t h i s , t h e r e will be occas ions w h e n r e p u t a b l e c o m p a n i e s 

find t h e m s e l v e s in a s i tua t ion w h e r e it is economica l ly ra t ional to 

t e m p o r a r i l y s u s p e n d the i r c o m m i t m e n t to qual i ty and cut a par­

t i cu la r c o r n e r . ' " We will discuss some of these s i tua t ions later. 

T h e r e will a lso be ' f ly-by-night ' c o m p a n i e s w h o aim for quick profits 

by o p e r a t i n g on the fringe of an indust ry until such t ime as con­

s u m e r s b e c o m e a w a r e o f the i r abysma l s t a n d a r d s . For these 

r e a s o n s , g o v e r n m e n t i n spec to r s r e m a i n o f u tmos t i m p o r t a n c e . 

I t i s simply be ing a rgued tha t c o n s u m e r s get more p ro tec t ion now 

from in te rna l t h a n from g o v e r n m e n t inspec t ions of p h a r m a c e u t i c a l 

c o m p a n i e s , and that t he re is also more hope for increas ing the 

p r o t e c t i o n to c o n s u m e r s in the future from s t r eng then ing internal 

r a t h e r t h a n ex te rna l in spec t ion . E x p a n d i n g g o v e r n m e n t inspect ion 

staffs is also of vital i m p o r t a n c e . H o w e v e r , the n u m b e r of 

A u s t r a l i a n H e a l t h D e p a r t m e n t G M P inspec tors could b e d o u b l e d 

t o m o r r o w and still be i n a d e q u a t e . At the t ime of wri t ing the re are 

only t h r e e i n s p e c t o r s c o v e r i n g the c o n t i n e n t . O n e Medica l D i r e c t o r 

d e s c r i b e d the i r i n spec t i ons as ' ben ign affairs ' . They look for 

d e v i a t i o n s from G M P s t a n d a r d s which have no force of law. As in 

B r i t a i n , " G M P s a re simply vo lun ta ry gu ide l ines . M a n y , p e r h a p s 

m o s t , T h i r d - W o r l d c o u n t r i e s have no i n spec to r s , nor any G M P 

r e g u l a t i o n s . 

O n e of the A u s t r a l i a n subs id ia r ies I visited received annua l 

H e a l t h D e p a r t m e n t i n spec t i ons of half a day to a day ' s du ra t i on by 

one in spec to r . I n s p e c t i o n s by h e a d q u a r t e r s ' c o m p l i a n c e staff were 

twice yea r ly , and no rma l ly u n d e r t a k e n by th ree inspectors who 

spen t ove r a w e e k in the plant . Whi l e the c o r p o r a t e inspec t ions 

w e r e u n a n n o u n c e d , t h e r e was a day or t w o fo rewarn ing of govern­

m e n t i n s p e c t i o n s . 

T h e task facing the small staff of sc ient is ts w h o test s amples of 

d rug b a t c h e s sent to t he A u s t r a l i a n N a t i o n a l Biological S t a n d a r d s 

L a b o r a t o r y is s imilarly imposs ib l e . T w o per cent of ant ib io t ic 

s a m p l e s t e s t ed fail to mee t g o v e r n m e n t s t a n d a r d s . But by the t ime 

the t e s t i ng has been d o n e and the c o m p a n y notified o f t h e failure, 
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in the major i ty of cases the batch has a l r eady been sold or part ly 
sold . 

M o s t c o m m e n t a t o r s have an unrea l i s t ic a p p r e c i a t i o n of the 

e n o r m i t y o f t h e task facing r egu la to r s and o f t h e practical impossi­

bility of the i r do ing any th ing a p p r o a c h i n g an e x h a u s t i v e , t h o r o u g h 

j o b . C o n s i d e r , for e x a m p l e , the following s t a t emen t in which 

T u r n e r (1976 : 178-9) c o m m e n t s on the Kins low R e p o r t on the 

F D A . 

T h e r e p o r t ' s g e n e r a l a t t i t ude on e n c o u r a g i n g compl i ance in place 

o f r e g u l a t i o n is i l lus t ra ted (in the d rug sect ion o f the r e p o r t ) by its 

r e c o m m e n d a t i o n s for con t ro l of insulin and ant ib io t ics : 

in t he 1969 f iscal yea r , only 0.3 per cent of insulin samples and 

1 per cen t of an t i b io t i c b a t c h e s w e r e rejected as not mee t ing 

specified s t a n d a r d s . The Study G r o u p be l ieves F D A may be 

e x p e n d i n g m o r e r e s o u r c e s in assur ing the quality of ant ib io t ics 

and insulin by ba tch cert if ication t h a n the p rob l em d ic t a t e s . The 

n e e d for this level of con t ro l was cer ta in ly necessary when 

a n t i b i o t i c s w e r e f irs t m a r k e t e d . We are not sure if i t is necessary 

t o d a y . 

R E C O M M E N D A T I O N : 26 . C o n s i d e r a p r o g r a m of statistical 

s a m p l i n g for an t ib io t i c s and insulin r a the r than ba t ch -by -ba t ch 

ce r t i f i ca t ion . ' 

T h e r e a s o n i n g s u p p o r t i n g this r e c o m m e n d a t i o n would 

u n d e r m i n e any effective F D A p r o g r a m that might d e v e l o p . 

Bas i ca l ly , it says t h e r e is a p r o g r a m that has been effective in 

i n s u r i n g the qual i ty of all insulin and an t ib io t ics that reach the 

m a r k e t . It has been so effective, in fact, tha t i t should be 

d i s c o n t i n u e d . 

T h i s s o u n d s like a compe l l i ng a r g u m e n t . Ye t so vast a re the u n m e t 

r e s p o n s i b i l i t i e s of r egu la to ry agenc ies and so limited the resources 

a v a i l a b l e tha t cos t -ef fec t iveness c o n s i d e r a t i o n s mus t c o m e into 

p lay . P r o g r a m m e s of g rea t cost which deal with p r o b l e m s of only 

m o d e r a t e i m p o r t a n c e must be pushed aside for many c h e a p e r p ro ­

g r a m m e s to deal wi th larger n e e d s . W h e n f ini te r e sou rce s are 

a v a i l a b l e to deal wi th an a lmost infinite p r o b l e m , to fail to ask 

cos t -e f fec t iveness q u e s t i o n s is to do less than the best to pro tec t the 

p u b l i c . 

Such cos t -ef fec t iveness p r o b l e m s must a lso loom large in 

d e c i d i n g h o w often p r o s e c u t i o n is used as a me thod of con t ro l . We 

h a v e seen from the case s tudies in this c h a p t e r that we canno t expec t 
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G M P p r o s e c u t i o n s to be s t r a igh t fo rward m a t t e r s . The costs in t ime 

and m o n e y of p r o s e c u t i o n s involving highly technical ma t t e r s can 

be e n o r m o u s . E v e n in w h a t would seem on the surface like the less 

t e c h n i c a l m a t t e r o f t h e r ecen t U S p r o s e c u t i o n o f M o r t o n - N o r w i c h 

c o n c e r n i n g the steri l i ty of b a n d a g e s m a n u f a c t u r e d by the c o m p a n y , 

we saw a trial which lasted th ree y e a r s . 1 2 In this case un tang l ing the 

c o m p l e x i t y was not assisted w h e n the j u d g e , sitting a l o n e , acci­

d e n t a l l y sent yea r s of his no tes on the trial to the d u m p . 

O n e could i m a g i n e that i f a p r o s e c u t i o n ofa large p h a r m a c e u t i c a l 

c o m p a n y w e r e ever to t ake place in A u s t r a l i a , the en t i re A u s t r a l i a n 

g o v e r n m e n t G M P inspec tor ia l force could be tied up for m o n t h s . 

W o u l d such a c o n c e n t r a t i o n of r e sou rce s on one case m a k e for 

cost -effect ive e n f o r c e m e n t ? Put s imply , a cons is ten t policy of 

p r o s e c u t i o n of all s e r ious G M P offences is a policy which no govern­

m e n t cou ld afford. This s t a t e m e n t should be qualified by po in t ing 

ou t t ha t in M e x i c o p r o s e c u t i o n s for G M P offences are fairly 

r o u t i n e , but t he pena l t i e s a re so low (5 - 5,000 pesos ) that the fines 

are effectively a l icence fee to v io la te the law. O n e Mexican 

p h a r m a c e u t i c a l execu t ive exp la ined : 

Q u a l i t y a s s u r a n c e d i rec to r : 

J . B . : 

Q u a l i t y a s s u r a n c e d i rec to r : 

A lot of c o m p a n i e s knowingly 

violate the law and pay the fine 

every now and t h e n . They run the 

risk. 

Do companies ever contest the fines 

in court! 

N o . I t ' s not w o r t h it for such a small 

a m o u n t . 

The place of quality control in the organisation 

In the last sec t ion i t was po in t ed out that in any o rgan i sa t ion there 

are o c c a s i o n s w h e n i t i s e conomica l l y ra t iona l to t e m p o r a r i l y 

s u s p e n d c o m m i t m e n t to quali ty s t a n d a r d s . O n e type o f c i rcum­

s t ance is w h e r e a p r o d u c t is in short supply and major c u s t o m e r s are 

c o m p l a i n i n g to the m a r k e t i n g m a n a g e r b e c a u s e they canno t get 

s u p p l i e s . I f t h e qua l i ty con t ro l m a n a g e r fails to pass a major ba tch of 

t h e p r o d u c t b e c a u s e i t falls j u s t shor t of specifications the qual i ty 

c o n t r o l m a n a g e r migh t c o m e under p r e s s u r e from the m a r k e t i n g 

m a n a g e r to pass the ba tch as ' nea r e n o u g h ' . T h e p re s su re might be 

p a r t i c u l a r l y s t rong w h e n ce r t a in major c u s t o m e r s are t h r e a t e n i n g to 
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swi tch to a c o m p e t i n g brand unless con t inu i ty of suppl ies is gua ran ­
t e e d . 

A n o t h e r s i tua t ion i s o n e in which an o rgan i s a t i ona l sub-uni t , but 

not necessa r i ly the w h o l e o r g a n i s a t i o n , sees i t as in its in te res t s to 

put t he qua l i ty c o n t r o l m a n a g e r u n d e r p re s su re to reverse a 

d e c i s i o n . A m a n u f a c t u r i n g plant might have a p roduc t ion ta rge t set 

by h e a d q u a r t e r s . A failed batch would place it in j e o p a r d y of not 

m e e t i n g that t a r g e t . ' 3 F r o m the publ ic in teres t point o f view the 

s o l u t i o n to this p r o b l e m is to s t ruc tu re the o rgan i sa t i on so that the 

qua l i ty con t ro l m a n a g e r is insulated from p res su re from manu­

fac tu r ing or m a r k e t i n g . This cer ta in ly does not h a p p e n in many 

p h a r m a c e u t i c a l c o m p a n i e s w h e r e qual i ty cont ro l m a n a g e r s answer 

to the m a n u f a c t u r i n g m a n a g e r or to an execu t ive whose p r imary 

r e spons ib i l i t y is for m a r k e t i n g and manufac tu r i ng . 

O t h e r c o m p a n i e s , especia l ly A m e r i c a n t r a n s n a t i o n a l s , have been 

sens i t ive to th is p r o b l e m . They have an a r r a n g e m e n t w h e r e b y a 

qua l i ty c o n t r o l dec is ion can only be ove r ru l ed by the p re s iden t . The 

qua l i ty c o n t r o l d i r e c t o r m a k e s an i n d e p e n d e n t wr i t t en decis ion on 

e a c h ba tch which s/he duly signs. I f the p r e s i d e n t wishes to ove r ru le 

a qua l i ty con t ro l dec i s ion s/he must do so in wri t ing over h i s /her 

s i g n a t u r e . P e o p l e b e c o m e c o r p o r a t i o n p re s iden t s i n par t b e c a u s e 

they exh ib i t a m o d i c u m o f c a u t i o n . I m a g i n e the c o n s e q u e n c e s for a 

p r e s i d e n t of se r ious injuries to c o n s u m e r s b e c a u s e s/he o v e r r u l e d in 

w r i t i n g a qual i ty con t ro l dec i s ion . No ma t t e r how low the chances of 

th is w e r e p e r c e i v e d to b e , it wou ld be a foolish risk for a co rpo ra t i on 

p r e s i d e n t to t a k e for the sake of one ba tch of d rugs . W h i l e the 

d e s t r u c t i o n of a ba tch might be a major agg rava t ion to the p h a r m a ­

c e u t i c a l s m a r k e t i n g or m a n u f a c t u r i n g m a n a g e r , to the p res iden t i t i s 

a m i n o r m a t t e r . Effect ively t h e n , such an o rgan i sa t iona l s t ruc tu re 

p r e c l u d e s any possibi l i ty of quality con t ro l be ing formally over­

r u l e d . 

In M e r c k ' s A u s t r a l i a n subs id ia ry this i s t a k e n even further. 

Q u a l i t y con t ro l can ignore an ins t ruc t ion from the c h a i r m a n to cut 

c o r n e r s on qual i ty in v io la t ion of c o r p o r a t e pol ic ies . The ma t t e r can 

be r e p o r t e d o v e r t he head o f t h e c h a i r m a n to h e a d q u a r t e r s . In a 

t r a n s n a t i o n a l c o r p o r a t i o n , the u l t i m a t e p ro t ec t i on is for qual i ty 

staff ( and all o t h e r types of aud i t ing staff) to have a direct repor t ing 

r e l a t i o n s h i p to a h e a d q u a r t e r s c o m p l i a n c e g r o u p and only a do t t ed 

l ine r e l a t i o n s h i p wi th local m a n a g e m e n t . The i r ca ree r line is then 

b o u n d up with p e r f o r m a n c e in ensu r ing c o m p l i a n c e , not with per­

f o r m a n c e in ass is t ing the goals o f the subs id iary . 
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In a d d i t i o n to ensu r ing that qual i ty m a n a g e r s do not repor t to 

m a r k e t i n g or p r o d u c t i o n m a n a g e r s , the former must be insulated 

from any influence by the lat ter over the i r future p r o m o t i o n , salary 

i n c r e m e n t s , o r p e r f o r m a n c e r e p o r t s . The d a n g e r s p resen t here are 

well i l lus t ra ted by the following e x c h a n g e with a Mexican plant 

m a n a g e r . 

P lan t m a n a g e r : The qual i ty a s su rance d i r ec to r docs not r epor t 

to m e , but we have a good work ing r e l a t ionsh ip . 

He used to be my second- in -cha rge when I was 

d i r ec to r of qual i ty a s s u r a n c e . If he says I should 

do s o m e t h i n g and I d o n ' t wan t to do it, t h e n I 

don ' t do it. 

J. B.: What if he wants to stop the production line on 

quality grounds that you think are not right? 

P l a n t m a n a g e r : He c a n n o t stop p r o d u c t i o n . He has no au thor i ty 

to do tha t . He can wi thho ld approva l o f the final 

p r o d u c t . If he does that and I do not agree with 

h i m . t h e n I can go to the gene ra l m a n a g e r and 

show why he should be ove r ru l ed - that Social 

Secur i ty n e e d s the p r o d u c t quickly , or w h a t e v e r 

r e a s o n . I will do wha t he suggests if it is 

r e a s o n a b l e . 

H e r e we have a s i tua t ion w h e r e a much m o r e powerful m a n a g e r ' s 

def in i t ion o f ' r e a s o n a b l e n e s s ' will a lways hold sway over that of an 

o r g a n i s a t i o n a l l y w e a k qual i ty a s su rance d i r ec to r . Obv ious ly the 

e x t e n t to which p e o p l e wi th responsib i l i ty for quali ty s t a n d a r d s 

have o r g a n i s a t i o n a l c lout is a c o n t i n u u m . 

C o n s i d e r the fol lowing A m e r i c a n t r a n s n a t i o n a l in which the cor­

p o r a t e c o m p l i a n c e pos i t ion has very little c lout . H e a d q u a r t e r s has a 

c o r p o r a t e c o m p l i a n c e g r o u p with a small staff of six. The com­

p l i ance d i r ec to r is a re la t ively j u n i o r p e r s o n with little expe r i ence 

w i th in t he c o m p a n y . T h e d i r ec to r has only an advisory ro l e , be ing 

u n a b l e to ins t ruc t a m a n u f a c t u r i n g p lan t to do any th ing . He repor t s 

to a t echn ica l affairs v ice -p res iden t w h o is similarly unab le to issue 

d i r e c t i v e s to a m a n u f a c t u r i n g p lan t . The i n t e rna t i ona l influence of 

t h e c o m p l i a n c e g r o u p e x t e n d s only t o C a n a d a . O t h e r subs id iar ies 

a r e given a u t o n o m y to set their own s t anda rds wi th in the limits set 

by b r o a d c o m p a n y gu ide l i ne s . A p a r t from C a n a d a , h e a d q u a r t e r s 

c o m p l i a n c e staff do not go out to the subs id ia r i e s to audi t com­

p l i ance wi th c o r p o r a t e s t a n d a r d s . E v e n with respect to the 
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c o m p l i a n c e g r o u p ' s influence in C a n a d a , the v ice -pres iden t for 

i n t e r n a t i o n a l r e g u l a t o r y affairs (a m o r e senior execut ive than the 

c o m p l i a n c e d i r e c t o r ) was cri t ical : "We've got to teach [the com­

p l i ance d i r e c t o r ] that he can ' t try to impose US s t anda rds on 

C a n a d a . H e ' s got to u n d e r s t a n d that we can ' t spend all that money 

to do up t h e r e wha t the F D A wants us to do d o w n h e r e . ' Wi th in the 

U n i t e d S ta te s t he i n spec t i ons u n d e r t a k e n by the compl i ance g r o u p 

a re mock F D A i n s p e c t i o n s . The goal i s not to audit con fo rmance 

wi th i n d e p e n d e n t c o r p o r a t e s t a n d a r d s , but to p rov ide manufac tur ­

ing p lan t s wi th a dry run to p r e p a r e them for F D A inspec t ions . In 

s h o r t , the ex i s t ence of the c o m p l i a n c e g r o u p fulfils the public 

r e l a t i o n s function of enab l ing the c o m p a n y to claim tha t i t has an 

i n d e p e n d e n t g r o u p aud i t ing qual i ty con t ro l staff in the field. Indeed 

it is so i n d e p e n d e n t as to be i m p o t e n t . 

O r g a n i s a t i o n a l clout is crucial at all levels of quality a s s u r a n c e . In 

a d d i t i o n to the b igger dec i s ions abou t accep t ing or reject ing whole 

b a t c h e s , on-s i te qual i ty cont ro l m a n a g e r s must m a k e and influence 

m a n y sma l l e r dec i s ions 

T h e qual i ty con t ro l d i r ec to r m a k e s a lot of little dec is ions every 

day which can br ing him into conflict with the p roduc t ion 

m a n a g e r . If a s a m p l e o f t en pills is t es ted from the line every thirty 

m i n u t e s and one of those pills is ou t s ide specs he has to dec ide 

w h e t h e r that o n e pill was an odd i ty or the result of his m i s t a k e , or 

w h e t h e r he w a n t s to ange r the p r o d u c t i o n m a n a g e r by s topping 

the line until the p r o b l e m is sor ted out . If he dec ides the re is a 

qua l i ty p r o b l e m in the sample then every pill p r o d u c e d on each 

side of t a k i n g that one sample will have to be re t r ieved . It 's not 

real ly such a big p r o b l e m b e c a u s e they will all have gone in one 

bin . 

B e c a u s e of the i m m e d i a c y of such dec i s ions , this c o m p a n y ' s 

pol icy tha t the qual i ty cont ro l d i r e c t o r ' s decis ion can only be over­

ru led by the p r e s i d e n t is not of great c o n s e q u e n c e . Solu t ions must 

be n e g o t i a t e d wi th the p r o d u c t i o n m a n a g e r then and t h e r e . The 

i n f o r m a n t , the execu t i ve v i ce -p r e s iden t , c o n t i n u e d : "My quali ty 

c o n t r o l d i r e c t o r is too a c a d e m i c . He hasn ' t real ized yet that it 's not 

p u r e sc ience ou t t h e r e , it 's the art of c o m p r o m i s e with the p r o d u c ­

t ion m a n a g e r - t rying to m o v e him t o w a r d s y o u r s t a n d a r d s a bit. ' In 

' t ry ing to m o v e him towards your s t anda rds a bi t ' , seniori ty, t ra ining 

and e x p e r i e n c e are i m p o r t a n t for quali ty con t ro l p e r s o n n e l . M o r e 

will be said la ter on the profess iona l i sm of qual i ty con t ro l staff. 
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T h e a b o v e has pract ical impl ica t ions for g o v e r n m e n t act ion to 

p r o t e c t p a t i e n t s . The fact that G M P inspec t ion t e a m s from 

c o r p o r a t e h e a d q u a r t e r s can p r o b a b l y do a be t t e r j o b than govern­

m e n t i n s p e c t o r s impl ies that i t is good policy for g o v e r n m e n t to 

r e q u i r e such in te rna l inspec t ions and p e r h a p s c o n c e n t r a t e their 

efforts m o r e on a u d i t i n g the a u d i t o r s . Similar ly , the fact that a 

qua l i ty con t ro l m a n a g e r answer ing to p r o d u c t i o n or m a r k e t i n g i s 

b o u n d to be c o m p r o m i s e d from t ime to t ime impl ies that govern­

m e n t s shou ld p roh ib i t such o rgan i s a t i ona l s t r u c t u r e s . I n d e e d , F D A 

c o m p l i a n c e staff are able to do this u n d e r G M P regu la t i ons , and 

inc reas ing ly are do ing so , a t least with large c o m p a n i e s . O t h e r 

g o v e r n m e n t s have no such p o w e r s . H e n c e , many t r a n s n a t i o n a l s 

wh ich sc rupu lous ly s t ruc ture their A m e r i c a n o rgan i sa t i on so as to 

insu la te qual i ty con t ro l m a n a g e r s from e c o n o m i c p r e s s u r e s do jus t 

t he o p p o s i t e in o t h e r par t s o f t h e wor ld . The following s t a t e m e n t by 

a r e g u l a t o r y affairs d i r ec to r , w h o was formerly a qual i ty control 

d i r e c t o r wi th a n o t h e r t r a n s n a t i o n a l , shows how effective govern­

m e n t i n t e r v e n t i o n in the o rgan i s a t i ona l form of a c o m p a n y is easier 

said than d o n e . G o v e r n m e n t in spec to r s must look be low the surface 

to avoid be ing seduced by a p p e a r a n c e s . 

I f you look at the o r g a n i z a t i o n a l cha r t of many c o m p a n i e s you 

will see tha t the qual i ty con t ro l d i r ec to r r e p o r t s direct ly to the 

p r e s i d e n t . T h e F D A inspec to r c o m e s a r o u n d and asks who the 

qua l i ty con t ro l d i r e c t o r r epo r t s t o , and w h e n he is told that it 's the 

p r e s i d e n t he goes away p leased . T h a t ' s horsesh i t . . . . 

I w o u l d n ' t tell an F D A inspec to r th i s , but I'll tell you [If only all 

i n f o r m a n t s had shown me such so l i c i tude . ] O k a y , the quality 

c o n t r o l d i r e c t o r d o e s m a k e the final dec is ion to recall a p roduc t 

and only the p r e s i d e n t can o v e r r u l e him. But the c o m p a n y has 

s t a n d a r d o p e r a t i n g p r o c e d u r e s c o n c e r n i n g a poss ib le recal l . The 

p r o c e d u r e s specify that the quality con t ro l d i r ec to r must consul t 

c e r t a i n p e o p l e a b o u t his decis ion - some of t hem m o r e senior 

t h a n h i m , or mos t of t h e m . A m e e t i n g of m a y b e five people will 

t a k e p lace and they will m a k e a r e c o m m e n d a t i o n that the qual i ty 

con t ro l d i r ec to r wou ld be foolish not to follow - if he wan t s to 

k e e p his j o b in the long t e r m , that is. T h e r e will a lways be some 

l a w y e r s on these c o m m i t t e e s . They have most say. Bu t they bear 

n o n e o f t h e r e spons ib i l i ty . The qual i ty con t ro l d i rec tor does that . 

I have b e e n p r e s s u r e d by the l awyers not to m a k e a recall in this 

s i t ua t ion and i t was t o u g h . They c o m e at you with hear t s and 
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flowers. ' T h e c o m p a n y will lose $5 mill ion if you do this . Fifty 
j o b s will g o ' , t hey say. 

O v e r l y i n g the o r g a n i s a t i o n char t i s an ope ra t i ona l s t r u c t u r e , 

often formal i sed by S O P s . I f the o p e r a t i o n a l s t ruc ture is formal ised , 

t h e n i t is obv ious ly easy e n o u g h for g o v e r n m e n t inspec tors to ask to 

see the r e l e v a n t S O P s . I f not , then g o v e r n m e n t must e i ther requi re 

the S O P s to be wr i t t en or be satisfied with an in te rven t ion of limited 

e f fec t iveness to insu la te qual i ty cont ro l m a n a g e r s . P e r h a p s this 

o v e r s t a t e s the p r o b l e m a l i t t le , b e c a u s e a p roduc t - reca l l dec is ion , 

such as in t he a b o v e s t a t e m e n t , is a very major decis ion in which top 

m a n a g e m e n t is b o u n d to b e c o m e involved. It is a large step 

r e m o v e d from a dec i s ion to fail a ba tch still sitting in the factory. 

H o p e f u l l y i t can be seen as in the in te res t s of both the r egu la to r s and 

t o p m a n a g e m e n t to put in p lace m a n a g e m e n t systems which ensu re 

t h a t in tegr i ty dec i s ions are m a d e in all o f t h e more rou t ine types of 

c r i ses wh ich t ake p lace a t the lower levels o f t h e o rgan i sa t ion . But 

m o s t c o m p a n i e s will wan t to k e e p o p e n the opt ion of revers ing their 

n o r m a l c o m m i t m e n t to integri ty w h e n $5 mill ion could be knocked 

off t he i r profits . In these top- level cr ises sel f - regulat ion b reaks 

d o w n . 

T h e d rug - r eca l l dec i s ion is the classic i l lus t ra t ion in the p h a r m a ­

ceu t i ca l i ndus t ry of a dec is ion with such d r a m a t i c financial impli­

c a t i o n s tha t t o p m a n a g e m e n t might even have to choose be tween 

m a k i n g an in tegr i ty dec i s ion and keep ing the i r j o b s . A saving 

f ea tu re of a recall dec i s ion for execu t ives w h o are conce rned for 

t h e i r skins is t ha t t h e r e are an infinity of ways that integri ty can be 

c o m p r o m i s e d in va ry ing d e g r e e s . Pa te l (1969: 166-7) gives the 

fo l lowing e x a m p l e o f a recall not ice which did not give an indica t ion 

o f t h e d a n g e r o u s c h a r a c t e r o f t h e goods t o b e r e t u r n e d . 

D e a r P h a r m a c i s t : In keep ing with our policy of p rov id ing you 

wi th only the h ighes t qual i ty p h a r m a c e u t i c a l s , we have m a d e a 

r ecen t i m p o r t a n t c h a n g e in the fo rmula t ion o f our X Y Z tab le t s . 

T h i s has r e su l t ed in g r e a t e r stability o f t h e act ive ing red ien t s and 

r e d u c e d the h a z a r d of side effects. Y o u will recognize the new 

i m p r o v e d p r o d u c t by the c h a n g e of design in the labels. All new 

X Y Z t a b l e t s , w h e t h e r 30 ' s , 50 ' s , o r 100's , bea r the new 

e y e - a p p e a l i n g b lue and whi te qual i ty seal in add i t ion to the 

r e q u i r e d labe l l ing . 

P l ea se r e tu rn all old s tocks o f X Y Z t ab le t s for immed ia t e credi t 

o r r e p l a c e m e n t . 
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T h e in tegr i ty dec i s ion here i s obvious ly to p r o m i n e n t l y mark 

I M P O R T A N T : D R U G R E C A L L ' o n bo th the enve lope and 

l e t t e r - h e a d of a no t ice which fully d isc loses the facts. 

T h e r e is, t h e n , a difference b e t w e e n the need for a c o m m i t m e n t 

to in tegr i ty and qual i ty a t o p e r a t i n g levels o f t h e o rgan i sa t i on and 

the need for t o p m a n a g e m e n t to be able to suspend that commi t ­

m e n t for dec i s ions of major f inancial i m p o r t . As will be a rgued in 

C h a p t e r 9, i t is this difference which is essent ia l for u n d e r s t a n d i n g 

the l imi ts of se l f - regula t ion . 

Towards professionalism in quality control 

In the p r e v i o u s sec t ion , the i m p o r t a n c e of senior i ty , c o m p e t e n c e 

and t r a in ing of qua l i ty con t ro l staff to e q u i p t hem to resist p r e s su re s 

t o c o m p r o m i s e the i r s t a n d a r d s was e m p h a s i s e d . The i m p o r t a n c e o f 

c o m p e t e n c e is e v e n m o r e d ramat i ca l ly i l lus t ra ted by a pa r t i cu la r 

kind of c i r c u m s t a n c e which was a source of anguish to several 

qua l i ty con t ro l m a n a g e r s i n t e r v i e w e d . 

We all try to avoid it, but i t s o m e t i m e s h a p p e n s that we only 

d i s c o v e r that a ba t ch is unsafe w h e n it is on the dock. No qual i ty 

c o n t r o l p e r s o n w a n t s to go in and expla in to the v ice -pres iden t 

t ha t the c o m p a n y will have to lose a lot of m o n e y by having 

p r o d u c t s b r o u g h t back from the dock , expecia l ly w h e n i t is the 

fault of qua l i ty con t ro l that i t w a s n ' t p icked up ear l ier . A n d 

usua l ly in t h e s e s i t ua t ions you can after the event see how you 

cou ld h a v e p i cked i t up ear l ier . No one w a n t s to be in that 

u n c o m f o r t a b l e s i tua t ion . 

O b v i o u s l y an i n c o m p e t e n t qual i ty con t ro l m a n a g e r will more often 

end up in ' t ha t u n c o m f o r t a b l e s i tua t ion ' and the re fore be more 

t e m p t e d to cove r up the m i s t a k e . A c o m p e t e n t quality con t ro l 

m a n a g e r w h o rarely slips up is m o r e likely to have the sel f -es teem to 

face t he mus ic w h e n e v e r integri ty d e m a n d s . Just as the j u d g m e n t of 

c o m p e t e n t qual i ty con t ro l m a n a g e r s will be h e e d e d in crises whi le 

t h a t of i n c o m p e t e n t s will be i g n o r e d , so the mis takes of c o m p e t e n t 

m a n a g e r s will be forgiven. Ce r t a in ly v i ce -p re s iden t s w h o do not 

forgive the m i s t a k e s of c o m p e t e n t p e o p l e m a k e a d a n g e r o u s bed to 

lie in. A c o m p a n y in which qual i ty con t ro l m a n a g e r s are afraid to 

r e p o r t h o n e s t m i s t a k e s to sen ior m a n a g e m e n t will lose money 

t h r o u g h t u r n i n g m i n o r cr ises into major o n e s . C rosby (1979: 84) has 

e x p r e s s e d this c o m m o n sense forcefully: 
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D o n ' t be u n n e r v e d by all the h o r r o r s tor ies abou t i r ra t ional ju ry 

ve rd i c t s and the in t r icac ies o f t h e law. H a r d l y any of t hose th ings 

o c c u r r e d b e c a u s e o f t h e or iginal inc ident . They occu r red because 

s o m e o n e w h o had c o n t r i b u t e d to the p r o b l e m d idn ' t have e n o u g h 

sense or c o u r a g e to face up to it early and get a r e a s o n a b l e 

s e t t l e m e n t . 

I have neve r seen a p r o d u c t safety p r o b l e m , real or po t en t i a l , 

t ha t d idn ' t get itself hand led with an a b s o l u t e m i n i m u m of 

e x p e n s e w h e n i t was faced m a t u r e l y . 

N o t all difficult s i t ua t ions which a qual i ty cont ro l m a n a g e r must 

face can be c o v e r e d by r e g u l a t i o n s . Qua l i ty cont ro l peop le must be 

soc ia l i sed in a profess ional cu l tu re which equ ips t hem to deal with 

p r o b i t y wi th the m a n y shades-of -grey s i tua t ions they must confront . 

Soc ie ty r e c o g n i s e s law, e n g i n e e r i n g , m e d i c i n e , p h a r m a c y , a s p ro ­

fess ions . W h y shou ld not qual i ty con t ro l be recognised as a 

p ro fe s s ion? P ro fes s iona l i sm is no g u a r a n t e e of in tegr i ty , but i t 

h e l p s . T h e qual i ty c o n t r o l m a n a g e r s in a p h a r m a c e u t i c a l c o m p a n y 

real ly have only one mas t e r on e thical s t a n d a r d s in their w o r k , and 

tha t i s t he i r e m p l o y e r . L a w y e r s and phys ic ians in the same 

c o m p a n i e s have two m a s t e r s on s t a n d a r d s o f e th ics . They must 

a n s w e r to the i r profess ional a ssoc ia t ions as well - the bar associ­

a t ion or the medica l a s soc ia t ion . Profess ional a ssoc ia t ions are 

no t no t ed for t he s t r ingency wi th which they enforce their ethical 

c o d e s . B u t the m o r e i m p o r t a n t value o f s t a n d a r d s o f professional 

e th i c s is tha t they give the e m p l o y e e w h o w a n t s to act wi th integri ty 

a sou rce of s u p p o r t aga ins t the s u p e r i o r p o w e r o f t h e employe r . So 

the l awyer can r e m o n s t r a t e : 'If I we re to do tha t , I could be struck 

off by the B a r A s s o c i a t i o n , and that wou ld be good for ne i the r me 

nor t he c o m p a n y . ' The qual i ty con t ro l m a n a g e r has no such 

r e c o u r s e . 

T h e o t h e r r a t i o n a l e for qual i ty con t ro l being g r an t ed profess ional 

s t a tu s c o n c e r n s t he kind of profess ional socia l isa t ion which might 

go on wi th a univers i ty d e g r e e in qual i ty c o n t r o l . G r a d u a t e s would 

hopeful ly be social ised into ce r ta in ideals of scientific inde­

p e n d e n c e , of p u t t i n g profess ional s t a n d a r d s a h e a d of profit. In th i s , 

o n e is e n c o u r a g e d by Q u i n n e y ' s (1963) classic study in which he 

found tha t p h a r m a c i s t s wi th a profess ional ideo logy were less likely 

to v io l a t e laws r egu la t ing the i r w o r k than were p h a r m a c i s t s wi th a 

b u s i n e s s ideo logy . Of cou r se it is difficult not to be cynical ab o u t 

h o w m u c h p r o t e c t i o n the publ ic i s afforded by c o m m i t m e n t to the 
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i d e o l o g y of a p rofess ion . N e v e r t h e l e s s , it is t rue that it would be 

i m p o s s i b l e to wr i te rules to cove r all the difficult ethical j u d g m e n t s 

w h i c h d o c t o r s must face. The only p r o t e c t i o n which pa t i en t s can 

rely on in mos t s i t ua t ions is the profess ional e thics o f t h e doc to r . 

G i v i n g qual i ty con t ro l profess ional s ta tus and a profess ional 

i d e o l o g y is no p a n a c e a , but i t is a m e a s u r e which has mer i t . For the 

s a m e r e a s o n , the p ro fess iona l i sa t ion of o c c u p a t i o n a l safety would 

be a d e s i r a b l e d e v e l o p m e n t . 

The social costs of over-regulation 

T h e financial cos ts of r egu la t ion genera l ly in the p h a r m a c e u t i c a l 

i n d u s t r y will be c o n s i d e r e d in C h a p t e r 9. H e r e cer ta in social costs of 

G M P r e g u l a t i o n will be d iscussed . C o m p a r e d with o the r work 

s i t u a t i o n s , p e o p l e w o r k i n g with d rugs have relat ively little dis­

c r e t i o n . M o s t th ings they do are l imited by a ru le . Mos t must be 

r e c o r d e d . M a n y o p e r a t i o n s c a n n o t be done w i t h o u t the direct 

s u p e r v i s i o n of a second p e r s o n w h o signs off to indicate that the 

o p e r a t i o n was c o m p l e t e d a s r e c o r d e d . In shor t , p h a r m a c e u t i c a l 

w o r k e r s have little a u t o n o m y and often a re exceedingly a l i ena ted . 

R e g u l a t i o n t h e r e f o r e has a social cost on the qual i ty o f t h e lives of 

t h e s e p e o p l e . 

T h e a l i e n a t i o n e n g e n d e r e d can also r e b o u n d on the effect iveness 

of r e g u l a t i o n . The m i n u t i a e of r egu l a t i on has r eached its height in 

the U n i t e d S t a t e s . O n e qual i ty con t ro l execu t ive w h o had exper i ­

e n c e b o t h in the A u s t r a l i a n and A m e r i c a n work e n v i r o n m e n t 

d e s c r i b e d the p r o b l e m in the following t e r m s : 'In A u s t r a l i a , i f a 

w o r k e r h a p p e n e d to not ice a red pill in a bo t t l e full of green ones he 

w o u l d r e p o r t it. Th i s h a p p e n e d once w h e n I was work ing in 

A u s t r a l i a . In the US the p h a r m a c e u t i c a l w o r k e r would jus t let i t go . 

I t is not his r e spons ib i l i t y . ' W h e t h e r or not this is an o v e r s t a t e m e n t 

(it p r o b a b l y i s ) , t h e r e is a d a n g e r in m a k i n g w o r k e r s into rule-

fo l lowing a u t o m a t o n s r a the r than r e s p o n s i b l e , c o n c e r n e d p e o p l e 

w h o feel tha t t he exerc i se of their pe r sona l d iscre t ion m a k e s a 

d i f f e rence . T h e p r o b l e m is, f u r t h e r m o r e , tha t the lat ter k inds of 

p e o p l e quickly m o v e out o f t h e j o b . ' G o o d peop le get fed up wi th 

be ing s laves to r u l e s , ' as one execu t i ve exp l a ined . G o o d peop le also 

l e ave b e c a u s e they get fed up wi th a work s i tuat ion in which s o m e ­

o n e i s a lways look ing over your s h o u l d e r , check ing your every 

a c t i o n . 

I r o n i c a l l y , p e r h a p s , a u t o m a t i o n holds out some hope o f part ial ly 
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a l l ev i a t i ng the la t ter p r o b l e m s . D e v i c e s for read ing codes pr in ted 

on b o t t l e s or t u b e s for o i n t m e n t can au toma t i ca l l y check and eject 

t u b e s wh ich have been mi s t aken ly l abe l l ed , for e x a m p l e . Bu t t he re 

are l imits to which h u m a n c h e c k s can be rep laced with mechanica l 

s u r v e i l l a n c e . 

A l i e n a t e d w o r k e r s are care less w o r k e r s . They b e c o m e aggra­

v a t e d w h e n forced to comply wi th r egu l a t i ons which seem petty to 

t h e m , w h e n they are r e p r i m a n d e d for only init iall ing a record which 

r e q u i r e s the i r full s i g n a t u r e . E x a s p e r a t i o n over the perce ived 

p e t t i n e s s o f t h e r e g u l a t i o n s leads to less di l igence when the follow­

ing of real ly i m p o r t a n t r egu l a t i ons i s r e q u i r e d . W o r k e r s a b r o g a t e 

social r e spons ib i l i t y to u n e n t h u s i a s t i c rule following. 

A n o t h e r c o n s e q u e n c e o f a l i ena t ion i s industr ia l sabo tage 

( D u b o i s , 1979). O n e t r a n s n a t i o n a l p h a r m a c e u t i c a l c o m p a n y has 

faced a s i t ua t ion w h e r e w o r k e r s a t t e m p t e d to set fire to one of its 

A m e r i c a n fac tor ies . An execu t i ve from a n o t h e r c o m p a n y descr ibed 

an e x t r a o r d i n a r i l y mal ic ious act of s abo t age which could have 

( p e r h a p s d id) cost l ives: "We had an industr ia l sabo tage p r o b l e m 

w h e r e a w o r k e r was pu t t i ng q u a r t e r s inside the lids o f the c o n t a i n e r s 

[of an in jec tab le p r o d u c t ] . M a y b e he was t ry ing to get back at [the 

c o m p a n y ] . ' T h e F D A did not f ind out abou t the p r o b l e m . The 

w o r k e r was d i s m i s s e d , but the c o m p a n y did not notify F D A for fear 

of a d v e r s e publ ic i ty ar is ing from his p r o s e c u t i o n . 

T h e r e are so lu t i ons . R u l e s which genu ine ly are pet ty should be 

e l i m i n a t e d , and rules which only s e e m pet ty to the un informed 

shou ld be e x p l a i n e d . ' F r o m the poin t of view of m o t i v a t i o n , "know-

w h y " i s m o r e i m p o r t a n t than " k n o w - h o w " ' ( M o d y , 1969: 47) . 

W o r k e r s mus t be p e r s u a d e d as to the desi rabi l i ty of rule-fol lowing 

and d o c u m e n t a t i o n , but they must also be given reason to bel ieve 

t h a t they have some influence over those rules . A deg ree of w o r k e r 

p a r t i c i p a t i o n in r u l e - m a k i n g may be the pr ice that m a n a g e m e n t and 

g o v e r n m e n t might have to accept for w o r k e r c o m m i t m e n t to the 

ru l e s . 

In a small w a y , this h a p p e n s in s o m e factories a l r eady . U n d e r 

A b b o t t ' s Q u a l i t y A l e r t A w a r d scheme w o r k e r s can suggest new 

S O P s . W o r k e r s w h o c o m e forward with a useful quality alert 

s u g g e s t i o n a re p r e s e n t e d wi th a pin. Fo r their second sugges t ion 

t h e y a r e g iven a g r e e n s tone for the p in , for the i r third a red s t o n e , 

and so o n . " A b b o t t l ikes to keep its w o r k e r s ' pa r t i c ipa t ion within 

r e a s o n a b l e l imi ts , h o w e v e r . W h e n h e a d q u a r t e r staff saw on the 

n o t i c e b o a r d of one p lan t that a w o r k e r had been given a special 
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c o m m e n d a t i o n for finding seven v io la t ions of F D A regu la t ions in 

the p lan t , the not ice was o r d e r e d d o w n lest i t p rov ide a m m u n i t i o n 

for an F D A inspec to r . C i b a - G e i g y in 1971 also s tar ted its 'Qua l i ty 

Sea l ' p r o g r a m m e to foster e m p l o y e e pa r t i c ipa t ion in m e t h o d s of 

e r r o r r e d u c t i o n . 

T h e p h a r m a c e u t i c a l indus t ry can go m u c h further in hand ing over 

d e c i s i o n - m a k i n g p o w e r to w o r k e r s . In this r ega rd , t he re i s m u c h 

i t cou ld learn from the a u t o m o b i l e i ndus t ry , par t icular ly the 

J a p a n e s e car m a n u f a c t u r e r s . U n d e r the J a p a n e s e m o d e l , which i s 

n o w be ing a d o p t e d by G e n e r a l M o t o r s , w o r k e r s are given the 

a u t h o r i t y to shut d o w n the assembly line i f they th ink tha t , for 

w h a t e v e r r e a s o n , qual i ty cont ro l s t a n d a r d s are not being met ( L o h r , 

1981). 

A n o t h e r idea for g e n e r a t i n g shopfloor c o m m i t m e n t to qual i ty 

w h i c h has been widely i m p l e m e n t e d by quali ty profess ionals in 

m a n y i ndus t r i e s i s the ' z e ro defects day ' . The en t i re workforce i s 

a s k e d to c o n t r i b u t e the i r ideas to ways of mak ing an e x p e r i m e n t a l 

day u n i q u e l y free of defect ive o u t p u t . If the zero defects day is 

successful in i m p r o v i n g qual i ty , the qual i ty p e r f o r m a n c e of that day 

b e c o m e s a b e n c h m a r k for future i m p r o v e m e n t . 

O n e s t ra tegy for g e n e r a t i n g c o m m i t m e n t to quality w o r k m a n s h i p 

fo l lowed by B a x t e r - T r a v e n o l in A u s t r a l i a is to t ake w o r k e r s to the 

local W e s t m e a d H o s p i t a l to see their i n t r a v e n o u s solut ions in use . 

' O n e old lady g r a b b e d the arm of one of our superv i sors and said 

h o w m u c h she a p p r e c i a t e d what he was do ing for her. Tha t com­

ple te ly c h a n g e d his a t t i t ude to his w o r k . ' 

W h a t e v e r the s t r a t eg i e s used , the i m p o r t a n t thing i s to ach ieve 

s o m e real w o r k e r p a r t i c i p a t i o n to m a k e e m p l o y e e s bel ieve tha t i t i s 

i m p o r t a n t that they show init iat ive on the j o b . The most d a n g e r o u s 

bel ief tha t can p e r m e a t e a p h a r m a c e u t i c a l c o m p a n y is that qual i ty is 

the r e spons ib i l i ty of the qual i ty a s s u r a n c e d e p a r t m e n t . Every 

w o r k e r shou ld be a c c o u n t a b l e for the qual i ty of his or her own task. 

W h e n a qual i ty failure o c c u r s , both the o p e r a t i v e respons ib le and 

the qua l i ty c o n t r o l staff should be called to accoun t . 

International variations in GMP compliance 

J. B.: Are there ever product recalls [in 

Guatemala]? 

P r o d u c t i o n m a n a g e r : N a h . P r o b l e m s are put d o w n to 

p o s t - o p e r a t i v e shock . 
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G M P s t a n d a r d s vary grea t ly b e t w e e n coun t r i e s . T h e r e are many 

c o u n t r i e s like G u a t e m a l a whe re t he re are no G M P inspec t ions , no 

n a t i o n a l d r u g - t e s t i n g l a b o r a t o r y . T r a n s n a t i o n a l c o m p a n i e s are able 

to t ake a d v a n t a g e of this s i tua t ion . Many of the major t r ans ­

n a t i o n a l s have m a n u f a c t u r i n g p lants to serve the Cen t ra l A m e r i c a n 

r eg ion in G u a t e m a l a . O n e o f t h e a d v a n t a g e s o f this a r r a n g e m e n t i s 

tha t m a n u f a c t u r i n g is not only c h e a p e r by vir tue of the non-

u n i o n i s e d w o r k f o r c e and tax c o n c e s s i o n s , but also because manu­

fac tur ing s t a n d a r d s do not have to be as high as in the U n i t e d S ta te s , 

G e r m a n y o r G r e a t Br i t a in . 

T h e s i tua t ion is m o r e c o m p l i c a t e d w h e n manufac tu r ing in a par­

t i cu la r c o u n t r y i s for bo th d e v e l o p e d and T h i r d - W o r l d m a r k e t s . 

S o m e m a n u f a c t u r i n g for the A s i a n m a r k e t t akes place in A u s t r a l i a n 

p l a n t s . G e n e r a l l y , t he costs of chang ing rou t ine do not justify 

i n t e n t i o n a l l y m a n u f a c t u r i n g i tems for the As ian m a r k e t to lower 

s t a n d a r d s than for A u s t r a l i a n c o n s u m e r s . N e v e r t h e l e s s , i f ba t ches 

e m e r g e which h a p p e n to fail to mee t A u s t r a l i a n s t a n d a r d s , then 

t h e r e i s an o b v i o u s t e m p t a t i o n to d u m p these ba t ches on the As i an 

m a r k e t - a t e m p t a t i o n which some in formants c o n c e d e d is not 

a lways res i s ted . C o n v e r s e l y , e x p o r t s to the J a p a n e s e m a r k e t might 

have to m e e t h ighe r s t a n d a r d s t h a n in A u s t r a l i a on ce r ta in cr i te r ia . 

T r a n s n a t i o n a l c o m p a n i e s vary great ly in the extent to which they 

follow different G M P s t a n d a r d s in different par ts of the wor ld . 

S o m e have a p h i l o s o p h y that the c o m p a n y has a cer ta in s t andard 

which mus t be fol lowed w h e n e v e r a p r o d u c t is sold unde r the 

c o m p a n y n a m e . M a n y A m e r i c a n c o m p a n i e s regularly send com­

p l i ance a u d i t o r s to all subs id ia r ies to check that this is h a p p e n i n g . 

E u r o p e a n c o m p a n i e s w h o also subscr ibe to this ph i losophy tend not 

to be so t ightly cent ra l ly c o n t r o l l e d , but c la im they ach ieve the same 

end by pos t ing head office E u r o p e a n s to m a n a g e T h i r d - W o r l d 

s u b s i d i a r i e s . O t h e r c o m p a n i e s a t t e m p t t o imbue T h i r d - W o r l d 

m a n a g e r s with ' c o r p o r a t e s t a n d a r d s ' by per iodical ly br inging them 

in to h e a d q u a r t e r s for t r a in ing . S o m e t r a n s n a t i o n a l s . while paying 

lip service to a uni form c o r p o r a t e G M P s t anda rd , i m p l e m e n t the 

pol icy s imply by send ing a set of c o r p o r a t e s t a n d a r d s , which might 

be e i the r d e t a i l e d or g e n e r a l , to all subs id ia r i es . Such a ges ture 

might or migh t not be c o m b i n e d with a r e q u i r e m e n t for subsidiar ies 

to pe r iod ica l ly send s ample s of final p roduc t to h e a d q u a r t e r s 

for t e s t ing . At the e x t r e m e are t r a n s n a t i o n a l s which m a k e a virtue 

of local a u t o n o m y and e m p h a s i s e the sovere ign r ight of each na t ion 

to set its own G M P s t a n d a r d s . Each of its subs id iar ies is e n c o u r a g e d 
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to m a x i m i s e its c o m m e r c i a l a d v a n t a g e within that legal frame­

w o r k . 

Of t he a b o v e a p p r o a c h e s , only an in t e rna t iona l audi t ing p ro ­

g r a m m e imposed from h e a d q u a r t e r s e n s u r e s a m o d i c u m of 

un i fo rmi ty . The fact that de ta i l ed c o r p o r a t e s t a n d a r d s mean little 

on the i r o w n was graphica l ly i l lus t ra ted w h e n I visited the 

A u s t r a l i a n subs id ia ry of a major A m e r i c a n c o m p a n y . The 

m a n a g i n g d i r ec to r spoke to me first and gave g lowing accoun t s of 

how m u c h t o u g h e r their c o r p o r a t e s t a n d a r d s were when c o m p a r e d 

wi th g o v e r n m e n t s t a n d a r d s . I was then in t roduced to the quality 

a s s u r a n c e d i r ec to r w h o told m e : ' W e follow H e a l t h D e p a r t m e n t 

r e g u l a t i o n s . T h e r e a re [ co rpo ra t e s t a n d a r d s ] which are p robab ly 

t o u g h e r in some w a y s , but to be hones t I 've never read t h e m . ' 

E v e n the t r a n s n a t i o n a l s which enforce the str ictest of inter­

n a t i o n a l a u d i t i n g sys tems c a n n o t ach ieve c o m p l e t e uniformity o f 

s t a n d a r d s a r o u n d the wor ld . A n d c o m p a n i e s which m a k e only 

t o k e n efforts to a ch i eve such a policy a l low, by defaul t , vast 

d i spa r i t i e s in G M P s to c o n t i n u e . N e v e r t h e l e s s , i t i s u n d o u b t e d l y 

t rue tha t i n T h i r d - W o r l d c o u n t r i e s the G M P s t a n d a r d s o f t h e t r ans -

n a t i o n a l s , no m a t t e r h o w much lower than a t h e a d q u a r t e r s , are 

gene ra l ly h ighe r than those of most locally o w n e d m a n u f a c t u r e r s . 

T r a n s n a t i o n a l s are s o m e t i m e s a l obby ing force for upgrad ing the 

G M P s t a n d a r d s in T h i r d - W o r l d c o u n t r i e s . They see this as a way of 

pu t t i ng ' b a t h t u b ' c o m p e t i t o r s out o f b u s i n e s s . Cer ta in ly this s eemed 

to be the effect o f t h e decis ion o f t h e Por t i l lo g o v e r n m e n t in Mex ico 

to c lose d o w n 300 o f t h e 600 p h a r m a c e u t i c a l c o m p a n i e s o p e r a t i n g in 

the c o u n t r y in 1977. 

T h u s , the i n t e r n a t i o n a l i s a t i o n of c a p i t a l , both because o f the 

e c o n o m i c in te res t s i t br ings to the Third Wor ld and because of 

the t ransfe r of qua l i ty cont ro l t e c h n o l o g y , is a force for the 

u p g r a d i n g o f G M P s t a n d a r d s . Inc reas ing ly , T h i r d - W o r l d c o u n t r i e s 

are e s t a b l i s h i n g na t iona l tes t ing l a b o r a t o r i e s for drugs (Ny len , 

1975). M a n y a re e n a c t i n g G M P s and send ing inspec to r s to the F D A 

for t r a i n i n g . 

T h e increas ingly i n t e rna t i ona l c h a r a c t e r of the industry is also 

hav ing an impac t on the equa l i s a t ion of s t a n d a r d s be tween 

d e v e l o p e d c o u n t r i e s . C o u n t r i e s wi th lower s t a n d a r d s are forced to 

c o m e in to line by u p g r a d i n g the i r s t a n d a r d s . Four M e d i t e r r a n e a n 

c o u n t r i e s ( G r e e c e , P o r t u g a l , Spain and T u r k e y ) w h o have been 

e x p l o r i n g the possibi l i ty o f m e m b e r s h i p in the E u r o p e a n E c o n o m i c 

C o m m u n i t y have b e e n told that they would have to t igh ten their 
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d r u g r e g u l a t o r y p rac t i ces before being a d m i t t e d . C o u n t r i e s in the 

E u r o p e a n F r e e T r a d e A s s o c i a t i o n ( I r e l a n d , A u s t r i a , D e n m a r k , 

F i n l a n d , H u n g a r y . I c e l and , L i e c h t e n s t e i n , N o r w a y , Po r tuga l . 

S w e d e n , Swi tze r l and and G r e a t Br i t a in ) now have a "Convent ion 

for the M u t u a l R e c o g n i t i o n of I n s p e c t i o n s in Respec t o f t h e M a n u ­

fac ture of P h a r m a c e u t i c a l P r o d u c t s . ' This has been ach ieved 

t h r o u g h a d e g r e e of a g r e e m e n t on uniformity of inspect ion stan­

d a r d s . U n d e r the a g r e e m e n t inspec tors from one count ry can go 

in to a n o t h e r to check the manufac tu r i ng s t a n d a r d s of p roduc t s to be 

i m p o r t e d . T h e B e n e l u x c o u n t r i e s ( B e l g i u m , N e t h e r l a n d s , 

L u x e m b u r g ) and the A n d e a n Pac t coun t r i e s (Pe ru , E c u a d o r , 

Bo l i v i a , C o l o m b i a and V e n e z u e l a ) have both m a d e p rog res s on 

e s t a b l i s h i n g some uniformity in drug r egu la t ion within the i r g roups . 

T h e F r e n c h have been most anx ious in recent years to improve 

G M P s , G L P s and the s t r ingency o f the drug approva l p rocess 

p r ec i s e ly so they can b e t t e r c o m p e t e for the deve loped count ry 

m a r k e t s . Br i t i sh c o n t r a c t l abo ra to r i e s wr i te to the F D A asking for 

G L P i n s p e c t i o n s so that they can tell c u s t o m e r s that they are 

a p p r o v e d u n d e r A m e r i c a n G L P s . T h e r e can be no d o u b t , t hen , that 

the i n t e r n a t i o n a l i s a t i o n of capi tal i s , in a g g r e g a t e , a force to 

u p g r a d e the s t a n d a r d s of those w h o lag beh ind . 

T h e mos t significant force of all for h a r m o n i s a t i o n of s t anda rds 

has b e e n the W o r l d H e a l t h O r g a n i s a t i o n ' s Cert if ication Scheme on 

the Q u a l i t y o f P h a r m a c e u t i c a l P r o d u c t s Moving in In t e rna t i ona l 

C o m m e r c e . P a r t i c i p a n t coun t r i e s in the scheme certify on reques t 

from a n o t h e r pa r t i c ipan t c o u n t r y that specified pha rmaceu t i ca l 

e x p o r t s m e e t the G M P s t a n d a r d s set d o w n u n d e r the s c h e m e , that 

the p l a n t s are subject to pe r iod ic i n spec t ion , and that the p roduc t is 

a u t h o r i s e d for sale in the e x p o r t i n g c o u n t r y . Pa r t i c ipan t coun t r i e s 

a r e A r g e n t i n a , A u s t r a l i a , B e l g i u m , C y p r u s , E g y p t , F i n l an d , 

F r a n c e , I c e l a n d , I ta ly , J a p a n , J o r d a n , M a u r i t i u s , N e w Z e a l a n d . 

N o r w a y , P o l a n d . P o r t u g a l , R e p u b l i c o f K o r e a . R o m a n i a , Senega l , 

S p a i n , S w e d e n , Syr ia , U n i t e d A r a b E m i r a t e s , U n i t e d K i n g d o m , 

U n i t e d S t a t e s . To the ex ten t that such s c h e m e s have an effect i t is in 

ra i s ing the s t a n d a r d s of the less s t r ingent c o u n t r i e s . N a t i o n s with 

h i g h e r s t a n d a r d s have not in prac t ice r e d u c e d their r e q u i r e m e n t s to 

a lowes t c o m m o n d e n o m i n a t o r . 

V a s t d i spa r i t i e s r e m a i n , but they are n a r r o w i n g . The p lan t 

m a n a g e r o f t h e M e x i c a n subs id iary o f a n A m e r i c a n c o m p a n y was 

p r e p a r e d to give w h a t s e e m e d an h o n e s t a s ses smen t of how far his 

factory had c o m e and how far i t had to go. 



Unsafe manufacturing practices 

It t a k e s t ime for us to catch up to US s t a n d a r d s . I know how 

m a c h i n e s should be c l e a n e d . Bu t they say we should have 

i n s t r u c t i o n s in wr i t ing on h o w to c lean m a c h i n e s . Before we 

had n o t h i n g in wr i t ing . N o w we are beg inn ing to wri te th ings 

d o w n . 

The malevolent multinationals? 

T r a n s n a t i o n a l c o r p o r a t i o n s dese rve to be criticised for a l lowing 

m u c h m o r e lax G M P s t a n d a r d s to apply in the poor pa r t s of the 

wor ld than in the r ich na t ions . Possibly the re are a coup le of 

c o m p a n i e s ( p e r h a p s Lilly i s o n e ) w h o go close to in te rna t iona l 

un i fo rmi ty of qual i ty s t a n d a r d s - but no more than a c o u p l e . In spite 

of t he i r b l a m e w o r t h i n e s s on this s co re , the foregoing discussion 

impl i e s tha t t r a n s n a t i o n a l c o r p o r a t i o n s are a force for h igher 

s t a n d a r d s in the Thi rd W o r l d . Cer ta in ly the i r s t a n d a r d s exceed 

t h o s e o f mos t o f the i r i n d i g e n o u s c o m p e t i t o r s . 

F u r t h e r m o r e , wi th in the U n i t e d S ta te s the t r ansna t i ona l com­

p a n i e s have m u c h m o r e soph is t i ca ted G M P c o m p l i a n c e sys tems 

m a n a g e d by m o r e qualified p e r s o n n e l than the smal ler A m e r i c a n 

c o m p a n i e s . M a n y smal le r o p e r a t i o n s c a n n o t afford a qual i ty audi t 

funct ion s u p e r i m p o s e d a b o v e the in-plant qual i ty cont ro l staff. O n e 

small c o m p a n y execu t ive a rgued that they do not need an audi t 

funct ion as m u c h as a large c o m p a n y in which t o p m a n a g e m e n t , far 

r e m o v e d from the shop floor, need a s s u r a n c e s that s t a n d a r d s are 

b e i n g m a i n t a i n e d . P e r h a p s s o , but each plant o w n e d by a t rans­

n a t i o n a l is s imi lar in size to many a small c o m p a n y consis t ing o f a 

s ingle p lan t . The t r a n s n a t i o n a l plant m a n a g e r is jus t as in t ouch with 

the s h o p f loor as the small c o m p a n y plant m a n a g e r . H o w e v e r , the 

f o r m e r is sub jec ted to two t ypes of inspec t ions (from h e a d q u a r t e r s 

and the F D A ) , whi le the la t ter i s subjec ted to only one t y p e , and i f i t 

is a small p l a n t , F D A inspec t ions are likely to be much less 

f r e q u e n t . 1 5 

Small p l an t s s o m e t i m e s do not have the e c o n o m i e s of scale to 

justify s o m e of the qual i ty re f inements of the t r a n s n a t i o n a l . A 

g e n e r i c m a n u f a c t u r e r , which does not enjoy the monopo l i s t i c 

profits of large c o m p a n i e s with p r o d u c t s on p a t e n t , survives by cost 

c u t t i n g . S o m e t i m e s this involves cu t t i ng ce r ta in qual i ty checks 

w h i c h , p e r h a p s t h o u g h not r equ i red by g o v e r n m e n t r egu la t i ons , are 

n e v e r t h e l e s s d e s i r a b l e . In a small c o m p a n y it might be a pract ical 

imposs ib i l i ty to have dec i s ions on the app rova l of ba t ches m a d e by 
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s o m e o n e w h o has no in teres t in the o u t c o m e . All e m p l o y e e s may 

effectively a n s w e r to the p res iden t and e v e r y o n e is int imately 

i nvo lved in the p r o d u c t i o n of every batch of p roduc t . M o r e o v e r , in 

a small c o m p a n y the cos ts of re jec t ing one batch ( p e r h a p s $50,000) 

migh t cause the e n t e r p r i s e to run at a loss for the m o n t h . The 

t e m p t a t i o n to c o m p r o m i s e s t a n d a r d s is much g rea te r t h a n in a 

t r a n s n a t i o n a l whe re $50,000 is as no th ing c o m p a r e d to the costs of 

t h e a d v e r s e publ ici ty a r o u n d the wor ld should the batch cause 

s e r i o u s a d v e r s e r e a c t i o n s . The large c o m p a n y also has more to lose 

by falling out of favour with the F D A - more p roduc t s being 

c o n s i d e r e d for a p p r o v a l by the agency , more plants which can be 

h a r a s s e d by i n s p e c t o r s , and so on . 

A Lilly c o r p o r a t i o n study (Pau ls and Kloer , 1978) c o m p a r e d the 

i n c i d e n c e o f p r o d u c t recal ls and F D A e n f o r c e m e n t act ion b e t w e e n 

the 23 ' r e s e a r c h - i n t e n s i v e ' c o m p a n i e s (all t r a n s n a t i o n a l ) and the 

h u n d r e d s o f smal le r A m e r i c a n c o m p a n i e s . The da ta were from 

F D A E n f o r c e m e n t R e p o r t s for the pe r iod J a n u a r y 1974 t h r o u g h 

D e c e m b e r 1977. On ly recal ls which were classified by the F D A as 

invo lv ing a risk to hea l th were inc luded . The inc idence of recalls 

w a s found to be seven t imes h igher by v o l u m e of sales in the smal ler 

c o m p a n i e s . The ra te o f F D A cour t ac t ions ( p r o s e c u t i o n s , injunc­

t i o n s , s e i zu res ) was 43 t imes h igher for the smal ler c o m p a n i e s 

c o m p a r e d wi th the t r a n s n a t i o n a l s . The F D A and publ ic- in teres t 

g r o u p s w h o w e r e keen to defend the qual i ty of gener ical ly manu­

fac tu red d rugs as equa l to that of b r a n d - n a m e p roduc t s a t t acked the 

Lilly s tudy on a n u m b e r of m e t h o d o l o g i c a l g r o u n d s . H o w e v e r , Lilly 

w e r e ab le to field t he se ob j ec t i ons convincingly (Eli Lilly and 

C o m p a n y , 1979). U n d o u b t e d l y ail the e v i d e n c e is not yet in on this 

d e b a t e . H o w e v e r , a fa i r -minded o b s e r v e r has to find the existing 

e v i d e n c e conv inc ing that even in the A m e r i c a n m a r k e t the t r ans ­

n a t i o n a l s have a qual i ty record super io r to that o f t h e rest o f t h e 

i n d u s t r y . 



5 Antitrust 

A n t i t r u s t law, it will be a r g u e d , fulfils mainly a symbol ic function in 

cap i t a l i s t socie t ies r a t h e r t h a n c r ime con t ro l funct ions. I t assures 

p e o p l e tha t the m y t h o l o g y of c o m p e t i t i o n and free en te rpr i se is 

r ea l . An i m p r e s s i o n of m o n o p o l i s a t i o n u n r e s t r a i n e d by law under ­

m i n e s t he l eg i t ima t ion of capi tal is t r e la t ions of p r o d u c t i o n ( P e a r c e . 

1976; O ' M a l l e y , 1980). This is not to say that an t i t rus t law is not 

d e s i r a b l e and neces sa ry . H o w e v e r , i t will be a rgued that i f capital ist 

soc ie t i e s are se r ious a b o u t res to r ing c o m p e t i t i o n to an industry like 

p h a r m a c e u t i c a l s , t h e r e are more effective s t ruc tura l r emed ie s for 

a c h i e v i n g th is than are ava i lab le u n d e r an t i t rus t law. Cer ta in ly 

a n t i t r u s t law can be r e fo rmed to focus m o r e on monopo l i s t i c and 

o l igopo l i s t i c s t r uc tu r e s and less on consp i r a to r i a l conduc t . But no 

m a t t e r h o w far such reform g o e s , an t i t rus t law will r emain less 

i m p o r t a n t t h a n g o v e r n m e n t e c o n o m i c pol icies for res t ra in ing 

m o n o p o l i s t i c pr ic ing. 

Be fo re c o n s i d e r i n g the n a t u r e of an t i t rus t offences in the phar­

m a c e u t i c a l indus t ry we must first c o m e to grips with the e c o n o m i c 

s t r u c t u r e o f t h e indus t ry . 

Profits in the pharmaceutical industry 

Since the Second W o r l d W a r p h a r m a c e u t i c a l s have been one o f t h e 

m o s t a t t ac t ive a r ea s of i nves tmen t . D r u g s have ranked first or 

s econd in profi tabi l i ty a m o n g all indus t r i e s in most years since 1955. 

In s o m e y e a r s , s o m e c o m p a n i e s - inc luding Ster l ing , A m e r i c a n 

H o m e P r o d u c t s , N o r w i c h , Sche r ing , and Sear le - have recorded 
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net [after tax] profits of 30 to 39 per cent per year. 

C a r t e r - W a l l a c e , R o h r e r , and Smith Kline & F r e n c h have 

a c h i e v e d profits o f 4 0 to 47 per cent . M a r i o n L a b o r a t o r i e s , A. H. 

R o b i n s , and Syntex have r epo r t ed net profits of 51 to 54 per cent 

in some y e a r s . E v e n dur ing the severe dep re s s ion years of 1930 to 

1935 U p j o h n r e p o r t e d profits of at least 30 per cent (S i lve rman 

and L e e , 1974: 30) . 

T h e t h r e e l ead ing Bri t i sh c o m p a n i e s - B o o t s , B e e c h a m and G l a x o -

in 1972 e a r n e d 45 per cen t , 41 per cent and 22 per cent respect ively 

on capi ta l e m p l o y e d . R a n k X e r o x was the only c o m p a n y which was 

m o r e prof i table t h a n B o o t s and B e e c h a m in that year a m o n g the top 

100 Br i t i sh firms (Gereff i , 1979: 60) . 

A myr i ad of r e s e a r c h e r s from different par ts of the world have 

s h o w n how r e c o r d e d profits in the p h a r m a c e u t i c a l industry are far 

in e x c e s s of m a n u f a c t u r i n g indus t ry a v e r a g e s ( N a d e r , 1973; B u r a c k , 

1976; 6 6 - 8 ; S i l v e r m a n , 1976: 121; L a b o u r Par ty , 1976: 2 0 - 1 ; 

C l a r k s o n , 1977, 1979; M a e s d a y , 1977: 2 7 6 ; S la t te r , 1977; Sub­

c o m m i t t e e on H e a l t h , 1977; A g a r w a l , 1978; Lal l , 1978; Gereffi , 

1979; U n i t e d N a t i o n s C e n t r e on T r a n s n a t i o n a l C o r p o r a t i o n s , 1979: 

5 4 - 9 ) . E c o n o m i s t s de fend ing the indust ry have a rgued that 

r e c o r d e d profit f igures in t he p h a r m a c e u t i c a l industry artificially 

inflate the t rue ra te of r e tu rn on i nves tmen t ( A y a n i a n , 1975; 

S c h w a r t z m a n , 1975; Stauffer, 1975; P h a r m a c e u t i c a l M a n u f a c t u r e r s 

A s s o c i a t i o n , 1977). The cen t ra l th rus t of their a r g u m e n t i s that 

"discovery in tens ive* indus t r ies such as p h a r m a c e u t i c a l s are in a 

u n i q u e s i t ua t ion . E x c e s s i v e profits in the industry are an accoun t ing 

i l lus ion , they say, a r i s ing from the fact that research and deve lop ­

m e n t e x p e n d i t u r e s are not capi ta l i sed as an inves tmen t asset , but 

r a t h e r are set aga ins t c u r r e n t i n c o m e . Gereffi (1979) po in t s ou t , 

h o w e v e r , tha t the prac t ice of not t r e a t i n g research as a capital 

i n v e s t m e n t can resul t in e i the r an u n d e r s t a t e m e n t or an over­

s t a t e m e n t of t he ' r ea l ' or e c o n o m i c rate of re tu rn . Some of the 

s t a t e m e n t s of p r o - i n d u s t r y e c o n o m i s t s on the ques t ion of profits 

h a v e b e e n ca lcu la t ing ly mis lead ing . 

I n d u s t r y d e f e n d e r s tell us that drug d e v e l o p m e n t is a risky 

b u s i n e s s . It is. M a n y mil l ions can be spent on a produc t which 

p r o v e s to be unsafe or ineffective. I n d e e d , the Lilly e c o n o m i s t . 

C o c k s ( 1 9 7 5 ) , shows that this risk e l e m e n t p roduces wild va r i a t ions 

in the sha re o f t h e m a r k e t held by different c o m p a n i e s . In a list of 

t w e n t y indus t ry g r o u p s , d rugs rank second on an index of marke t -
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s h a r e ins tab i l i ty . W h e n we look a t the raw d a t a , h o w e v e r , we find 

tha t t o p of the list for m a r k e t - s h a r e instabil i ty is that s t ruggling 

i n d u s t r y , ' pe t ro l eum* . Cou ld i t be tha t cer ta in indust r ies are both 

h ighly r isky and highly prof i table? 

T h e s m o k e s c r e e n from indust ry e c o n o m i s t s c a n n o t d isp lace the 

rea l i ty tha t p h a r m a c e u t i c a l profits are ex t r ao rd ina r i ly high. I f actual 

profi ts mere ly b a l a n c e d risk, then one would expec t capital to be 

inves t ed in the p h a r m a c e u t i c a l indus t ry at the same rate as the 

a l l - i ndus t ry a v e r a g e . The Un i t ed N a t i o n s C e n t r e on T ransna t iona l 

C o r p o r a t i o n s (1979: 57 -8 ) shows that th is is not so. From 1953 to 

1967 in the U n i t e d S t a t e s , equi ty capi ta l in drugs increased 584 per 

c e n t , the second highest f igure for any indus t ry g r o u p . Equ i ty 

cap i t a l for the w h o l e manufac tu r i ng sector increased only 183 per 

cen t d u r i n g the same per iod . In o the r w o r d s , drug profits have 

a t t r a c t e d n e w m o n e y a t more than th ree t i m e s the ave rage ra te . 

Oligopoly in the pharmaceutical industry 

E x c e s s i v e profits in the p h a r m a c e u t i c a l indus t ry arise in cons ider­

ab le m e a s u r e from the pecu l ia r features o f t h e marke t which shel ter 

p r o d u c e r s from pr ice c o m p e t i t i o n . C o n s u m e r sovere ignty i s absent 

in the p r e s c r i p t i o n d rug m a r k e t b e c a u s e i t i s not the c o n s u m e r w h o 

m a k e s a dec i s ion to p u r c h a s e , but the phys ic ian . D o c t o r s have no 

r e a s o n to be p r i c e - consc ious . M o r e o v e r , the need for effective 

m e d i c a l ca re is re la t ively price inelast ic in affluent societ ies . 

T h e inc red ib l e i m p e r v i o u s n e s s o f t h e p h a r m a c e u t i c a l industry t o 

m a r k e t forces b e c a m e a p p a r e n t in the Kefauve r hear ings before the 

US S e n a t e S u b c o m m i t t e e on A n t i t r u s t and M o n o p o l y in the early 

1960s. K e f a u v e r ' s staff found that the a v e r a g e p r o d u c t i o n costs for 

fifteen major d rug firms were 32.3 per cent o f t h e who lesa le price a t 

wh ich the m a n u f a c t u r e r s sold their p r o d u c t . N o t one of fifty com­

p a r i s o n c o m p a n i e s from o ther indus t r ies had p roduc t ion costs lower 

t h a n the h ighes t p r o d u c t i o n cos ts a m o n g the 15 drug c o m p a n i e s . 

A m o n g the n o n - d r u g f i rms , C o c a - C o l a was the lowest , with p r o d u c ­

t ion cos t s be ing only 42 .6 per cent of e x - m a n u f a c t u r e r sales. The 

d rug indus t ry c l a imed that the reason for this was the a m o u n t s they 

had to spend on r e sea r ch . In fact only 9 per cent of their sales dol la rs 

are spen t on r e s e a r c h , more than twice that i s spent on adve r t i s ing , 

and m o r e t h a n twice the r e sea rch e x p e n d i t u r e is a c c o u n t e d for by 

p r e - t a x profits ( S i l v e r m a n and L e e , 1974: 2 8 - 3 0 ) . ' 

T h e K e f a u v e r hea r ings revea led that in many s i tua t ions 
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c o m p a n i e s c h a r g e a lmos t w h a t e v e r they choose for a p roduc t . 

T h e r e are not the c o m p e t i t i v e forces to m a k e price bear any relat ion 

to c o s t s . R o u s s e l , a F r e n c h firm, sold a d rug used for m e n o p a u s a l 

d i s o r d e r s ( e s t rad io l p r o g y n o n ) to Scher ing in bulk form. Scher ing 

did no r e s e a r c h on the drug . They simply put the p roduc t into tablet 

form in bo t t l e s of 60 u n d e r their own label . The bo t t l e s , which 

c o n t a i n e d 11.7 cen t s wor th o f t h e d r u g , were sold for S8.40, a 

m a r k - u p of 7079 per cent ( M i n t z , 1967: 359) . 

D e f e n d e r s o f t h e p h a r m a c e u t i c a l indus t ry cor rec t ly point out that 

the overa l l s t ruc tu re of the indus t ry is not monopo l i s t i c or ol igo­

po l i s t i c . In Br i t a in , for e x a m p l e , the top five f irms accoun ted for 

only 26 .6 p e r c e n t of p h a r m a c e u t i c a l sales for 1973 (Sla t ter , 1977: 

4 7 ) . A g a i n the p e o p l e who point to such statistics put up a mis­

l e a d i n g s m o k e s c r e e n . I t is only meaningful to talk ab o u t deg ree of 

c o n c e n t r a t i o n in a m a r k e t for p r o d u c t s which are subs t i t u t ab l e . For 

e x a m p l e , i t is meaningfu l to talk abou t c o n c e n t r a t i o n in the au to ­

m o b i l e m a r k e t by o b s e r v i n g wha t p r o p o r t i o n o f t h e m a r k e t i s con­

t ro l l ed by the five leading car m a n u f a c t u r e r s . This is because F o r d s 

or C h r y s l e r s can be subs t i tu t ed for G e n e r a l M o t o r s cars . H o w e v e r , 

the p r o d u c t s o f o n e drug m a n u f a c t u r e r which m a k e s ant ib io t ics 

c a n n o t be subs t i t u t ed for those of a n o t h e r which p r o d u c e s tran­

qu i l l i se r s or c o n t r a c e p t i v e s . W h e n one looks a t the concen t r a t i on 

wi th in t h e r a p e u t i c c a t e g o r i e s , the p h a r m a c e u t i c a l industry e m e r g e s 

as a highly o l igopo l i s t i c m a r k e t (S la t t e r , 1977: 4 8 - 9 ) . 

S c h w a r t z m a n ' s (1976: Tab le 6.14) da ta enab le us to e x a m i n e the 

p e r c e n t a g e o f t h e US m a r k e t con t ro l l ed by the leading four f irms for 

n ine ma jo r t h e r a p e u t i c ca t egor i e s in 1973. Beg inn ing with the 

lowes t four-firm c o n c e n t r a t i o n r a t i o , the resul ts w e r e : s e d a t i v e s - 6 1 

per c e n t , ana lges ics (e thical sys temic) - 66 per cent ; an t ib io t ics 

( t o t a l ) - 69 per c e n t ; a n t i h i s t a m i n e s - 76 per cen t ; oral d iure t ics - 77 

per c e n t ; p s y c h o s t i m u l a n t s - 83 per cen t ; t ranqui l l i se rs (oral 

a t a r a c t i c s ) - 86 per cen t ; an t i a r th r i t i c s - 96 per cen t ; and anti­

d i a b e t i c s (oral h y p o g l y c e m i c s ) - 98 per cen t . C o n c e n t r a t i o n is even 

m o r e p r o n o u n c e d at the level of bulk drug p r o d u c t i o n . For 

e x a m p l e , a sco rb ic acid ( V i t a m i n C) in dosage forms is sold by more 

t h a n a h u n d r e d c o m p a n i e s . The en t i r e o u t p u t o f t h e v i tamin itself, 

h o w e v e r , i s p r o d u c e d by M e r c k . Pfizer, and Roche ( U N C e n t r e on 

T r a n s n a t i o n a l C o r p o r a t i o n s , 1979: 38) . By their selling policies 

bulk p r o d u c e r s are able to cont ro l the ex ten t of co mp e t i t i o n . Many 

bulk p r o d u c e r s are m o n o p o l i s t s . Nea r ly 500 of the 650 bulk 

med ic ina l c h e m i c a l s sold in the U n i t e d S ta te s in 1975 were avai lable 

162 



Antitrust 

from only a single d o m e s t i c s o u r c e . Only 4 of the 650 medicinal 

c h e m i c a l s w e r e sold by more than four m a n u f a c t u r e r s (US Inter­

n a t i o n a l T r a d e C o m m i s s i o n , 1977: 9 3 - 1 0 6 ) . High profits in the 

p h a r m a c e u t i c a l indus t ry are the re fore the produc t of minimal price 

c o m p e t i t i o n . 

Legal monopolies 

T h e f u n d a m e n t a l m e c h a n i s m which g u a r a n t e e s l imited price com­

p e t i t i o n in the p h a r m a c e u t i c a l indus t ry is the g ran t ing of p a t e n t s to 

the d i s c o v e r e r s of n e w m e d i c i n e s for a per iod of 16, 17 or 20 yea r s , 

the pe r iod d e p e n d i n g on the c o u n t r y . The ho lde r of a p roduc t 

p a t e n t has exc lus ive r ights over the m a n u f a c t u r e and sale of the 

p r o d u c t until the pa t en t exp i res . It is a legal m o n o p o l y . By defini­

t i on , w h e n a d rug is still u n d e r pa t en t price c o m p e t i t i o n is 

p r e c l u d e d . 

A mos t voc i fe rous o p p o n e n t of legal m o n o p o l i e s on medic ines 

was S e n a t o r K e f a u v e r w h o a d v o c a t e d "the long-held moral belief 

tha t no o n e should have the right to wi thho ld from the publ ic 

p r o d u c t s which re l ieve suffering and may spell the difference 

b e t w e e n life and d e a t h ' . N a t i o n s differ in the extent to which they 

p e r m i t legal m o n o p o l i e s over m e d i c i n e s . M a n y coun t r i e s will not 

p a t e n t med ic ina l p r o d u c t s , but grant the much w e a k e r p ro tec t ion o f 

p a t e n t s for a p a r t i c u l a r m e t h o d of p r o d u c i n g a d rug (e .g. A r g e n t i n a , 

A u s t r i a . C a m e r o o n . Cen t r a l African E m p i r e . C h a d , Ch i l e , 

C o l o m b i a , C o n g o , D a h o m e y , D e n m a r k . E g y p t , G a b o n , G h a n a . 

G r e e c e , I n d i a , Ivory C o a s t . M a d a g a s c a r , the N e t h e r l a n d s . 

P a k i s t a n , S e n e g a l . Spa in , S w e d e n , Swi t ze r l and , U p p e r Vo l t a , 

U r u g u a y , V e n e z u e l a , Y u g o s l a v i a ) . A dwind l ing n u m b e r of coun­

t r ies g ran t n e i t h e r p r o d u c t nor p roces s p a t e n t s (e .g . Braz i l , I ran , 

I t a l y , 2 R e p u b l i c of K o r e a , T u r k e y ) . A n u m b e r of coun t r i e s which 

r e c o g n i s e bo th p r o d u c t and process p a t e n t s have adop ted p ro ­

v is ions for c o m p u l s o r y l icensing of c o m p e t i n g firms to p r o d u c e the 

p r o d u c t in the publ ic in teres t (e .g . A u s t r a l i a , C a n a d a , Fede ra l 

R e p u b l i c o f G e r m a n y , G r e a t Br i ta in ( r e p e a l e d in 1977), I s r ae l ) . 

S e n a t o r K e f a u v e r once went close in the U n i t e d States to winn ing 

s u p p o r t for a p r o p o s a l to r educe the pe r iod of pa t en t p ro tec t ion for 

d r u g s to t h r e e y e a r s . At the end of that per iod the d i scovere r would 

have to m a k e the p r o d u c t ava i lab le u n d e r l icence to all c o m p e t i t o r s 

for a royal ty fee of up to 8 per cent . 

Of c o u r s e the r a t i ona l e for p a t e n t s is that they provide an 
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i n c e n t i v e for i n n o v a t i o n . The ques t ion that Kefauver was ask ing , 

h o w e v e r , i s h o w m u c h incen t ive is sufficient. In add i t i on to under ­

m i n i n g c o m p e t i t i o n t h e r e are o t h e r ways that the quest for pa ten t s 

can run c o u n t e r to the publ ic in teres t . D u r i n g the Second Wor ld 

W a r , Dr V. B u s h , d i r ec to r o f t h e US Office of Scientific R e s e a r c h , 

was r e s p o n s i b l e for ge t t ing the d rug c o m p a n i e s to m a k e the new 

w o n d e r d r u g , penic i l l in , ava i lab le in quant i ty for the war effort. In 

A p r i l 1943 B u s h r e p o r t e d that the c o m p a n i e s had c o - o p e r a t e d "after 

a fash ion ' . In a let ter to an A r m y Ai r C o r p s consu l t an t , Dr Bush 

c o m p l a i n e d : 'They have not m a d e their e x p e r i m e n t a l results and 

t h e i r d e v e l o p m e n t o f manufac tu r i ng p roces ses general ly ava i l ab le , 

h o w e v e r . . . this is the p r o b l e m ' ( M i n t z , 1967: 366). The p rob l em 

was tha t ' t he f i rms w e r e t oo busy t rying to co rne r pa t en t s on var ious 

p r o c e s s e s in the p r o d u c t i o n of penici l l in to p r o d u c e much of it' 

( H a r r i s , 1964). The c o - o r d i n a t o r o f the W a r P r o d u c t i o n B o a r d ' s 

specia l penic i l l in p r o g r a m m e , A l b e r t L. E lde r , w r o t e in a J anua ry 

1944 m e m o r a n d u m : 

T h e value of penici l l in in saving the lives of w o u n d e d soldiers has 

b e e n so t h o r o u g h l y d e m o n s t r a t e d tha t I c a n n o t wi th a c lear 

c o n s c i e n c e a s s u m e the respons ib i l i ty for c o o r d i n a t i n g this 

p r o g r a m any longer whi le a t the s ame t ime being h a n d i c a p p e d by 

b e i n g u n a b l e to m a k e ava i l ab le in fo rma t ion which would result in 

the o u t p u t of m o r e penici l l in and t h e r e b y save the lives of our 

so ld i e r s ( M i n t z , 1967: 366) . 

A n o t h e r way that the pa t en t m e c h a n i s m r e b o u n d s against the 

pub l i c in te res t is t h r o u g h c rea t ing incent ives for r e sea rch effort to 

be d i r e c t e d a t ' m e - t o o ' drugs r a the r t h a n t h e r a p e u t i c advances . In 

C h a p t e r 3 we saw that the grea t major i ty of new p r o d u c t s which 

c o m e on the m a r k e t are mo lecu l a r m a n i p u l a t i o n s o f p roduc t s 

a l r e a d y u n d e r p a t e n t . They are a t t e m p t s to get a r o u n d the legal 

m o n o p o l y by p a t e n t i n g a m e - t o o p roduc t which is molecular ly 

d i s t inc t but t h e r a p e u t i c a l l y iden t ica l . Scarce research ta len t and 

m o n e y a re d i r ec t ed a t m e - t o o r e sea r ch precise ly b e c a u s e o f the 

p a t e n t sy s t em. M e - t o o resea rch has occas ional ly s tumbled upon 

significant t h e r a p e u t i c a d v a n c e s (e .g . p r e d n i s o n e from c o r t i s o n e ; 

T h o r a z i n e from the ear ly a n t i h i s t a m i n e s ) . Ye t h o w m u c h more o f 

va lue migh t these scient is ts have d i scovered i f their goal had been 

the m a x i m u m a d v a n c e m e n t of med ic ine ins tead of finding a loop­

ho le a r o u n d a p a t e n t ? 

F o r m e r S q u i b b medica l d i r ec to r , Dr Da le C o n s o l e , testified 
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before a S e n a t e s u b c o m m i t t e that du r ing his t e n u r e at Squibb 

an e s t i m a t e d 25 per cent of research funds were d e v o t e d to 'wor th ­

w h i l e ' p r o j e c t s , and 75 p e r c e n t to the d e v e l o p m e n t o f m e - t o o d rugs 

and u n i m p o r t a n t c o m b i n a t i o n p r o d u c t s . C o n s o l e testified that 'with 

m a n y of t he se p r o d u c t s , i t is clear whi le they are on the d r a w i n g 

b o a r d tha t t hey p r o m i s e no util i ty. They p r o m i s e sa les . I t is not a 

q u e s t i o n of pu r su ing t h e m because s o m e t h i n g may c o m e of it . . .it 

is p u r s u e d s imply b e c a u s e t h e r e is a profit in it' (S i lve rman and L e e , 

1974: 4 0 ) . P a t e n t laws also restrict the capac i ty of indust ry 

r e s e a r c h e r s to consu l t wi th ou t s ide scient is ts on the p rogress of the i r 

w o r k . To do so might e n d a n g e r the secrecy o f a p a t e n t a b l e innova­

t ion . O n e o f A m e r i c a ' s most e m i n e n t p h a r m a c o l o g i s t s . Professor 

K e n n e t h L. M e l m o n , testified before the S e n a t e : i k n o w for a fact 

tha t the p r e s e n t p a t e n t laws have p r e v e n t e d my scientific coope r ­

a t ion wi th i ndus t ry ' ( S u b c o m m i t t e e on H e a l t h , 1974, Par t 2 : 685) . 

T h e i m p o r t a n t fact a b o u t p a t e n t s i s t ha t t h e r e i s s t rong e v i d e n c e 

tha t the i r res t r i c t ive effect on c o m p e t i t i o n c o n t i n u e s long after the 

p a t e n t s c o n c e r n e d have exp i red (S la t te r , 1977; 7 2 - 3 ) . A c o m p a n y 

wh ich has had exc lus ive m a r k e t i n g o f a new p r o d u c t for a n u m b e r of 

y e a r s ge ts c o n s u m e r s ( d o c t o r s ) in the habit of using (p resc r ib ing) 

tha t p r o d u c t ( W h i t t e n , 1979). La te e n t r a n t s to the m a r k e t after the 

p a t e n t has exp i r ed have to s t ruggle agains t this a d v a n t a g e . A 

F e d e r a l T r a d e C o m m i s s i o n study (Bond and L e a n , 1977) ind ica tes 

tha t late e n t r a n t s genera l ly fail to do th is , at least in the oral 

d i u r e t i c s and an t i ang ina l m a r k e t s which w e r e the subject of the 

s t u d y . N e i t h e r h e a v y p r o m o t i o n nor pr ice cu t t i ng was successful in 

p e r s u a d i n g d o c t o r s to select the subs t i tu te b r a n d s o f t h e e n t r a n t s in 

g r e a t v o l u m e . O n e must sympa th i se with the a p p a r e n t l y i r ra t ional 

i n t r a n s i g e n c e o f t h e p resc r ib ing physic ian. The bewi lde r ing array o f 

b r a n d n a m e s which conf ron t s the doc to r - 20 ,000 b rand n a m e s for 

the 700 different d r u g s on the m a r k e t in the U n i t e d States - m e a n s 

tha t the d o c t o r is do ing well i f s/he can r e m e m b e r the b rand n a m e of 

t he f i rs t vers ion which a p p e a r s . 3 T h e d o c t o r has e n o u g h to learn 

w i t h o u t b o t h e r i n g wi th the b rand n a m e s o f late m a r k e t e n t r a n t s . 

H e n c e the r a t i o n a l e for the policy a d v o c a t e d by many re fo rmers of 

a b o l i s h i n g b r a n d n a m e s . E a c h p r o d u c t would have a single gener ic 

n a m e , so that cho ices b e t w e e n c o m p e t i n g suppl iers wou ld be m a d e 

m o r e on the bas is of pr ice and qual i ty and less on the s t rength of 

h a b i t s c o n d i t i o n e d by ear ly en t ry . 

T h e ex t en t to which the early m a r k e t e n t r a n t with an expi red 

p a t e n t can resist pr ice r e d u c t i o n s whi le m a i n t a i n i n g m a r k e t 
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d o m i n a n c e can be s tagger ing . The most expens ive produc t often 

has the g r e a t e s t sha re o f t h e m a r k e t . F r e q u e n t l y the leading brand 

sells a t five to ten t imes the price o f t h e cheapes t supp l ie r s . In the 

case of the r e se rp ine m a r k e t , the a v e r a g e price cha rged in the 

U n i t e d S t a t e s by the four lowest cost suppl ie r s was SI .17 (1,000 0.25 

m g . t a b l e t s ) . T h e lead ing b r a n d , C i b a - G e i g y ' s Serpas i l , sold for 

S 3 8 . 7 1 , m o r e than 30 t imes a s much ( U N C e n t r e on T r a n s n a t i o n a l 

C o r p o r a t i o n s , 1979: 4 9 . 1 3 6 ) . 4 

T h e fact that p a t e n t s c rea te legal m o n o p o l i e s , and that they a l low 

a r b i t r a r y pr ice different ials to c o n t i n u e even after they e x p i r e , has 

i m p o r t a n t i m p l i c a t i o n s for c r ime . In the mind o f t h e p h a r m a c e u t i c a l 

e x e c u t i v e , t h e r e is little mora l difference b e t w e e n legal and illegal 

p r i ce f ixing. 5 The mora l au tho r i t y of an t i t rus t law rests in a s sump­

t ions a b o u t the va lue of free c o m p e t i t i o n . P h a r m a c e u t i c a l execu­

t ives find difficulty in es tab l i sh ing the r e l evance of this mora l 

a u t h o r i t y to the i r work s i tuat ion in which eschewing price com­

p e t i t i o n is n o r m a l and legal. M o r e than legal , i t is affirmatively 

s a n c t i o n e d in law t h r o u g h p a t e n t s . 

T h e ex i s t ence of legal m o n o p o l y po in t s up the ambigu i ty felt by 

the e x e c u t i v e a b o u t the improp r i e ty o f illegal m o n o p o l y . I n d e e d , 

p h a r m a c e u t i c a l execu t ives are socialised to perce ive moral vir tue in 

a n t i c o m p e t i t i v e pr ic ing p rac t i ces . R e p e a t e d l y my informants would 

a d m o n i s h tha t such pr icing prac t ices were a way of ensur ing that 

p r o p e r r e w a r d s and incen t ives went to the i nnova to r s o f hea l th-

g iv ing d r u g s . 'Pr ice fixing saves l ives ' is a ca r i ca tu re of this pos i t ion , 

bu t the c a r i c a t u r e g rasps the essence o f t h e s tance which has real 

m o r a l a u t h o r i t y to p h a r m a c e u t i c a l execu t ives . 'Pr ice c o m p e t i t i o n i s 

the s t r eng th o f t h e free en t e rp r i s e sys t em ' has no moral au thor i ty 

b e c a u s e it is r e cogn i sed for the h u m b u g it is with respect to the i r 

i n d u s t r y . 

Advantages of oligopoly 

E c o n o m i s t s s o m e t i m e s cas t iga te l awyers w h o wish to litigate anti­

t rus t m a t t e r s even w h e n the illegal conduc t c o n c e r n e d is in the 

n a t i o n a l e c o n o m i c in teres t (e .g . P o s n e r , 1976). They claim that 

c o u r t s t oo often lose sight of the or iginal pu rpose of legis la t ion. In 

the ca se of an t i t ru s t laws the p u r p o s e is to increase e c o n o m i c 

efficiency t h r o u g h ensu r ing unfe t te red c o m p e t i t i o n . Bu t i f the goal 

is g r e a t e r efficiency, why de te r monopo l i s t i c p rac t ices in c i rcum­

s t a n c e s w h e r e m o n o p o l y i s efficient? S o m e t i m e s lawyers do t ake the 
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view tha t m o n o p o l y isperse evil and exhibi t an incl inat ion to apply 

a n t i t r u s t law to a r ea s w h e r e the costs of m o n o p o l y pricing are 

o u t w e i g h e d by the e c o n o m i e s of cen t ra l i s ing p r o d u c t i o n in one or a 

very few firms." L e g a l i s m t ends to focus a t t en t i on on those types of 

a n t i t r u s t offences which are most c o n s p i r a t o r i a l , most p r eda to ry in 

the i r i n t en t ; e c o n o m i s m a d v o c a t e s the d i rec t ion of scarce en­

f o r c e m e n t r e s o u r c e s to m o n o p o l i e s which have the most ad v e r s e 

s t r uc tu r a l imp l i ca t i ons . 

T h e r e have b e e n a r g u m e n t s that o l igopoly in the p h a r m a c e u t i c a l 

i ndus t ry p r o d u c e s socially beneficial e c o n o m i e s of scale in (a) 

qua l i ty c o n t r o l ; (b) p r o d u c t i o n ; (c) p r o m o t i o n ; and (d) r e sea rch and 

d e v e l o p m e n t (Gereff i , 1979). In the last chap t e r i t was a rgued that 

the l a rge t r a n s n a t i o n a l do have super io r p e r f o r m a n c e in ensur ing 

d rug qua l i ty . T h e U N C e n t r e o n T r a n s n a t i o n a l C o r p o r a t i o n s (1979: 

35 ) a r g u e that t h e r e are e x p l a n a t i o n s for this in t e rms of e c o n o m i e s 

of sca le : 

T h e r e are two major sou rces of s c a l e - e c o n o m i e s in con t ro l l ing 

d rug qual i ty : large o v e r h e a d costs which do not vary wi th ou tpu t 

and the need to e m p l o y p e r s o n s with highly special ized skills 

wh ich wou ld be i n c o m p l e t e l y uti l ized by firms that p r o d u c e d a 

small q u a n t i t y or range of d rugs . The lat ter inc lude cont ro l 

s y s t e m s wh ich ut i l ize c o m p u t e r s for the entry of test resul ts and 

the m a i n t e n a n c e of ba tch r e c o r d s ; the staffing and o p e r a t i n g costs 

o f t h e qual i ty c o n t r o l l a b o r a t o r y ; the dec l in ing cost o f sampl ing 

and tes t ing per uni t of o u t p u t wi th inc reases in ba tch s ize; and the 

cos ts o f t h e c u s t o m e r compla in t d e p a r t m e n t r e spons ib le for 

loca t ing and reca l l ing defect ive p r o d u c t s , cos ts that increase less 

t h a n p r o p o r t i o n a l l y wi th sales. 

Of c o u r s e the a b o v e a r g u m e n t s and the data o f t h e last c h a p t e r 

s u g g e s t i n g t he s u p e r i o r qual i ty p e r f o r m a n c e of the t r ansna t i ona l s 

do not imply tha t by b e c o m i n g even larger , t r an sna t i ona l s will 

fur ther i m p r o v e the i r qual i ty p e r f o r m a n c e . 

E c o n o m i e s of scale in p r o d u c t i o n are of l imited re l evance to 

p h a r m a c e u t i c a l s . 

T h e r e a re two s tages in drug m a n u f a c t u r e : raw mate r ia l or act ive 

i n g r e d i e n t p r o d u c t i o n , and dosage- fo rm fabr icat ion. The 

e c o n o m i e s of scale in dosage- fo rm fabr ica t ion are small and 

t h e r e f o r e do not bar en t ry . The t e c h n o l o g y calls for relat ively 

s imple e q u i p m e n t and the following of well spe l led-out 
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d i r e c t i o n s . T h o s e significant scale e c o n o m i e s that do exist are 

p r e s e n t only in the m a n u f a c t u r e of act ive i ng red ien t s . O n e 

e x a m p l e dea ls with the batch f e r m e n t a t i o n p rocesses that 

c h a r a c t e r i z e the p r o d u c t i o n of an t ib io t ics and synthet ic 

c o r t i c o s t e r o i d s . T h e t e c h n o l o g y in this case is sophis t ica ted and 

c a p i t a l - i n t e n s i v e , and only large m a n u f a c t u r e r s can use i t 

efficiently. T h e r e is a t h re sho ld to o u t p u t v o l u m e , h o w e v e r , 

b e y o n d wh ich t h e r e are no further gains in p ro d u c t i o n e c o n o m i e s 

from size. E a c h o f t h e large an t ib io t i c s m a n u f a c t u r e r s , for 

i n s t a n c e , uses from ten to fifty f e r m e n t a t i o n vesse ls ; w h e n they 

w a n t to inc rease the i r o u t p u t , they increase the n u m b e r r a the r 

t h a n the capac i ty of individual vats - a c i r c u m s t a n c e conduc ive to 

c o n s t a n t r e t u r n s to scale (Gereffi , 1979: 4 0 - 1 ) . 

T h e r e are ce r ta in ly e c o n o m i e s of scale in p r o m o t i o n . La rge firms 

s p e n d a l m o s t as much on p r o m o t i o n as they do on p roduc t i on . 

Smal l firms find it imposs ib l e to re ta in a large t eam of de ta i l e r s for 

d o c t o r v is i t s , to t ake out full-page a d v e r t i s e m e n t s in leading 

m e d i c a l j o u r n a l s , sponso r con fe r ences in A c a p u l c o , and do all the 

o t h e r t h ings necessa ry for ent ry to t he b r a n d - n a m e m a r k e t . T h e s e 

s c a l e - e c o n o m i e s in p r o m o t i o n are not a just i f icat ion for o l igopoly , 

but o n e o f t h e causes of it. They cons t i t u t e a major ba r r i e r for ent ry 

o f n e w c o m p e t i t o r s . M o r e o v e r , the ques t ion o f w h e t h e r p r o m o t i o n 

is on b a l a n c e a social benefit will be cons ide r ed critically in the next 

c h a p t e r . 

T h e s t r o n g e s t indus t ry just i f icat ion for o l igopoly conce rns 

e c o n o m i e s of scale in r e sea rch and d e v e l o p m e n t . H a n s e n (1979) 

found the a v e r a g e c u r r e n t cost of deve lop ing a new chemica l enti ty 

to the s t a n d a r d s r e q u i r e d for m a r k e t i n g as a drug in the Un i t ed 

S t a t e s to be $54 mil l ion. C lea r ly , this is beyond the r e sources of 

smal l c o m p a n i e s . T h e O E C D cons ide r ed tha t 'for a r e sea rch -based 

p h a r m a c e u t i c a l c o m p a n y to have r e a s o n a b l e p rospec t s o f g r o w t h , i t 

is usua l ly c o n s i d e r e d that at least 300 r e sea r ch w o r k e r s should be 

e m p l o y e d ' ( O E C D , 1969). I nc reas ing ly , p r o d u c t i nnova t i ons are 

c o n c e n t r a t e d in the r e sea rch d iv is ions of the largest c o m p a n i e s 

b e c a u s e o f e sca l a t i ng r egu la to ry r e q u i r e m e n t s and technical 

d e m a n d s for new b r e a k t h r o u g h s . G r a b o w s k i and V e r n o n (1979 :47) 

s h o w tha t whi le the share of d rug sales of the largest four f irms 

r e m a i n e d fairly c o n s t a n t b e t w e e n 1957 and 1 9 7 1 , the p r o p o r t i o n of 

i n n o v a t i o n a l o u t p u t (new chemica l en t i t i e s ) accoun ted for by the 

four l a rges t f irms i nc rea sed from 24 per cent to 49 per cent . B e t w e e n 
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1957 and 1961 the re w e r e 51 firms w h o d e v e l o p e d a new chemical 

e n t i t y ; b e t w e e n 1967 and 1971 the re were only 2 3 . 

P r i o r to the mid-1960s i t was the case that the very largest firms 

w e r e no t the most i n n o v a t i v e , so that t he re w e r e cer ta in dis­

e c o n o m i e s o f scale ( C o m a n o r , 1965; G r a b o w s k i , 1968; R e e k i e , 

1969; Mansf ie ld e t a l . , 1971 ; M o n o p o l i e s C o m m i s s i o n , 1972). 

H o w e v e r , R e e k i e and W e b e r (1979: 146-51) have reviewed the 

c o n s i d e r a b l e e v i d e n c e which po in t s to the conc lus ion tha t since the 

m i d - 1 9 6 0 s r e s e a r c h and d e v e l o p m e n t effort and ou tpu t now 

i n c r e a s e p r o p o r t i o n a t e l y wi th firm size. 

A f requen t ly o v e r s t a t e d , but n e v e r t h e l e s s rea l , social benefit of 

the o l igopo l i s t i c she l t e r ing of the r e sea rch - in t ens ive firms is the 

p r o d u c t i o n o f ' s e r v i c e d r u g s ' . These are p r o d u c t s o f grea t medica l 

v a l u e , but for which t h e r e is such a small m a r k e t that the costs of 

p r o d u c t i o n , safety t e s t i n g , and d o c u m e n t a t i o n for g o v e r n m e n t 

r e g i s t r a t i o n exceed r e t u r n s from sales. For e x a m p l e , the re i s the 

s tory of C u p r i m i n e ( p e n i c i l l a m i n e ) , which M e r c k in t roduced in 

1963 to r e m o v e c o p p e r in t r ea t ing Wi l son ' s d i s e a s e , an often fatal 

c o m p l a i n t wh ich afflicts only 1,000 p e r s o n s in the US ( M i n t z , 1967: 

3 4 7 - 8 ) . R o s e n t h a l (1960) po in t s out that 

i t w o u l d b e c y n i c a l . . . t o d ismiss a s mere publ ic r e l a t ions M e a d 

J o h n s o n ' s drug which cures a rare men ta l d i so rde r occur r ing in 

p e r h a p s four h u n d r e d infants in this c o u n t r y ; W y e t h ' s A n t i v e n i n 

aga ins t s n a k e b i t e ; Li l ly ' s m u s t a r d gas ki t ; o r A b b o t t ' s r ad ioac t ive 

i s o t o p e s . T h e s e a re cer ta in ly not prof i table . 

O n e suspec t s t ha t p h a r m a c e u t i c a l c o m p a n i e s more often than not 

d e c i d e aga ins t m a r k e t i n g a beneficial yet unprof i table p roduc t . 

N e v e r t h e l e s s , in a perfect ly c o m p e t i t i v e m a r k e t , c o m p a n i e s could 

not afford the luxury o f a n y lines which cause losses . To the extent 

t h a t se rv ice d r u g s do exis t , they are m a d e poss ib le by the ol igo­

pol i s t i c s t r u c t u r e of the m a r k e t . In conc lus ion , t hen , the re are 

c e r t a i n i m p o r t a n t pub l ic benefits from ol igopoly in the p h a r m a ­

ceu t i ca l indus t ry . The ques t ion is, h o w e v e r , w h e t h e r the public 

w o u l d be b e t t e r se rved by direct publ ic funding for these benefits 

(for e x a m p l e , g o v e r n m e n t p r o d u c t i o n of service d r u g s ) , while sub­

s id is ing such funding from the savings which would follow from 

b r e a k i n g o l igopo l i s t i c power . 
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Government price controls 

M o s t g o v e r n m e n t s , real is ing that the pr ices the i r people are asked 

to pay t r a n s n a t i o n a l d rug c o m p a n i e s bear little re la t ion to marke t 

fo rces , have i n t r o d u c e d m o r e or less effective g o v e r n m e n t control 

of p h a r m a c e u t i c a l p r i ces . For a lmos t every prescr ipt ion drug , one 

can o b s e r v e the identical p roduc t p r o d u c e d by the same company 

sel l ing at grossly d i s p a r a t e pr ices in different par ts o f t h e world -

Li l ly 's D a r v o n , for e x a m p l e , sold for S7.02 per hundred capsules in 

the U n i t e d S ta te s and S I . 6 6 in I re land . W i d e s p r e a d price controls 

on d r u g s have been a response to the reali ty that prices bear more 

r e l a t i o n to wha t publ ic op in ion will bear than to what the market 

will bea r . They are a reflection of poli t ical choices ra the r than 

p u r c h a s i n g cho ice s . 

In mos t c o u n t r i e s the price at wh ich a drug is to be sold is 

n e g o t i a t e d wi th the g o v e r n m e n t at the t ime i t is f irst al lowed on the 

m a r k e t and may not be changed wi thou t g o v e r n m e n t approva l . In 

m a n y cases the n e g o t i a t e d prices are based on a formula which 

i n c o r p o r a t e s cos ts o f raw m a t e r i a l s , p r o d u c t i o n , d i s t r ibu t ion , 

r e s e a r c h , and a profit marg in . Some c o u n t r i e s such as Aus t ra l i a do 

qu i t e de t a i l ed analys is of var ious cos ts of marke t ing the product . 

I t a ly , in c o n t r a s t , s imply a w a r d s a price which is a mult iple o f t h e 

r aw m a t e r i a l s and p r o d u c t i o n cos ts . Br i ta in d e t e r m i n e s price 

i n c r e a s e s or d e c r e a s e s on the basis of wha t a m o u n t of income will 

a l l ow the c o m p a n y a p r e d e t e r m i n e d level of profit. The re is no 

ana lys i s o f c o m p o n e n t cos ts . M a n y T h i r d - W o r l d countr ies which 

c a n n o t afford m o r e de ta i led inves t iga t ion base their decis ions on 

the p r ices p reva i l ing in the coun t ry of or igin . 

In some c o u n t r i e s a 'free m a r k e t ' o p e r a t e s alongside a price-

c o n t r o l l e d m a r k e t . The g o v e r n m e n t might not allow a product into 

its subs id i sed p h a r m a c e u t i c a l benefits s cheme unless the company is 

wi l l ing to ag ree to the g o v e r n m e n t ' s decis ion on the price at which 

the p r o d u c t will be sold within the c o u n t r y . But the company can 

d e c i d e not to have its p roduc t on the pharmaceut ica l benefits 

s c h e m e and sell i t on the open m a r k e t at w h a t e v e r price i t chooses . 

T h e la t te r is genera l ly not an a t t rac t ive p ropos i t ion to compan ie s 

b e c a u s e d r u g s u n a p p r o v e d by g o v e r n m e n t subsidy schemes are less 

l ikely to be p r e sc r ibed by d o c t o r s . H e n c e , even where the free 

m a r k e t op t i on is o p e n , effective pr ice cont ro l is generally possible. 

T h e U n i t e d S ta te s is the only large pha rmaceu t i ca l market in the 

wor ld w h e r e p r ices are not pr imar i ly con t ro l led by government . 
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A f u n d a m e n t a l real i ty of any e c o n o m i c ins t i tu t ion is that it 

c r e a t e s new t e m p t a t i o n s , p re s su res and o p p o r t u n i t i e s for c r ime 

wh ich a re u n i q u e to it. P a t e n t s c rea te pa t en t p i r a t e s , and . as we saw 

in C h a p t e r 2 , b r ibes for e m p l o y e e s to disclose commerc i a l secre ts . 

Pr ice c o n t r o l s c r e a t e illegal price inc reases . In 1977 the Mexican 

g o v e r n m e n t i m p o s e d fines of up to 5().(XX) pesos (SUS2,715) on 

forty c o m p a n i e s for increas ing pr ices wi thou t g o v e r n m e n t 

a p p r o v a l . M o r e typ ica l ly , f inding l o o p h o l e s to get a round price 

c o n t r o l laws i s the pre fe r red s t ra tegy. In M e x i c o , c o m p a n i e s w h o 

have had a pr ice of say 100 pesos a p p r o v e d for a bot t le o f 2 0 tab le t s 

m a n o e u v r e a r o u n d the law by m a r k e t i n g a new pack of 24 tab le t s for 

150 p e s o s . A m o r e widely used s t ra tegy is the ' r eg is t ra t ion loop­

h o l e ' . W h e n the price of one of its drugs is fixed at an unsat isfac­

tori ly low level , the c o m p a n y submi t s a n e w reg is t ra t ion app l ica t ion 

for t he same drug u n d e r a n e w n a m e ; or, if i t has o n e . a m e - t o o 

ve r s ion o f t h e o r ig ina l . 

S o m e o f t h e g o v e r n m e n t pr ice r e g u l a t o r s to w h o m I spoke had 

little d o u b t that c o m p a n i e s often p rov ided t hem with false and 

m i s l e a d i n g in fo rma t ion on costs in o r d e r to get a price inc rease . O n e 

c o m p a n y in fo rmant told me that the m a n a g i n g - d i r e c t o r of his t r ans ­

na t i ona l had a s c h e m e for showing the A u s t r a l i a n H e a l t h D e p a r t ­

m e n t tha t its t ransfer pr ices for raw mate r i a l s impor ted from 

c o r p o r a t e h e a d q u a r t e r s were twice wha t they in fact w e r e . Hal f the 

r aw m a t e r i a l s w e r e i m p o r t e d from h e a d q u a r t e r s at . say. S10 a gram 

and half sent free of c h a r g e 'for use in conduc t i ng t r ia ls ' . Whi le the 

real cost of the s h i p m e n t was $5 a g r a m , the H e a l t h D e p a r t m e n t 

cou ld be shown an invoice to indicate that the t ransfer pr ice was 

S10. 

Whi l e the g o v e r n m e n t pr ice con t ro l s br ing into play new forms of 

c r i m i n a l i t y , o n e wou ld expec t t hem to e l imina te o the r s - for 

e x a m p l e , price-fixing consp i r ac i e s . The following reve la t ion from 

o n e o f t h e most ind i sc ree t o f t h e execu t ives I in te rv iewed b r o u g h t 

h o m e the fact that g o v e r n m e n t cont ro l over pr ices d o e s not el imin­

ate price-fixing c o n s p i r a c i e s ; i t mere ly c h a n g e s their form. 

I had had an abso lu te ly fruitless discussion with four A u s t r a l i a n 

e x e c u t i v e s of an A m e r i c a n c o m p a n y . G e n e r a l l y , I found that in 

co l l ec t ive i n t e r v i e w s , execu t ives w h o were frank in pr ivate jo ined 

the o t h e r s in a t t e m p t s to o u t d o each o t h e r with displays of c o m p a n y 

loyal ty and o r a t i o n s abou t the evils of regula t ion . As I wai ted 

d e j e c t e d l y in the foyer for a taxi to t ake me to my ho t e l , one o f t h e 

four e x e c u t i v e s , a t enn i s r acque t u n d e r his a r m , c ame over and 
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b e g a n to cha t . In the cour se of an a m i a b l e conve r sa t i on he men­

t i o n e d that he was off to play tennis on the cour t s of a n o t h e r 

p h a r m a c e u t i c a l c o m p a n y located n e a r b y . Wi th ca lcula ted naivety I 

said: ' O h a r e n ' t you c u t - t h r o a t c o m p e t i t o r s w h o are a lways a t each 

o t h e r ' s t h r o a t s ? ' - a t a u t o l o g o u s ques t ion that still r ings in my ea rs . 

N o , he sa id , they got on well t o g e t h e r . W h y , he c o n t i n u e d , 

j u s t r ecen t ly we got t o g e t h e r abou t 30 of us , all o f the a c c o u n t a n t s 

and f i n a n c e d i r e c t o r s . . . t o sit a r o u n d the table t o g e t h e r and 

w o r k ou t p r ices that we could all ag ree on in the submiss ions that 

w e m a k e t o the H e a l t h D e p a r t m e n t . . . . S o tha t , for e x a m p l e , 

we wou ld all put down roughly the same price for the costs of 

d i s t r i b u t i n g a d rug so that the H e a l t h D e p a r t m e n t cou ldn ' t c o m e 

to o n e of us and say: ' L o o k , o t h e r c o m p a n i e s are cos t ing this at a 

lot less t h a n you a r e . ' 

I furt ively b lu r t ed this into my tape r e c o r d e r in the back o f t h e t ax i , 

d e s p i t e my e m b a r r a s s m e n t a t the d r ive r ' s p r e s e n c e . 

T h e Hof fman-La Roche case s tudy 

D r . R i c h a r d B u r a c k c o m p a r e s the cost of Va l ium to the price of 

go ld . He d i s c o v e r e d that the who le sa l e price of Val ium is 

twenty- f ive t i m e s the price of gold . Bu t that said no th ing ab o u t 

the profit to R o c h e . This was revea led in a pa ten t hear ing in 

C a n a d a , in i t ia ted by the a t to rney genera l o f that coun t ry . H e r e ' s 

w h a t was found. I t costs $87 per kilo (2.2 p o u n d s ) for the raw 

m a t e r i a l for V a l i u m , k n o w n by its gener ic chemica l n a m e as 

d i a z e p a m . To put the raw mater ia l into final dosage form and to 

label and p a c k a g e the tab le t s br ings the cost up to $487. This is a 

g e n e r o u s e s t i m a t e o f p r o d u c t i o n cos t s ; they are p robab ly less. 

T h e final retail pr ice is $11,000 for that same original kilo which 

has n o w p r o d u c e d 100,000 t en -mi l l ig ram tab le t s . The selling 

p r i ce is 140 t i m e s the original cost of ma te r i a l s and twenty t imes 

the to ta l p r o d u c t i o n cost ( P e k k a n e n , 1973: 81) . 

V a l i u m and L i b r i u m have been be t t e r than gold for Hoffman-La 

R o c h e , the Swiss p a t e n t - h o l d e r s o f t h e t r anqu i l l i se r s . R o c h e sales o f 

V a l i u m in the U n i t e d Sta tes a lone a p p r o a c h e d $200 mill ion for 1972 

m a k i n g i t the top- se l l ing p re sc r ip t i on d rug ( N a d e r , 1973). Inter­

n a t i o n a l pr ice v a r i a t i o n s for Va l ium reflect the capaci ty of the 

t r a n s n a t i o n a l wi th a legal m o n o p o l y to cha rge w h a t e v e r the traffic 
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will b e a r . E v e n wi th in the E E C , in G e r m a n y R o c h e sells Va l ium a t 

a l m o s t four t imes the pr ice i t cha rges in Br i t a in (1976 p r i ces ) . R o c h e 

has q u o t e d the Sri L a n k a n g o v e r n m e n t a price for Va l ium 70 t i m e s 

h ighe r than the pr ice cha rged by an Ind ian c o m p a n y ( A g a r w a l , 

1978b) . T h e P a p u a N e w G u i n e a g o v e r n m e n t has been offered 

V a l i u m a t one t en th the price cha rged to the n e i g h b o u r i n g 

A u s t r a l i a n g o v e r n m e n t ( G o r r i n g , 1978: 93) . 

In t he late 1960s t he Br i t i sh g o v e r n m e n t dec ided that Hoffman-

La R o c h e was a b u s i n g m o n o p o l y p o w e r by its pr ic ing of Va l ium and 

L i b r i u m . N e g o t i a t i o n s with the c o m p a n y led to p a y m e n t s of S I . 6 

mi l l ion to the g o v e r n m e n t for excess profits be tween 1967 and 1969. 

R o c h e r e g a r d e d pay ing some of their profits to the g o v e r n m e n t as 

p r e f e r a b l e to cu t t ing the i r pr ices for fear that the la t ter wou ld lead 

to d e m a n d s from o t h e r c o u n t r i e s for equ iva len t pr ice r e d u c t i o n s . 

V a l i u m was also given free of cha rge to hospi ta ls in the N a t i o n a l 

H e a l t h Se rv i ce . T h e r e were c o m p e n s a t i n g benefits from this 

e x p e n s e . P a t i e n t s s t a r t ed on V a l i u m in hospi ta l would c o n t i n u e on i t 

w h e n d i s c h a r g e d , and young doc to r s would acqu i re the habi t o f 

p r e s c r i b i n g the d rug du r ing their hospi ta l t r a in ing . 

N e v e r t h e l e s s , in 1971 R o c h e refused to m a k e any r e p a y m e n t s for 

exces s ive profits for t he yea r 1970. The D e p a r t m e n t of H e a l t h and 

Social Secur i ty dec ided to p r o c e e d aga ins t the c o m p a n y by referr ing 

the m a t t e r o f t h e supply of L i b r i u m and Va l ium to the M o n o p o l i e s 

C o m m i s s i o n . H a v i n g carefully inves t iga ted R o c h e ' s cos ts , t he 

M o n o p o l i e s C o m m i s s i o n r e c o m m e n d e d that the pr ice o f L i b r i u m 

be r e d u c e d to 40 per cen t o f t h e 1970 price and Val ium to 25 per cen t 

o f t h e 1970 f igure . ' An o r d e r u n d e r the m o n o p o l i e s legislat ion f ixing 

t h e s e p r ices was m a d e on 12 Apr i l 1973." R o c h e pe t i t i oned the 

H o u s e o f L o r d s Special O r d e r s C o m m i t t e e against the o r d e r 

w i t h o u t s u c c e s s . ' T h e n the c o m p a n y c o m m e n c e d High Cour t p ro ­

c e e d i n g s cha l l eng ing the validity o f bo th the M o n o p o l i e s C o m m i s ­

sion r e p o r t and the price-fixing order . Out -o f -cour t n e g o t i a t i o n s 

se t t l ed the m a t t e r in N o v e m b e r 1975 w h e n R o c h e agreed to pay the 

g o v e r n m e n t S3.75 mil l ion in excess profits . I t was also agreed that 

p r i ce s for L i b r i u m and Va l ium be roughly half the 1970 levels . 

T h e Br i t i sh M o n o p o l i e s C o m m i s s i o n repor t on L i b r i u m and 

V a l i u m focused i n t e rna t i ona l a t t en t i on on monopo l i s t i c drug 

p r i c i n g . A n t i - c a r t e l cour t ac t ions followed in W e s t G e r m a n y and 

the N e t h e r l a n d s to r e d u c e the pr ices of L i b r i u m and Va l ium. For 

H o f f m a n - L a R o c h e , and for the p h a r m a c e u t i c a l indus t ry gene ra l ly , 

the a d v e r s e publ ic i ty o f t h e Br i t i sh r e p o r t o p e n e d the f loodgates o f 
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t o u g h e r g o v e r n m e n t a l pr ice con t ro l s a lmos t e v e r y w h e r e except the 

U n i t e d S t a t e s , w h e r e the P M A lobby p roved as s t rong as ever. 

H o f f m a n - L a R o c h e had done a disservice to the industry by pushing 

t o o h a r d , by failing to real ise that whi le the marke t could impose no 

u p p e r limit on its p r i ce s , pub l ic op in ion could . Whi le i t had violated 

no an t i t ru s t laws, i t had b reached the c o m m u n i t y ' s sense of fair 

p l ay , and in do ing so d e m o n s t r a t e d the l imited re levance of anti­

t rus t law to the p r o t e c t i o n of d rug c o n s u m e r s . 

The Centrafarm case study 

T h e logical upsho t of a rb i t ra ry in t e rna t iona l price var ia t ion in 

p h a r m a c e u t i c a l s occu r r ed in 1973. Fo l lowing the M o n o p o l i e s 

C o m m i s s i o n r epo r t Br i t a in had c h e a p e r d rug prices than the rest of 

the E E C . A n e n t e r p r i s i n g D u t c h f i rm, C e n t r a f a r m , began buying 

H o f f m a n - L a R o c h e L ib r ium and Va l ium from Bri t ish who le sa l e r s 

and t h e n rese l l ing t he d rugs in the N e t h e r l a n d s , unde rcu t t i ng Roche 

p r i ces on sales of its own p r o d u c t . C e n t r a f a r m even bought a 

p r o d u c t ( N e g r a m ) in Br i ta in which had been manufac tu red in 

H o l l a n d . They b r o u g h t i t back to resell in H o l l a n d , again unde r ­

cu t t i ng pr ices on t he local m a r k e t . The n two D u t c h l i cence-ho lders 

for N e g r a m , Ster l ing and W i n t h r o p , sued C e n t r a f a r m for b reach of 

p a t e n t and t r a d e m a r k r ights . Whi le they w o n in two D u t c h c o u r t s , 

the S u p r e m e C o u r t in the H a g u e , for the first t ime ever , went to the 

E E C C o u r t for a rul ing. 

T h e C o u r t o f Jus t i ce o f t h e E u r o p e a n C o m m u n i t i e s i n L u x e m ­

b o u r g dec ided in favour of C e n t r a f a r m on 31 O c t o b e r 1974, ruling 

tha t the E E C t rea ty forbids f i rms from doing any th ing that has the 

effect of res t r i c t ing t r ade wi th in the E E C . The Cen t r a fa rm victory 

was shor t l ived, b e c a u s e the D u t c h g o v e r n m e n t dec ided to back 

R o c h e and the o t h e r t r a n s n a t i o n a l in the i r a t t e m p t s to s top 

C e n t r a f a r m ' s pr ice cu t t ing . The D u t c h g o v e r n m e n t enac ted a law 

r e q u i r i n g i m p o r t e r s to submi t d o c u m e n t s from the manufac tu r e r 

giving full de ta i l s o f t h e d rugs i m p o r t e d . O b v i o u s l y , R o c h e refused 

to issue such d o c u m e n t s to C e n t r a f a r m . W h e n C e n t r a f a r m broke 

the n e w law, i t was p r o s e c u t e d . C e n t r a f a r m ' s defence that the new 

D u t c h law was in conflict with the N e t h e r l a n d s ' E E C ob l iga t ions 

r e su l t ed in the m a t t e r be ing referred to the E E C C o u r t again . 

B e f o r e the L u x e m b o u r g C o u r t , the D u t c h g o v e r n m e n t based its 

case for d e m a n d i n g the d o c u m e n t s on the poten t ia l d a n g e r to public 

h e a l t h - the only g r o u n d s the R o m e t rea ty al lows for res t r ic t ing 
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t r a d e . R o c h e was not keen for the D u t c h g o v e r n m e n t to argue that 

the p r o d u c t s i t sold in Br i t a in were inferior to t hose it sold in the 

N e t h e r l a n d s . In any ca se , C e n t r a f a r m po in t ed out that the p roduc t s 

i t b o u g h t in Br i t a in w e r e m a d e in the same S w i s s - G e r m a n plant 

from which R o c h e ' s D u t c h sales o r i g ina t ed . The Bri t ish and Danish 

g o v e r n m e n t s w e i g h e d in on the side o f t h e D u t c h au tho r i t i e s : 

T h e wide ly a c c e p t e d m o t i v a t i o n for the UK posi t ion was straight 

se l f - in teres t . If Br i t i sh c o m p a n i e s are forced to sell cheape r 

e l s e w h e r e in E u r o p e , they will a r g u e that they can no longer hold 

to the low pr ices c h a r g e d in Br i ta in and the cost to the N H S will 

go up ( L a m b e r t , 1976). 

B u t the tiny D u t c h i m p o r t e r won agains t the legal might o f t h e th ree 

g o v e r n m e n t s and the i n t e rna t i ona l p h a r m a c e u t i c a l lobby. The 

E u r o p e a n C o u r t ru led that any a d m i n i s t r a t i v e r e q u i r e m e n t not 

based str ict ly on c o n c e r n for publ ic hea l th was against the T rea ty . 

M o r e o v e r , they h u m i l i a t e d the D u t c h g o v e r n m e n t with the further 

ru l ing tha t the o n u s for supply ing d o c u m e n t s re la t ing to a p h a r m a ­

ceu t i ca l p r e p a r a t i o n lies square ly with the manufac tu r e r - and not 

w i th the i m p o r t e r . 

The tetracycline case study 

The market for antibiotics 

A n t i b i o t i c s are a major g r o u p of d rugs which are effective against a 

va r ie ty of in fec t ions . Penic i l l in was the first of the ant ib io t ic w o n d e r 

d r u g s . The m a r k e t for this n a r r o w - s p e c t r u m an t ib io t i c has a lways 

b e e n c o m p e t i t i v e since no c o m p a n y had a p a t e n t . F o r t u n e s were not 

m a d e on penic i l l in . Bu t the a d v a n c e s to the b r o a d - s p e c t r u m anti­

b io t ics saw Pfizer and C y a n a m i d d o m i n a t e this m a r k e t with p a t e n t s 

on c h l o r t e t r a c y c l i n e and oxy te t r acyc l i ne . This pa ten t p ro tec t ion 

e n a b l e d t h e m to m a i n t a i n high pr ices and mass ive profits. These 

profi ts w e r e t h r o w n in to j e o p a r d y in 1953 w h e n the the rapeu t i ca l ly 

s u p e r i o r t e t r a c y c l i n e c a m e on the scene . T h e r e was a real d a n g e r 

t h a t t e t r acyc l i ne wou ld not be r e g a r d e d as p a t e n t a b l e by e i ther 

Pfizer or C y a n a m i d and that t e t r acyc l ine would go the way of 

pen ic i l l in . M o r e o v e r , low pr ices for t e t r acy l ine would force down 

the p r i ce s of c h l o r t e t r a c y c l i n e and oxy te t r acyc l i ne . Pfizer and 

C y a n a m i d wished to avoid this c o m p e t i t i v e m a r k e t s t ruc ture a t all 

c o s t s , and t h r o u g h a series of deals which will be discussed later . 
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m a n a g e d to res t r ic t t e t r acyc l ine sales to five c o m p a n i e s - Pfizer, 

C y a n a m i d , Br i s to l . Squ ibb and U p j o h n - all of w h o m recognised 

Pfizer as the p a t e n t - h o l d e r . 

F r o m 1954 the five c o m p a n i e s m a n a g e d to main ta in uniform and 

high pr ices for t e t r a c y c l i n e . We shall see that the uniformity was so 

s t r ik ing as to be e i the r the result of pr ice fixing or co inc idence which 

defies belief. W h a t e v e r the s o u r c e s , the high prices for t e t racyc l ine 

m a d e t h e s e c o m p a n i e s into the mass ive t r a n s n a t i o n a l s they are 

t o d a y . In 1957, the first year for which such f igures are ava i l ab le , 

Pfizer L a b o r a t o r i e s r epo r t ed an o p e r a t i n g profit of S23,886,(KK), 

$ 2 0 , 0 0 0 , 0 0 0 of which was a c c o u n t e d for by profits from broad-

s p e c t r u m an t i b io t i c s . For some years in the early 1950s all of 

C y a n a m i d ' s p h a r m a c e u t i c a l profits c ame from b r o a d - s p e c t r u m 

a n t i b i o t i c s , the r e m a i n d e r o f the c o m p a n y ' s pha rmaceu t i ca l 

d iv i s ion r u n n i n g at a loss. The i r sales of b r o a d - s p e c t r u m ant ib io t ics 

b e t w e e n 1954 and 1961 were $326 ,000 ,000 . 

The evidence for price fixing 

T h e US g o v e r n m e n t ' s p r imary ev idence against the f ive c o m p a n i e s 

w a s the e x t r a o r d i n a r y uniformity of pr ices s u m m a r i s e d in Table 5 . 1 . 

This uniformity existed in spite o f the fact that the p roduc t ion costs of 

the five c o m p a n i e s were widely d i spa ra t e . Table 5.2 indicates how 

S q u i b b and U p j o h n p roduc t ion costs were a lways a t least th ree t imes 

as high as those o f t h e o the r c o m p a n i e s . This was because Squibb 

and U p j o h n did not m a n u f a c t u r e the raw mate r ia l t hemse lves . They 

b o u g h t in bulk from Bris tol and did the i r own encapsu l a t i on . 

It can be seen from Tab le 5.1 tha t the first no tab le price cuts 

o c c u r r e d in 1961 and 1962. These were largely a pub l i c - re la t ions 

r e a c t i o n to K e f a u v e r ' s Sena te inves t iga t ion of the a l leged con­

sp i r acy . By 1964, h o w e v e r , the t h r e a t of real c o m p e t i t i o n began to 

bui ld u p , p r imar i l y from te t racyc l ine i m p o r t e d from I ta ly , a coun t ry 

w h i c h did not r e cogn i se the pa t en t . T h e s e i m p o r t e r s were genera l ly 

d r i ven ou t o f t h e A m e r i c a n m a r k e t by pa t en t infr ingement su i t s . ' " 

H o w e v e r , one new c o m p e t i t o r , M c K e s s o n and R o b b i n s , had the 

r e s o u r c e s to resist . The in f r ingement suit against M c K e s s o n and 

R o b b i n s was set t led in 1966 w h e n the c o m p a n y showed that i t was 

m o r e t h a n wi l l ing to go t h r o u g h with a legal cha l l enge to the shaky 

Pfizer p a t e n t . M c K e s s o n was l icensed by Pfizer and C y a n a m i d to 

sell t he i r o w n b rand of t e t r a cyc l i ne , and pr icing uniformity began to 

fall a p a r t . 
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T A B L E 5.1 W e i g h t e d annua l a v e r a g e price to re ta i le rs of 

t e t r a c y c l i n e , 2 5 0 m g , 100 c a p s u l e s ' 

Bristol S q u i b b 

Pfizer C y a n a m i d ( P o l y c y c l i n e (Stec l in Upjoh i 
( T e t r a c y n ) ( A c h r o m y c i n ) & B r i s l a c y c l i n e ) & T e t r a c y c l i n e ) ( P a n m 

1955 
J 

3 0 . 6 0 
$ 

3 0 . 6 0 

S 
3 0 . 6 0 

$ 
3 0 . 6 0 

$ 
3 0 . 6 0 

1956 3 0 . 6 0 3 0 . 6 0 3 0 . 6 0 3 0 . 6 0 3 0 . 6 0 

1957 3 0 . 6 0 3 0 . 6 0 3 0 . 6 0 3 0 . 6 0 3 0 . 6 0 

1958 3 0 . 6 0 3 0 . 6 0 3 0 . 6 0 3 0 . 6 0 3 0 . 6 0 

1959 3 0 . 6 0 3 0 . 6 0 3 0 . 6 0 3 0 . 6 0 3 0 . 6 0 

1960 2 8 . 6 7 2 9 . 3 6 2 8 . 8 7 2 9 . 1 5 29 .31 

1961 2 6 . 0 1 2 5 . 8 8 2 5 . 8 8 2 6 . 0 0 2 5 . 9 5 

1962 2 3 . 8 1 2 3 . 7 5 2 3 . 8 2 23 .31 2 3 . 8 0 

1963 2 2 . 0 0 2 2 . 0 0 2 2 . 0 0 2 2 . 0 0 2 2 . 0 0 

1964 19.35 19.36 19.51 19.43 13.02 

1965 17 .60 17 .60 17 .74 17 .60 8.41 

1966 16.05 15.62 15.88 15.79 7.08 

1967 11 .75 11.37 14.95 8.41 6 .57 

1968 5 .02 11.22 14.26 4.25 4 .94 

1969 4 . 2 5 11.22 6.00 4.25 4.95 

1970 4 . 2 5 9 .23 4 .46 4 .25 4.08 

1971 4 .25 4 .50 4 .17 4 .25 3 . 8 6 

1972 3 . 3 6 4 .50 4 .17 4 .25 3 .62 

1973 3 . 2 5 4 .50 3 .25 4 .25 2 .52 

1974 3 .31 3 . 9 0 3 .25 4 .25 2 .47 

' E x t r a c t e d f r o m US v Pfizer et aL. 4 - 7 1 Civ . 4 3 5 . 4 - 7 1 C i v . 4 0 3 . US D i s t r i c t C o u r t . D i s t r i c t of 

M i n n e s o t a . A m e n d m e n t a n d S u p p l e m e n t t o Pretr ia l D a m a g e Br ie f for U S . 9 O c t o b e r . 1975 . 

T h e r e was o t h e r ev idence cons i s t en t with a price-fixing con­

sp i racy . P r io r to the m a r k e t i n g of t e t r a cyc l i ne , c o m p a n i e s like 

C y a n a m i d , U p j o h n and S q u i b b had diss imilar d iscount schedu les to 

w h o l e s a l e r s and c u s t o m e r s buying u n d e r pu rchas ing plans and 

agency a g r e e m e n t s . Fo l lowing the i n t r o d u c t i o n o f t e t r acyc l ine , 

h o w e v e r , these d i s p a r a t e schedu les were a l te red to bring all retail 

p r i ce s exact ly in to l ine. N e v e r t h e l e s s , the g o v e r n m e n t did not have 

d i r ec t e v i d e n c e of m e e t i n g s which t ook place to illegally fix pr ices . 

T h e best kind of e v i d e n c e c o n c e r n i n g c o m m u n i c a t i o n s abou t pr ices 

wh ich could be found was in the n a t u r e o f t h e following ins t ruc t ion 

sent to S q u i b b 'F ie ld M a n a g e r s ' on 12 N o v e m b e r 1954. 'As you 

have b e e n i n f o r m e d , i t is our fixed policy not only to avoid price 

cu t t i ng on Steclin but to avoid any pract ice which might lay us open 

to such an a c c u s a t i o n . ' 

W h i l e the d i rec t p roof o f consp i racy was w e a k , the c i rcumstan t ia l 

e v i d e n c e was c o m p e l l i n g . Clear ly the most difficult area in which to 

hold the line in a price-fixing consp i racy is the secret bid m a r k e t s -
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TABLE 5.2 T e t r a c y c l i n e p r o d u c t i o n costs 250 mg. capsules 100's 

*th '111, 4th 4th 4th 4th 4th 

qu arter qU arter qu arter qu arter qu arter qu arter qu arter 

1954 1955 1956 1957 1958 1959 1960 

C y a n a m i d -
A c h r o m y c i n 
C a p s u l e s . 
2 5 0 mg. 100's 
( U n i t c o s t ) * 

Pfizer -
T e t r a c y n 
C a p s u l e s , 
2 5 0 m g . 100's 
( A c t u a l uni t 
c o s t ) 

Br i s to l -
P o l y c y c l i n e 
C a p s u l e s , 
2 5 0 mg . 100's 
( R e a v e r a g e d 
uni t c o s t ) * 

S q u i b b -
S tec l in 
C a p s u l e s , 
2 5 0 m g . 100's 
( U n i t fac tory 
c o s t ) * 

U p j o h n -
P a n m y c i n 
C a p s u l e s . 
2 5 0 mg . 100's 
( U n i t f i n i s h e d 
g o o d s c o s t ) 

S 2 . 2 6 

S3 .87 

S 6 . 2 4 t 

S I . 5 7 S I . 7 7 

S3 .01 S3 .08 

N A S I . 0 8 

(January 

•57) 

$ 1 . 6 4 $ 1 . 5 9 $ 1 . 5 2 $ 1 . 5 6 

$ 2 . 7 4 $ 3 . 2 4 $ 2 . 9 4 $1 .70 

$ 1 . 6 7 $1 .91 $ 1 . 9 2 $ 1 . 8 6 

N A $ 1 1 . 2 8 $ 9 . 4 7 $ 9 . 5 0 $9 .58 $ 9 . 5 9 $7 .71 

$ 1 4 . 6 1 

( O c t o b e r ) 

$ 1 2 . 0 8 

( D e c e m b e r ) 

$ 9 . 8 6 N A N A $ 9 . 3 9 N A $7 .98 

N A = n o t a v a i l a b l e . 

D o e s n o t i n c l u d e r o y a l t y p a y m e n t s , 

t I n 1954 B r i s t o l ' s r e a v e r a g e d unit c o s t s w e r e : $ 6 0 . 2 5 ( M a y ) . $ 4 7 . 4 1 ( J u n e ) . $ 3 9 . 6 1 ( J u l y ) . 

$ 2 9 . 7 9 ( A u g u s t ) . $ 2 3 . 7 3 ( S e p t e m b e r ) . $ 9 . 0 1 ( O c t o b e r ) . $ 6 . 2 4 ( N o v e m b e r ) . $ 4 . 9 1 ( D e c e m b e r ) . 

F r o m US\PfizerelaL.VSCoun o f A p p e a l s for t h e S e c o n d C i r c u i t . Br ie f for t h e A p p e l l e e , p . 17. 

t h a t is. sa les to hosp i t a l s and o the r publ ic ins t i tu t ions . The re was 

c o n s i d e r a b l e e v i d e n c e tha t the t e t r acyc l ine c o m p a n i e s did hold the 

line on secre t b ids . O n e i l lus t ra t ion was with an $830,000 con t rac t 

wi th the Mi l i t a ry Medica l Supply A g e n c y in 1957. Br i s to l , Pfizer 

and C y a n a m i d all bid S I .83 a bo t t l e . But Pfizer had bid on the wrong 
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size bo t t l e (70cc ins tead of 75cc) . T h e Medica l Mil i tary Supply 

A g e n c y d e c i d e d to use this o p p o r t u n i t y to push the price d o w n and 

r e i s s u e d the call for bids at 70cc a m o u n t s . Pfizer and C y a n a m i d both 

bid S I . 8 3 aga in . Bu t B r i s t o l , w h o s e turn i t w a s , unde r th rea t from 

the A g e n c y to switch the con t rac t to Pfizer unless a lower bid were 

f o r t h c o m i n g for the smal le r a m o u n t , won the con t rac t with a bid of 

S I , 8 2 8 . 

T h e s t a n d a r d bid pr ice to C C S hosp i ta l s for 100 capsu les (250mg. ) 

in 1955 was S22.49. H o w e v e r , in Apr i l 1955 Squ ibb b roke ranks 

wi th the offer o fa 2 per cent d i scoun t . U p j o h n ' s d i sp leasure at this is 

i n d i c a t e d by the fol lowing in terna l c o r r e s p o n d e n c e . 

As r e q u e s t e d , we are enc los ing the resul t s o f t h e bids a t Los 

A n g e l e s C o u n t y H o s p i t a l : 

864 T e t r a c y c l i n e C a p s . 2 5 0 m g . w e n t as follows: 

Pfizer S22.49 2% 15th P r o x i m s 

S q u i b b S22.49 2% o p e n 

L e d e r l e S22.49 net 

[ C y a n a m i d ] 

Br is to l S22.49 net 

H o m e r H a m m o n d feels Squ ibb will get the bid with an open 2% 

no t ime limit . . . . 

On the P a n m y c i n i t looks like Squ ibb scut t led our ship. I w o n d e r 

if Br i s to l will c o m p l a i n to t hem as they did wi th us. 

T h e r e was also e v i d e n c e of Pfizer d i squ ie t that S q u i b b ' s d iscount 

migh t m e a n ' t ha t t he S22.49 price has been b r o k e n by S q u i b b . ' 

S q u i b b m a n a g e m e n t was indeed wor r i ed abou t winn ing this bid, a s 

e v i d e n c e d by a le t te r from A. I . H e b e r g e r , m a n a g e r of Squ ibb ' s 

m a r k e t i n g d e p a r t m e n t to L . L . H e r b e r t , Los A n g e l e s regional sales 

m a n a g e r , da ted 27 Apr i l 1955: 

I was d i s t u rb ed to learn that we w e r e the successful b idder to Los 

A n g e l e s C o u n t y b e c a u s e we bid on t e t racyc l ine 250mg. capsules 

S22.49 per 100 less 2% d i scoun t . It is nice to get a Steclin o rde r 

finally from Los A n g e l e s C o u n t y , but I have my fingers c rossed , 

a n t i c i p a t i n g ce r t a in r eac t i ons to w h a t we did. which may not be 

g o o d . 

W h e n I got J ack ' s pe rmis s ion to quo te 2% cash d i scoun t , t he re 

w a s no ques t i on in his mind or mine that we expec t ed you to 

q u o t e the 2% as a cash d i scoun t . 
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As I say , it wou ld be nice to get the o r d e r but I am hop ing there 
are no se r ious resu l t s . 

W i t h i n a few w e e k s , S q u i b b p e r h a p s m a d e a m e n d s to its ' com­

p e t i t o r s ' . The i r 2 per cent d i scoun t was d r o p p e d on a N e w a r k bid, as 

i n d i c a t e d by the following in terna l C y a n a m i d m e m o r a n d u m of 6 

M a y 1955. 

I n f o r m a t i o n I p rev ious ly rece ived and as was r epor t ed to you in 

my le t te r of 4 - 2 7 - 5 5 s ta ted that Squ ibb was to get the award 

in N e w a r k b e c a u s e o f t h e fact that they did a l low a 2% 

d i s c o u n t . 

I t now d e v e l o p s from further repor t that Squ ibb called the 

a t t e n t i o n o f t h e P u r c h a s i n g Office in N e w a r k to the fact that there 

was an as te r i sk on the i r bid, which mean t that the 2% would not 

be a l l o w e d . On the basis of this i n fo rma t ion , Pfizer, S q u i b b . 

Br i s to l and L e d e r l e were equal in b idd ing the $22.49. On May 

4 t h , M r . Z i e g l e r , as a r e p r e s e n t a t i v e of L e d e r l e , was called in for 

a d r a w i n g out o fa hat . Br is tol was successful and has received the 

a w a r d . 

H o l d i n g a ca r te l t o g e t h e r is not easy. A centra l r e q u i r e m e n t for 

any car te l is a sys tem for r e c o r d i n g ' v io l a t ions ' and punish ing 

' d e l i n q u e n t s ' . If such a system did exist a m o n g the te t racycl ine 

p r o d u c e r s , its form has not been d i scove red . N e v e r t h e l e s s , t he re i s 

e v i d e n c e sugges t ing that some sort of sys tem did exist. C o n s i d e r the 

fo l lowing in t e rna l S q u i b b m e m o r a n d u m : 

Y o u r e p o r t e d on a recent bid m a d e to M i l w a u k e e C o u n t y , for 

wh ich we t hank you . 

On Bid N o . 635 for 100's of Te t r acyc l ine 250 M g . , L e d e r l e ' s 

p r o d u c t was offered at $21.08 per 100. In o r d e r to p rope r ly record 

th i s v io la t ion I mus t k n o w w h e t h e r this was a direct bid by 

L e d e r l e , or w h e t h e r the bid was m a d e t h r o u g h a dea le r . 

I w o u l d very much a p p r e c i a t e y o u r set t ing me straight . 

B r i s t o l , S q u i b b and U p j o h n s eemed to display a ce r ta in will ing­

ness to ' t u rn the o t h e r c h e e k ' and ma in ta in a f ixed-bid price despi te 

a p p a r e n t p r o v o c a t i o n from Pfizer. The following c o r r e s p o n d e n c e 

from S q u i b b m a n a g e m e n t to one of their field officers i l lustrates this 

pol icy of d e t e n t e . 

In y o u r l e t t e r to me you repor t the fact that Pfizer quo ted Steclin 

to the King C o u n t y H o s p i t a l a t the r egu la r pr ice and also offered 
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200 on a no c h a r g e bas is . You s ta ted that you would like to hear 

my c o m m e n t s . 

A n y c o m m e n t I might m a k e abou t this and some o t h e r Pfizer 

m a n e u v e r s wou ld not be fit to pr int . I guess h o w e v e r , you really 

m e a n t to ask me w h e t h e r we would ma tch this Pfizer price on 

future b ids . 

If I w e r e free to m a k e my own dec i s ions on m e e t i n g Pfizer 

c o m p e t i t i o n , I wou ld cer ta inly ma tch any th ing they give but 

u n d e r the c i r c u m s t a n c e s we can not r e t a l i a t e . We have 

i n s t r u c t i o n s and the se came direct ly from the top and therefore 

u n d e r no c i r c u m s t a n c e s can we dev i a t e from our regular 

s c h e d u l e . I k n o w why we must o b s e r v e our schedule and can not 

he lp but ag ree tha t we have no o t h e r r e c o u r s e . I t i s un fo r tuna te 

but for the t ime be ing we are he lp less . 

S o m e da t a s u p p o r t the conc lus ion that ou t s ide the U n i t e d Sta tes 

t e t r a c y c l i n e may have been a classic i n t e rna t iona l price car te l . 

K e f a u v e r ' s S e n a t e inves t iga t ion and s u b s e q u e n t fol low-up revealed 

an iden t i ty of t e t r a c y c l i n e pr ices in 13 c o u n t r i e s for which da ta were 

a v a i l a b l e ( C o s t e l l o , 1968: 37) . Par t icu la r ly d a m a g i n g in the Sena te 

w e r e La t i n A m e r i c a n c o m m u n i c a t i o n s a m o n g the f ive c o m p a n i e s , 

s o m e of t h e m m a r k e d ' pe r sona l and conf ident ia l ' and 'p lease 

d e s t r o y ' . S e n a t o r L o n g descr ibed one le t ter as ' the most s tart l ing 

pr ice-f ixing d o c u m e n t I have ever s een ' . The let ter was wri t ten 

pa r t ly in c o d e . D a t e d 7 N o v e m b e r 1958, i t was signed in C a r a c a s by 

' P l u t o ' - the a l leged code n a m e for Rafael N. Silva, Pfizer's 

m a n a g e r in V e n e z u e l a - and was a d d r e s s e d to F r a n k P. Wi l son , 

Pfizer 's pr ic ing m a n a g e r in N e w Y o r k . In exp la in ing the le t ter to the 

S e n a t e , L o n g had to use a g lossary . 

He sa id , for e x a m p l e , tha t 'Special G - 1 3 ' d e n o t e d 

' P f i z e r - V e n e z u e l a ' s "pay -o f f fund to " fac i l i t a te" sales to 

g o v e r n m e n t a l p u r c h a s e r s in V e n e z u e l a . ' A ' s inner ' d e n o t e d a 

v io l a to r of a price-fixing a g r e e m e n t . A ' p o w - w o w ' was a price-

fixing m e e t i n g . A ' d i s t u rbed family' m e a n t that s o m e o n e had cut 

p r i ces . An u n p r o n o u n c e a b l e 'b rs t lhs tch ldr l lp t tpfzr ' d e n o t e d f ive 

c o m p a n i e s - B r i s t o l ; H o e c h s t , the G e r m a n firm i t l icensed to 

m a k e t e t r a c y c l i n e ; L e d e r l e ; L e p e t i t , the I ta l ian firm licensed by 

Pfizer to m a k e t e t r a c y c l i n e ; and Pfizer. The le t ter told of an 

a n t i b i o t i c s ' p o w w o w ' recent ly ' c o n v o k e d in our office with 

b r s t l h s t ch ld r l l p t tp fz r in a t t e n d a n c e . ' ' P l u t o ' noted that 'our 

friend sqbb [Squ ibb] could not a t t e n d but was no par ty to any 
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offense [ c o m p e t i t i v e price va r i a t i on ] and was fully des i rous of 

o t h e r s r e - e s t ab l i sh ing the p rev ious a t m o s p h e r e o f c o n f i d e n c e . . . 

i t b e c a m e e v i d e n t that brstl [Bris tol ] was engaged in a na t ionwide 

p r i c e c u t t i n g s cheme . . . Idrl [ L e d e r l e ] had followed suit wi thout 

c o n s u l t i n g the r e m a i n i n g p a r t n e r s . . . ' The let ter r e coun t s that 

the "powwow* s u c c e e d e d in res to r ing "the p r e v i o u s conf idence ' in 

a spiri t o f ' l e t ' s try aga in! ' - but only a day later there c ame a 

r e p o r t , ' P l u t o ' said, tha t Tdrl was a t i t again." A n o t h e r ' p o w w o w ' 

was s c h e d u l e d "to t h r a s h ou t this [new] v io la t ion ' (Min tz , 1967: 

1 8 4 d - e ) . 

The la t te r w a s not r e l e v a n t , o f c o u r s e , to mos t o f t h e US pr ice-

fixing ca ses . M o s t d r a m a t i c o f t h e c i r cums tan t i a l ev idence was the 

c o n v i c t i o n in N e w York state in D e c e m b e r 1955 of John G. B r o a d y , 

a l a w y e r and p r iva t e inves t iga to r , for w i r e - t a p p i n g n u m e r o u s tele­

p h o n e s , inc lud ing t hose of Bris tol and Squ ibb ' s execut ive offices. 

Pf izer ' s gene ra l counse l had paid B r o a d y $60,000 to m a k e cer ta in 

i n v e s t i g a t i o n s and his illegal ac t ions s t e m m e d from those investi­

g a t i o n s . L ike so much o f t h e e v i d e n c e for consp i r acy , this was highly 

c i r c u m s t a n t i a l . E v e n i f B r o a d y was bugging the Bristol and Squ ibb 

e x e c u t i v e sui tes at Pfizer 's b e h e s t , how could i t be proved that this 

was d o n e to pol ice a consp i r acy? 

The criminal cases 

T h e J u s t i c e D e p a r t m e n t sough t to p r o s e c u t e all f ive c o m p a n i e s and 

a n u m b e r of ind iv idua l s wi th in t h e m . On 7 A u g u s t 1961 a grand jury 

ind ic ted Pfizer, C y a n a m i d , B r i s t o l -Myer s and three execu t ives 

c h a r g i n g consp i r acy to m o n o p o l i s e and res t ra in t r ade unde r 

s ec t i ons one and two o f t h e S h e r m a n Ac t . Squ ibb and U p j o h n were 

n a m e d as c o - c o n s p i r a t o r s , but were not indic ted . A N e w Y o r k j u r y 

found each c o r p o r a t e de f endan t guilty of all t h r ee coun t s on 29 

D e c e m b e r 1967. They were fined S50,(XX) ap iece on each coun t . The 

i n d i c t m e n t s aga ins t t he indiv idual d e f e n d a n t s had been dismissed in 

1965. In 1970 the US Cour t of A p p e a l s , Second Circui t , reversed 

the c o n v i c t i o n s , r e m a n d i n g the c o r p o r a t e de f endan t s for a new 

t r i a l . " T h e C o u r t o f A p p e a l s o p i n i o n was tha t the Dis t r ic t J u d g e . 

M a r v i n F r a n k e l , had m a d e an i m p r o p e r cha rge to the jury s t ressing 

' i n f l a m m a t o r y issues". A g o v e r n m e n t appea l to the S u p r e m e Cour t 

u p h e l d the A p p e a l C o u r t dec is ion for retrial on a split 4 -4 

d e c i s i o n . ' " 
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In 1973. t w e n t y yea r s after the consp i racy was al leged to have 

b e g u n , a re t r ia l c o m m e n c e d before J u d g e C a n e l l a on the basis of 

the p r e v i o u s trial r e c o r d , wi thou t a j u r y . All de fendan t s were 

a c q u i t t e d . Whi l e c o n c e d i n g that the d e f e n d a n t s had ma in t a ined 

s u b s t a n t i a l l y s imi lar pr ices over a n u m b e r of yea r s . J u d g e Canc l la 

felt t ha t the g o v e r n m e n t ' s c i r cums tan t i a l ev idence was insufficient 

for p r o o f b e y o n d r e a s o n a b l e d o u b t . ' 1 The want o f direct ev idence 

for c o n s p i r a t o r i a l m e e t i n g s was the g o v e r n m e n t ' s downfal l . 

The r e c o r d , which is fully d e v e l o p e d by ex tens ive direct and cross 

e x a m i n a t i o n , d o e s not reveal that any d iscuss ion of p r ices , price 

f ix ing, exc lus ion of c o m p e t i t o r s or l icensing res t r ic t ions occu r red 

a t the N o v e m b e r m e e t i n g s and the ind iv idua ls p resen t have 

v igorous ly den ied any illegal mot ive for their conduc t . The 

t e s t i m o n y given s t resses the bus iness r e a s o n s for the ac t ions 

t a k e n and the actors* exerc ise of bus iness j u d g m e n t as free 

a g e n t s , and not as c o n s p i r a t o r s . 

M o r e o v e r , t he J u d g e c o n c l u d e d : i n the face o f t he g o v e r n m e n t ' s 

c i r c u m s t a n t i a l p roof and a r g u m e n t , s t ands the d e f e n d a n t s ' v igorous 

and c o m p l e t e d e n i a l s of the ex i s t ence of any a g r e e m e n t or con­

sp i racy to e n g a g e in the illegal acts c h a r g e d in the i n d i c t m e n t . ' 

W h i l e t ak ing pa ins to point out that c i r cums tan t i a l ev idence could 

be highly r e l e v a n t , he approv ing ly cited J u d g e M e d i n a ' s s t a t emen t 

in the Investment Bankers' c a s e " on d e t e r m i n i n g the ex is tence of 

c o n s p i r a c y : 'The a n s w e r must not be found in some crystal ball or 

vague ly sensed by some p roces s of in tu i t ion , based upon a chance 

p h r a s e used he re or t h e r e . . . . ' 

To c o n c l u d e . J u d g e C a n e l l a q u o t e d J u d g e C h a s e in US v . 

Buchalter: ' N o t h i n g this cour t might now say could be t t e r sum­

m a r i z e the r a t i o n a l e of its op in ion in the ins tant ca se . ' 

Difficulty of p roof is no subs t i t u t e for ac tua l i ty of proof and an 

a c c u s e d is p r e s u m e d to be innocent until p roved guilty as cha rged 

b e y o n d a r e a s o n a b l e doub t . H e r e t h e r e w e r e , i n d e e d , many 

s u s p i c i o u s c i r c u m s t a n c e s to lead to the c o n c l u s i o n tha t [ the 

d e f e n d a n t ] was guilty but t h e r e was no subs tan t ia l ev idence to 

o v e r c o m e the p r e s u m p t i o n of i n n o c e n c e . . . 

The history of the tetracycline patent 

J u d g e C a n e l l a ' s o v e r t u r n i n g o f t h e cr iminal conv ic t ions was a severe 
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s e t b a c k for over a h u n d r e d plaintiffs w h o were seeking civil 

d a m a g e s aga ins t the f ive t e t r acyc l ine c o m p a n i e s . But the civil cases 

c o n t i n u e d , and still c o n t i n u e to this day. The acqu i t t a l s led the 

l i t igan t s to shift the i r a t t ack agains t the c o m p a n i e s from a focus on 

c o n s p i r a c y to e m p h a s i s on the a l lega t ion that the te t racyc l ine pa ten t 

wh ich e n a b l e d t h e m to ma in ta in excess ive prices was ob ta ined by 

fraud. Le t us t h e n r e t r ace the his tory o f t h e t e t racyc l ine pa t en t . 

Pfizer f i rs t d i s cove red the mo lecu l a r s t ruc ture of t e t racyc l ine and 

filed a p a t e n t a p p l i c a t i o n on it on 23 O c t o b e r 1952. A l m o s t simul­

t a n e o u s l y C y a n a m i d had real ised the t h e r a p e u t i c i m p o r t a n c e of 

t e t r a c y c l i n e and lodged a pa t en t app l i ca t ion on 16 M a r c h 1953. A 

th i rd c o m p a n y , H e y d e n Chemica l C o r p o r a t i o n , had also p r o d u c e d 

t e t r a c y c l i n e and lodged its p a t e n t c la im on 28 S e p t e m b e r 1953. 

Br i s to l w a s the last to file on 19 O c t o b e r 1953. 

Al l p a r t i e s w e r e a w a r e o f t h e fact tha t they had insecure claims on 

t h e p a t e n t and tha t a rul ing that t e t r acyc l ine was u n p a t e n t a b l e , in 

t h a t i t was ' no a d v a n c e m e n t over pr ior a r t ' , was p r o b a b l e . By 

a t t a c k i n g each o t h e r s ' c la ims they would cer ta inly des t roy a n y o n e ' s 

c h a n c e s o f ge t t i ng the p a t e n t . C y a n a m i d first e l imina ted the th rea t 

from H e y d e n by buy ing its an t ib io t i c division for $12 ,000 ,000 , 

a p p r o x i m a t e l y twice the book value of its asse t s . The US govern­

m e n t c l a imed tha t C y a n a m i d ' s p u r c h a s e o f H e y d e n was unlawful , 

be ing i n c o n t r a v e n t i o n o f t h e C lay ton A c t . 

In J a n u a r y , 1954 Pfizer and C y a n a m i d ag reed not to des t roy each 

o t h e r ' s c h a n c e s of secur ing a legal m o n o p o l y over t e t racyc l ine . The 

w r i t t e n a g r e e m e n t p r o v i d e d that w h i c h e v e r one secured the pa ten t 

w o u l d l icense the o t h e r to sell the d rug . The a g r e e m e n t further 

p r o v i d e d for a p r iva t e ad jud ica t ion to d e t e r m i n e which o f t h e two 

w a s the first i n v e n t o r . Pfizer won and duly cross- l icensed C y a n a m i d . 

C y a n a m i d also a g r e e d to supply Pfizer wi th bulk te t racyc l ine until 

its p r o d u c t i o n facilities could be tooled up for mass p roduc t ion . This 

p r o v i s i o n was to p r e v e n t C y a n a m i d from es tabl i sh ing its b rand 

n a m e before Pfizer got on the m a r k e t . H e n c e the ev idence suggests 

t ha t the p a t e n t p r o v i d e d a cover for consp i ra to r i a l b e h a v i o u r to 

p a r t i t i o n a m a r k e t which in the a b s e n c e o f t h e pa t en t wou ld have 

b e e n c lear ly i l legal . 

U n l i k e Pfizer and C y a n a m i d , the last pa ten t c la imant on the 

s c e n e , B r i s t o l , was a small c o m p a n y in those days , and the former 

r e g a r d e d it as no ma tch for t h e m in a p a t e n t s t ruggle . H o w e v e r , in 

O c t o b e r 1954 the p a t e n t - h e a r i n g e x a m i n e r , in dissolving the inter­

f e r ence b e t w e e n Pfizer and Br i s to l , ruled that 'on the e x a m i n e r ' s 
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a s s u m p t i o n tha t t e t r acyc l ine was inhe ren t ly p r o d u c e d by the 

p r o c e s s d isc losed in' the C y a n a m i d pa t en t on c h l o r t e t r a c y c l i n e , 

t e t r a c y c l i n e itself was not p a t e n t a b l e . H e n c e the e x a m i n e r ' s con­

c lus ion w a s that Pfizer had identified t e t r acyc l ine as one ofa n u m b e r 

of d r u g s p r o d u c e d in an 'old p roces s ' and the re fo re cons t i tu ted no 

a d v a n c e m e n t ove r p r io r ar t . 

T h i s s e tback caused Pfizer 's pa t en t agen t to direct Pfizer scientists 

to e v a l u a t e the e x a m i n e r ' s a s s u m p t i o n of c o - p r o d u c t i o n . Subse­

q u e n t l y the r e sea r ch was s t o p p e d , h o w e v e r . Yet the tes ts were in 

fact c o n t i n u e d and the resul t s r e co rded ou t s ide the normal labora­

to ry r e c o r d s . T h e s e secret da ta showed the e x a m i n e r ' s a s s u m p t i o n 

to be c o r r e c t , a c c o r d i n g to the g o v e r n m e n t ' s e v i d e n c e . 

A p a r t from the c o n c e a l m e n t of test r e su l t s , i t was al leged that 

Pfizer r igged o t h e r t e s t s . The e x a m i n e r had ag reed to r e admi t the 

a p p l i c a t i o n i f Pfizer could d e m o n s t r a t e tha t t e t racyc l ine could not 

be r e c o v e r e d from f e r m e n t a t i o n b r o t h s p r o d u c e d in a c c o r d a n c e 

w i t h the c h l o r t e t r a c y c l i n e p rocess p a t e n t . G o v e r n m e n t ev idence 

i n d i c a t e d tha t the m i c r o - o r g a n i s m s se lec ted by Pfizer for this test 

w e r e k n o w n to be poor p r o d u c e r s of an t ib io t i c s , and that the whole 

t e s t p r o c e d u r e was s t ruc tu red to min imise an t ib io t ic p r o d u c t i o n and 

d i s c o v e r y . T h e p a t e n t was g r a n t e d , but t he pa t en t e x a m i n e r was 

l a t e r to testify that i f he had k n o w n o f t h e technica l cond i t i ons u n d e r 

wh ich the Pfizer test had been c o n d u c t e d , he would not have 

g r a n t e d t he p a t e n t . 

T h e g o v e r n m e n t a r g u e d that C y a n a m i d was a par ty to this fraud 

on the p a t e n t office in that its suppor t for the Pfizer affidavit tha t 

c o - p r o d u c t i o n did not occu r wen t beyond mere s i lence. I t i s clear 

t h a t Br i s to l k n e w tha t c o - p r o d u c t i o n did occur . Br i s to l ' s a l leged 

s t r a t egy was to assist Pfizer in o b t a i n i n g the pa ten t th rough mis­

r e p r e s e n t a t i o n and t h e n use tha t i n fo rma t ion to force a l icence out 

of Pfizer. 

Pfizer refused to g ran t Br is to l a l icence . N e g o t i a t i o n s b roke down 

on the fo rebod ing no t e of Schwar tz of Bris tol saying to P o w e r s of 

Pfizer: i hope this isn ' t going to be a dirty fight, J o h n . ' P o w e r s 

r e p l i e d : i t ' s going to get very rough but i t w o n ' t be d i r ty . ' Bris tol 

ca l led Pfizer 's bluff and b e g a n to sell t e t r acyc l ine in viola t ion o f t h e 

Pfizer p a t e n t on 30 A p r i l 1954. Br is to l did not have a p r o m o t i o n a l 

n e t w o r k to h a n d l e l a r g e - v o l u m e sa les , so i t sold bulk t e t racyc l ine to 

S q u i b b and U p j o h n . Squ ibb and U p j o h n gave Bris tol legal muscle 

by indemni fy ing t h e m agains t any pa t en t inf r ingement suit. Pfizer 

sued . B u t as Br is to l c o u n s e l , W a l k e r , later test if ied, they were 

185 



Antitrust 

d e t e r m i n e d to "impress Pfizer that Br is to l was no babe in the 
w o o d s ' . 

T h i s they surely did. Bris tol pr ivate ly sent Pfizer a 12-page 

' S t a t e m e n t of F a c t s ' . T h e s e "facts' inc luded Br i s to l ' s belief that the 

Pfizer p a t e n t had been fraudulent ly o b t a i n e d , that the pu rchase of 

H e y d e n and m a n y o t h e r collusive p rac t i ces by Pfizer and C y a n a m i d 

w e r e in v io la t ion o f t h e C lay ton and S h e r m a n A c t s , and that Bristol 

was in a s t rong pos i t ion both to des t roy the pa ten t and recover 

t r e b l e d a m a g e s in a p r iva te an t i t rus t suit. 

Br i s to l had t h e m ove r a ba r r e l . T h e r e was no choice but to admi t 

Br i s to l to the c lub . Pfizer g r an t ed the c o m p a n y a licence on 13 

J a n u a r y 1955. In the s e t t l e m e n t a g r e e m e n t Bristol ' a c k n o w l e d g e d ' 

the val idi ty of Pfizer 's p a t e n t (even t h o u g h Bristol had a rgued for its 

inva l id i ty in t he p r iva te ' S t a t e m e n t of F a c t s ' ) , and ' c o n c e d e d ' tha t i t 

had infr inged that p a t e n t . Bris tol was to be a l lowed to con t i nue 

s u p p l y i n g bulk t e t r a c y c l i n e to Squ ibb and U p j o h n , but not to any 

n e w o u t l e t s . T h e g o v e r n m e n t a l l ega t ion agains t Br i s to l , Squ ibb and 

U p j o h n is t he re fo re that they accep ted l icences unde r a pa ten t 

wh ich they k n e w to be f raudulent ly ob t a ined and c o n s e q u e n t l y 

s h a r e d in the exp lo i t a t i on o f a n illegally o b t a i n e d pa ten t m o n o p o l y . 

The civil cases 

A long trail of civil cases focusing pr imar i ly on the al leged pa tent 

fraud issue r a t h e r than on the price-fixing ques t ion have run in 

pa ra l l e l with t he c r imina l cases . In 1958 the Federa l T rade 

C o m m i s s i o n first cha rged the five c o m p a n i e s with monopo l i s ing 

the t e t r a c y c l i n e m a r k e t . An F T C hea r ing e x a m i n e r dismissed the 

c h a r g e s in 1961 . H o w e v e r , on a review o f t h e hear ing r eco rd , the 

full f ive-member c o m m i s s i o n held that Pfizer and C y a n a m i d had 

c o m m i t t e d fraud on the P a t e n t Office and that the five de fendan t s 

had c o n s p i r e d to fix pr ices on t e t r a c y c l i n e . " I t o rde r ed Pfizer to 

l i cense the drug to all r eques t i ng c o m p a n i e s at a 2.5 p e r c e n t royalty. 

T h e C o u r t of A p p e a l s for the Sixth Circui t vacated the commis ­

s ion ' s f indings on the g round that p r o c e d u r a l defects had ta inted the 

c o m m i s s i o n ' s d e t e r m i n a t i o n s . " W h e n heard again i n the F T C 

before a different e x a m i n e r a finding of fraud on the Pa ten t Office 

w a s again m a d e . S e p t e m b e r 1967 saw this decis ion upheld by the 

full c o m m i s s i o n ; but on a split v o t e , it found agains t the ex is tence of 

a c o n s p i r a c y to fix p r i c e s . ' " This decis ion was affirmed by the US 

C o u r t of A p p e a l s , Sixth Ci rcu i t , on 30 S e p t e m b e r 1968, and the 
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r e q u i r e m e n t s for Pfizer to l icense c o m p e t i t o r s at a 2.5 per cent 

roya l ty s t o o d . " 

Af te r the 1967 guil ty cr iminal verdic t an t i t rus t t r e b l e - d a m a g e 

sui ts began to flow in, f inally to ta l l ing over 160. They came from 

p r i v a t e h o s p i t a l s , hea l th and welfare funds, u n i o n s , s tate govern­

m e n t s suing on beha l f of their c i t izens as a c lass , the US govern­

m e n t , and the g o v e r n m e n t s o f I r a n , Wes t G e r m a n y , C o l o m b i a , the 

P h i l i p p i n e s , I nd i a , Spa in , South K o r e a and Kuwai t . 

T h e s e cases h a v e been a n e v e r - e n d i n g judic ia l n i g h t m a r e . 

A l r e a d y s e t t l e m e n t s in excess of $250 mil l ion have been paid by the 

c o m p a n i e s . A n u m b e r of l i t igants , inc luding the US g o v e r n m e n t , 

push on . The US g o v e r n m e n t suit a l leges o v e r c h a r g e s and pre­

j u d g m e n t in te res t on t e t r acyc l ine sales to the g o v e r n m e n t of $376.5 

mi l l ion . I t i s be l i eved tha t the imposs ib le b u r d e n o f t h e te t racyc l ine 

l i t iga t ion was a factor in the i l l-health which led J u d g e Wya t t to be 

r e l i eved of r e spons ib i l i t y for the ant i t rus t suits which had not been 

se t t l ed . His place was t a k e n by J u d g e Lord w h o appl ied extra­

o r d i n a r y p r o c e d u r a l i nnova t i on to the 58 unse t t l ed cases h a n d e d to 

him in 1970. We saw the r e m a r k a b l e c o u r t r o o m scene of two 

different tr ials in six different cases p r o c e e d i n g at o n c e . Some o f t h e 

h e a r i n g s w e r e a t t e n d e d by more than a h u n d r e d a t t o r n e y s . 

' Jury O n e ' was h e a r i n g e v i d e n c e in ac t ions b r o u g h t by the U n i t e d 

S t a t e s , two n a t i o n a l c lasses (one of i n su rance c o m p a n i e s and the 

o t h e r of un ion hea l th and welfare funds) , and a Cal ifornia 

m e d i c a l g r o u p . ' Ju ry T w o ' was hear ing ev idence in suits b rough t 

in beha l f o f c o m p e t i t o r s o f t h e d e f e n d a n t d rug c o m p a n i e s . For 

the mos t pa r t , the j u r i e s w e r e hear ing ev idence c o m m o n to both 

sets o f cases . W h e n ev idence was i n t r o d u c e d that was re levant to 

on ly one set o f c a s e s , the o the r j u ry wou ld be excused (Wolf ram. 

1976: 254) . 

A u n i q u e jud ic i a l o rgan i za t i on pro l i fe ra ted a r o u n d J u d g e 

L o r d . As the e v i d e n c e and a r g u m e n t s a b o u t t heo r i e s o f d a m a g e s 

and liability b e c a m e m o r e c o m p l e x . J u d g e L o r d , on May 10, 

1 9 7 1 , a p p o i n t e d t w o expe r t s as his pe r sona l consu l t an t s on 

e c o n o m i c s and s ta t i s t ics , the costs to be shared equal ly by 

plaintiffs and d e f e n d a n t s (Wol f r am, 1976: 3 1 3 - 4 ) . 

As d i scovery in the va r ious cases p r o c e e d e d t h r o u g h the 

s u m m e r of 1 9 7 1 , J u d g e Lord was conf ron ted wi th a n u m b e r of 

m o t i o n s and o t h e r signs of conflict abou t d i scovery . The plaintiffs 

f i led very b road r e q u e s t s to p r o d u c e d o c u m e n t s , and the 
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d e f e n d a n t s r e s p o n d e d with sweep ing c la ims o f p r iv i lege , 

p r i m a r i l y b e c a u s e o f a l l e g e d a t to rney -c l i en t r e l a t i onsh ip , but also 

on t r a d e secre t and re la ted g r o u n d s . V a r i o u s pr ivi leges w e r e 

c l a i m e d as to severa l h u n d r e d t h o u s a n d d o c u m e n t s . In o rde r to 

deal wi th the issues that the ob jec t ions ra ised. Judge L o r d , on 

A u g u s t 5 , 1 9 7 1 , a p p o i n t e d a t h r e e - m e m b e r team of d iscovery 

m a s t e r s to m a k e p re l imina ry rul ings on privi lege and to m a k e 

r e c o m m e n d a t i o n s to him (Wolf ram 1976: 3 1 4 - 1 5 ) . 

In spi te of the t ime saved by this bri l l iant s t r eaml in ing , the 

c o r p o r a t e d e f e n d a n t s w e r e able to effect a six m o n t h s ' delay in 

1971-2 by p e t i t i o n s of m a n d a m u s cha l l eng ing Judge L o r d ' s ability 

to be i m p a r t i a l . N e v e r t h e l e s s , the t e t r acyc l ine class ac t ions are a 

l a n d m a r k in the way that seemingly u n m a n a g e a b l e legal tangles of 

u n p r e c e d e n t e d m a g n i t u d e can be solved with a sufficient will for 

p r o c e d u r a l i n n o v a t i v e n e s s . The m a n a g e a b i l i t y p rob lem i s o f course 

c o m p o u n d e d w h e n the de f endan t s have an in teres t in p e r p e t u a t i n g 

it. O n e t e t r a c y c l i n e defence a t t o r n e y ca lcula ted smugly that i t 

w o u l d t ake J u d g e L o r d 8,000 years to try all the c o n s u m e r d a m a g e 

c l a i m s . A g a i n , one can do no be t t e r than q u o t e Wolf ram (1976 :344) 

as to h o w the j u d g e m a n a g e d to find s imple solu t ions to complex 

d e t a i l . 

O n e o f t h e main a r g u m e n t s o f t h e de f endan t s against c rea t ion o f 

the c o n s u m e r c lasses was that trial o f t h e c la ims in these classes 

w o u l d be u n m a n a g e a b l e for a n u m b e r of r e a s o n s . Fi rs t , the 

d e f e n d a n t s wou ld insist upon their r ight to j u ry trial as to each 

and every c o n s u m e r ' s c la im. This would requ i re the services of all 

the federal j u d g e s in the en t i r e sys tem over a per iod of several 

y e a r s . J u d g e L o r d r e s p o n d e d with the devas t a t ing r e m a r k that 

the way to try to a j u r y a vast n u m b e r of d a m a g e claims was to try 

all of a s t a t e ' s c o n s u m e r d a m a g e c la ims at once . The ev idence 

w o u l d not consis t of an infinite p a r a d e of individual c o n s u m e r s 

wi th t e s t i m o n y abou t family d r u g s t o r e p u r c h a s e s . R a t h e r 

e c o n o m i s t s and s ta t i s t ic ians would desc r ibe the total vo lume of 

c o n s u m e r sales and the p r o b a b l e pr ices that would have been 

c h a r g e d in the a b s e n c e o f t h e an t i t rus t v io la t ions . In o the r w o r d s , 

the ' d a m a g e ' issue could be ref ramed to inquire into the ex ten t of 

injury tha t the an t i t ru s t v io la t ion had w r e a k e d upon all 

c o n s u m e r s wi th in the s ta te . As to this i ssue , a single ju ry could 

h e a r all t he e v i d e n c e and r e n d e r a final and b inding verdict . The 

c o n s u m e r m e m b e r s o f t h e class would then simply m a k e cla ims 
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aga ins t w h a t e v e r fund was p r o d u c e d by the verdic t . The 

d e f e n d a n t s wou ld have no further leg i t imate in teres t in the 

q u e s t i o n of d a m a g e d i s t r ibu t ion and could be excused . The 

v a l i d a t i o n of c la ims and d i s t r ibu t ion could be hand led by a t e a m 

a p p o i n t e d by the j u d g e . The costs of d i s t r ibu t ion would be t aken 

ou t o f t h e fund. A l t h o u g h these c o n c e p t s w e r e t e n t a t i v e . Judge 

L o r d be l i eved that so lu t ions to so-called manageab i l i t y p r o b l e m s 

w e r e ready to h a n d . 

In spi te of J u d g e L o r d ' s successful insis tence that p r o b l e m s of a 

n e w o r d e r r e q u i r e d legal so lu t ions of a new o rde r , the legal costs of 

the saga have b e e n m o m e n t o u s . Co l l ec t ive legal expenses for the 

plaintiffs often a p p r o a c h e d $100,000 per m o n t h . In some c lasses . 

W o l f r a m (1976: 362) e s t i m a t e d , cos t s ( a t t o rney fees, mailed 

n o t i c e s , e tc . ) wou ld be a sum a lmost equa l to the net mon ies 

e v e n t u a l l y d i s t r i b u t e d to class m e m b e r s . He a rgued that the case 

i l l u s t r a t ed the need for g r e a t e r pub l ic scrut iny of the costs that 

l a w y e r s are ab le to cha rge the i r r e m o t e c l ien ts in a class act ion suit. 

H o w e v e r , a m o r e recen t a s se s smen t o f t h e legal and admin i s t r a t ive 

cos t s of d i s t r i bu t i ng refunds to el igible c o n s u m e r s puts i t overal l at 

less t h a n 20 per cen t o f t h e s e t t l e m e n t fund (Bar t sh e t a l . , 1978). 

M o r e o v e r , a survey of c l a iman t s found tha t most r ega rded a 20 per 

cen t o v e r h e a d a s a c c e p t a b l e . 

T h e cases which r e m a i n e d unse t t l ed after J u d g e Lord ' s inter­

v e n t i o n s w e r e dea l t a severe b low in A u g u s t 1980 when J u d g e 

W e i n e r r u l e d , in c o - o r d i n a t e d pret r ia l p r o c e e d i n g s in the E a s t e r n 

D i s t r i c t of P e n n s y l v a n i a , aga ins t a finding of fraud by Pfizer in 

o b t a i n i n g the t e t r acyc l ine p a t e n t . 2 0 T h e US g o v e r n m e n t ' s case 

res ted heavi ly on t e s t i m o n y by pa t en t e x a m i n e r Lidoff that he 

w o u l d not have g r a n t e d Pfizer the pa t en t had cer ta in informat ion 

no t b e e n w i t h h e l d by the c o m p a n y . B e c a u s e o f t h e passage of so 

m a n y yea r s b e t w e e n L ido f f s t e s t i m o n y and the even t s abou t which 

he was tes t i fy ing, t he j u d g e was not p r e p a r e d to accept such 

e v i d e n c e a lone as sufficient to susta in the b u r d e n of proof beyond 

r e a s o n a b l e d o u b t : 

T h e g o v e r n m e n t relies on the t e s t imony of Lidoff given in 1966 at 

the F T C p r o c e e d i n g s and in 1972 in a depos i t i on in this ca se , 

w h e r e he a t t e m p t s to r econs t ruc t his s tate of mind in 1954 dur ing 

the p r o c e e d i n g s for the C o n o v e r pa t en t . We c a n n o t accept such 

t e s t i m o n y as c r e d i b l e e v i d e n c e . Such e v i d e n c e canno t cons t i tu t e 
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the c lea r , u n e q u i v o c a l and convinc ing ev idence which a charge of 

fraud r e q u i r e s . 

M o r e o v e r , J u d g e W e i n e r held that even i f mis lead ing informa­

t ion had b e e n p r o v i d e d to the pa t en t office, the g o v e r n m e n t had not 

p r o v e d tha t th i s had b e e n d o n e with in ten t to defraud: 

T h e g o v e r n m e n t had the b u r d e n to p rove that M u r p h y and Hutz 

not only w i thhe ld or miss ta ted mate r ia l in fo rmat ion , but that 

t hey did so wi th the specific intent to defraud the Pa t en t Office. 

T h e g o v e r n m e n t has failed to p rove the fraudulent in tent . 

T h e J u s t i c e D e p a r t m e n t i s c o n s i d e r i n g w h e t h e r i t will appea l 
J u d g e W e i n e r ' s dec i s ion . 

Tetracyclines today 

R e g a r d l e s s of how badly the r ema in ing unse t t l ed suits turn out for 

t h e d e f e n d a n t s , t h e r e can be little d o u b t tha t the f inal s e t t l e m e n t s 

will to ta l only a fraction of the ext ra profits the c o m p a n i e s m a d e 

t h r o u g h a v o i d i n g c o m p e t i t i v e pr ic ing . Mos t class ac t ions c la imed 

only a p r o p o r t i o n o f t h e e s t i m a t e d d a m a g e s to class m e m b e r s . M o s t 

v ic t ims w e r e not inc luded in any c lass , par t icular ly the poores t 

v i c t ims in the Th i rd W o r l d . 

T o d a y t e t r a c y c l i n e is p e r h a p s the most pr ice compe t i t i ve of any of 

the major t h e r a p e u t i c c lasses of d r u g s , and cer ta inly the least con­

c e n t r a t e d m a r k e t (S la t t e r , 1977: 104-5) . P r o b a b l y the ant i t rus t 

cases p l ayed s o m e role in c rea t ing this s i tua t ion . But the more 

f u n d a m e n t a l r e a s o n s are that t e t r acyc l ine has been off pa ten t since 

1972, and that it is so large a m a r k e t as to a t t rac t new major firms 

wi th b r a n d e d lines as late e n t r a n t s in add i t i on to the small gene r i c 

m a n u f a c t u r e r s . 

The role of antitrust law in the pharmaceutical industry 

R e a d e r s migh t be excused for th ink ing that the issues of conce rn in 

th is c h a p t e r are less i m p o r t a n t than those add res sed in the p rev ious 

t w o c h a p t e r s b e c a u s e we a re here dea l ing only with money and not 

t h r e a t s to h u m a n life. This is a m i s t a k e n view, a p roduc t o f W e s t e r n 

m i d d l e - c l a s s affluence. Mos t of the w o r l d ' s popu l a t i on do not 

benef i t from "wonder d r u g s ' because they c a n n o t afford t hem. In 

I n d i a , 80 per cent o f t h e p o p u l a t i o n d o e s not have access to drugs 
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(La l l , 1979a :22). T h e reason for bo th this s i tuat ion and for the high 

profits of p h a r m a c e u t i c a l c o m p a n i e s is the ol igopol is t ic s t ruc ture of 

the i ndus t ry . 

A d m i t t e d l y , the classic i n t e rna t iona l car te l that was al leged with 

t e t r a c y c l i n e is not a fea ture o f t h e wor ld m a r k e t in p h a r m a c e u t i c a l s 

t o d a y : g o v e r n m e n t pr ice con t ro l s m a k e this imposs ib l e . But more 

t h a n t h a t , c o r p o r a t i o n s today are m o r e sophis t i ca ted than to risk the 

b l a t a n t uni formi ty of pr ices ev iden t with t e t r acyc l ine . Pr ices might 

be m a i n t a i n e d wi th in b road t o l e r a n c e levels by ' m e m b e r s of the 

c l u b ' , but exac t uni formi ty would be impol i t ic . M o r e o v e r , one 

s u s p e c t s t ha t the p r e s s u r e s agains t pr ice cut t ing are m o r e subtle in 

a p p l i c a t i o n . If, for e x a m p l e , o n e c o m p a n y were l icensing a n o t h e r to 

sell a m e - t o o d rug it had d i s c o v e r e d , it wou ld be surpr is ing if the 

l i censee w e r e not asked the price i t i n t e n d e d to c h a r g e . A n d i t 

w o u l d be even m o r e surpr is ing i f the l icence were g ran ted after an 

i n a p p r o p r i a t e a n s w e r was given. Of c o u r s e , a po ten t ia l l icensee who 

w a s t u r n e d away wou ld be given some r eason o t h e r than price for 

the b r e a k d o w n o f t h e a g r e e m e n t so that t he re would be no g r o u n d s 

for an an t i t r u s t suit. A successful l i censee w h o wen t out and cha rged 

a lower pr ice to tha t ind ica ted to the l icensor would be the subject of 

a d v e r s e goss ip in p h a r m a c e u t i c a l circles and would be unlikely on 

any future o c c a s i o n to be a d m i t t e d to the c lub . The very fact that 

c o m p a n i e s wh ich d i s cove r a m e - t o o var ian t on a p roduc t they have 

u n d e r p a t e n t often l icence the m e - t o o p r o d u c t to a c o m p e t i t o r is 

e v i d e n c e o f t h e lack of th rea t from a c o m p e t i t o r which is kept within 

t h e c l u b . 2 1 

I t i s i m p o s s i b l e to gene ra l i s e a b o u t these m a t t e r s . P h a r m a c e u t i c a l 

c o m p a n i e s are highly sophis t i ca ted in the way they resolve the i r 

p r ic ing dec i s ions a c c o r d i n g to the specific c i r c u m s t a n c e s which 

a p p l y in each s i tua t ion they confront . W h e r e a s the second and third 

c o m p a n i e s in to a m a r k e t might see i t as in their in teres ts to jo in the 

c l u b , the four th and fifth m a r k e t e n t r a n t s might decide that the only 

rou t e to a significant m a r k e t share is dras t ic pr ice cu t t ing . As one 

i n f o r m a n t e x p l a i n e d : i have to d e c i d e , is it be t t e r for me to m a k e 

w a v e s or to not m a k e w a v e s , to jo in the c lub or to b reak ou t . ' Often 

w h e n a c o u p l e of large c o m p a n i e s choose the la t ter as their ra t ional 

e c o n o m i c dec i s i on , the w h o l e pr ice s t ruc tu r e will break down . At 

the o t h e r e x t r e m e , o n e can still see s i tua t ions today which on 

o c c a s i o n a p p r o a c h classic ca r te l s . In 1978, t he C o m m i s s i o n o f t h e 

E u r o p e a n C o m m u n i t i e s , sitting in B r u s s e l s , s topped a D u t c h cartel 

wh ich c o n t r o l l e d the m a r k e t i n g of p h a r m a c e u t i c a l s in the 
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N e t h e r l a n d s . T h e C o m m i s s i o n found that most D u t c h manu­

f a c t u r e r s , i m p o r t e r s and dea le r s b e l o n g e d to an assoc ia t ion which 

a c c o u n t e d for 80 to 90 per cent of all p h a r m a c e u t i c a l sales in the 

c o u n t r y . F u r t h e r , i t was ruled that the associa t ion res t r ic ted com­

p e t i t i o n in the m a r k e t and the C o m m i s s i o n objec ted to the resale 

p r i ce m a i n t e n a n c e imposed by the assoc ia t ion on all drug 

p r o d u c t s . 2 2 

O n e o f t h e r e a s o n s tha t classic ca r t e l s are fairly rare today i s that 

m e t h o d s o f d e t e c t i n g t h e m are so much i m p r o v e d . Today the re are 

c o m p u t e r p r o g r a m s which enab le r e g u l a t o r s t o t h row into the 

m a c h i n e all b ids for a given p r o d u c t line over a period of years to 

d i s c e r n if t h e r e is a p a t t e r n in the b idd ing a long the lines o f ' t o d a y 

it 's y o u r c o n t r a c t and next t ime its m i n e ' ( E d e l h e r t z , 1979: 45) . 

I m p r o v e d m e t h o d s of d e t e c t i o n are of l imited va lue , howeve r , i f the 

c h a r g e s c a n n o t be m a d e to stick in cour t . 

T h e t e t r a c y c l i n e case study i l lus t ra tes in grand style the limita­

t i ons of p r o s e c u t o r i a l so lu t ions . H i s to r i ca l ly , the w e a p o n s that the 

c r i m i n a l law d e v e l o p e d to deal with consp i r ac i e s in o the r a reas have 

b e e n glibly app l i ed to price f ix ing. H e n c e , the case law ensh r ined 

the i m p o r t a n c e o f e v i d e n c e o f c o n s p i r a t o r s ge t t ing t o g e t h e r and 

c o m m u n i c a t i n g with one a n o t h e r for the pu rpose of res t r ic t ing 

c o m p e t i t i o n . Th i s e m p h a s i s on consp i r acy has had the effect of 

e m p t y i n g a n t i t r u s t law of its e c o n o m i c c o n t e n t . D o e s i t ma t t e r very 

m u c h w h e t h e r lurid secret hotel m e e t i n g s took place or not? Why 

c a n n o t the focus be on e c o n o m i c b e h a v i o u r ra ther than conspi ra ­

tor ia l i n t e n t ? I f t h e r e i s e c o n o m i c ev idence of u n a c c e p t a b l e 

un i fo rmi ty of p r i c ing , why not issue an o rde r that the nexus of pr ices 

m u s t be b r o k e n and that some f inancia l penal ty be paid for the 

e x c e s s profits which have been acc rued from the n o n - c o m p e t i t i v e 

p r i c ing? O b v i o u s l y i t wou ld be unjust to t h r o w individuals in jail on 

t h e s t r e n g t h o f proof o f u n a c c e p t a b l e c o r p o r a t e e c o n o m i c 

b e h a v i o u r w i t h o u t any d e m o n s t r a t i o n of individual in tent . Bu t i s i t 

n e c e s s a r y to impr i son ind iv idua ls to d e t e r collusive pricing effec­

t ive ly? Sure ly m o r e cost-effective (and h u m a n e ) d e t e r r e n c e would 

resu l t from m a n y successful ac t ions against c o m p a n i e s for 

u n a c c e p t a b l e pr ic ing un i fo rmi ty , r a the r than from a small n u m b e r 

of p r o s e c u t i o n s a t m u c h g r e a t e r cost u n d e r the more complex legal 

d e t e r m i n a t i o n s based on consp i r acy . 

A n o t h e r way of s tat ing the p r o b l e m is to a rgue that we should 

m o v e away from the t rad i t iona l c r imina l law p r e o c c u p a t i o n with 

b l a m e w o r t h i n e s s and focus instead on effects. I f cer ta in pricing 
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p a t t e r n s have e c o n o m i c effects which are u n a c c e p t a b l e , then that 

p r i c ing b e h a v i o u r should be s topped . A n d i f such pricing p a t t e r n s 

have a l r eady led to unjustifiable e n r i c h m e n t o f t h e c o m p a n i e s a t the 

e x p e n s e o f t h e pub l i c , t hen those c o m p a n i e s should be requ i red to 

pay back at least a par t of that unjustified e n r i c h m e n t . Such an 

a p p r o a c h wou ld r e tu rn e c o n o m i c c o n t e n t to an a rea of law which 

was e n a c t e d for e c o n o m i c r ea sons . I t wou ld avoid the p rosecu t ion 

o f c o n s p i r a c i e s which have min imal e c o n o m i c c o n s e q u e n c e s , o r 

wh ich are even in the publ ic in teres t (e .g . by securing e c o n o m i e s of 

scale t h r o u g h g e o g r a p h i c pa r t i t i on ing of a m a r k e t ) . A n d i t would 

deal wi th the p r o b l e m of inabili ty to act against an t i - compe t i t i ve 

b e h a v i o u r wh ich has adve r se effects w h e r e proof of consp i racy is 

l ack ing . 

T h e r e a s o n s for s tee r ing away from no t ions of mora l b l a m e ­

w o r t h i n e s s b e c o m e m o r e a p p a r e n t when one cons ide r s so-called 

' t ac i t co l l u s ion ' . Taci t col lus ion u n d o u b t e d l y causes more social 

h a r m in the p h a r m a c e u t i c a l indust ry than b la tan t ca r te l s . The 

c o n c e p t of tacit co l lus ion is u n d e r p i n n e d by the i n t e r d e p e n d e n c e 

t h e o r y of o l igopo ly p r ic ing , which P o s n e r (1976: 4 2 - 3 ) has 

e x p l a i n e d as fol lows. 

In a m a r k e t of m a n y se l le rs , the individual seller is too small for 

his dec i s ions on pr ic ing and ou tpu t to affect the m a r k e t pr ice . He 

can sell all t ha t he can p r o d u c e at tha t price and no th ing at a 

h ighe r p r i ce . He can shade price w i t h o u t fear of re ta l ia t ion 

b e c a u s e t he e x p a n s i o n of his o u t p u t resu l t ing from a price 

r e d u c t i o n will d iver t only an i m p e r c e p t i b l e a m o u n t of bus iness 

from each of his c o m p e t i t o r s . (For e x a m p l e , in a m a r k e t of 100 

sel lers of equal s ize, an expans ion in o u t p u t o f 2 0 percent by one 

of t h e m will result in an ave rage fall in ou tpu t of only abou t .2 of 1 

p e r c e n t for each o f t h e o t h e r s , so a seller need not worry in 

m a k i n g his pr ic ing dec i s ions abou t the reac t ions of his r ivals . ) In 

c o n t r a s t , in a m a r k e t w h e r e t h e r e a re few sellers (an ' o l i g o p o l y ' ) , 

a pr ice cut t ha t p r o d u c e s a subs tan t ia l expans ion in the sales of 

o n e sel ler will resul t in so subs tan t ia l a con t r ac t i on in the sales of 

the o t h e r s tha t they will p rompt ly ma tch the cut. If, for e x a m p l e , 

t h e r e a re t h r e e sel lers o f e q u a l s ize , a 20 -pe rcen t expans ion in the 

sales of one will cause the sales of each o f t h e o the r s to fall by an 

a v e r a g e of 10 p e r c e n t - a sales loss the vict ims can hardly 

o v e r l o o k . A n t i c i p a t i n g a p r o m p t reac t ion by his r ivals that will 

quickly nullify his ga ins from price c u t t i n g , the seller in a highly 
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c o n c e n t r a t e d m a r k e t will be less likely to initiate a price cut than 

his c o u n t e r p a r t in the a t o m i z e d m a r k e t . Ol igopo l i s t s a re 

' i n t e r d e p e n d e n t ' in the i r pr ic ing: they base their pricing decis ions 

in pa r t on a n t i c i p a t e d r eac t i ons to t h e m . The result is a t endency 

to avo id v i g o r o u s price c o m p e t i t i o n . 

It is difficult to conce ive of such i n t e r d e p e n d e n t pricing b e h a v i o u r 

as mora l ly b l a m e w o r t h y , even if i t does result in peop le dying 

t h r o u g h not be ing able to afford d rugs . T u r n e r ( 1 9 6 2 : 6 5 5 - 6 ) a rgues 

tha t : 

the r a t iona l o l igopol i s t is behav ing in exactly the same way as is 

the r a t iona l sel ler in a compe t i t i ve ly s t ruc tured indus t ry ; he is 

s imply t ak ing a n o t h e r factor into accoun t [likely reac t ions of 

r ivals to a pr ice c u t ] . . . which he has to t ake into accoun t because 

the s i t ua t ion in which he finds himself puts i t t h e r e . 

H o w can the o l igopol is t be b l a m e w o r t h y w h e n it, no differently 

from the a c t o r in a c o m p e t i t i v e m a r k e t , follows the only economic ­

ally r a t iona l c o u r s e o f c o n d u c t ? H e n c e , T u r n e r (1962: 669) a rgues 

t h a t an in junc t ion tha t mere ly ' p roh ib i t ed each de fendan t from 

t a k i n g into a c c o u n t the p r o b a b l e price dec i s ions of his c o m p e t i t o r s 

in d e t e r m i n i n g his own pr ice ' would ' d e m a n d such i r ra t ional 

b e h a v i o r that full c o m p l i a n c e would be virtually imposs ib l e . ' G iven 

th is p r e d i c a m e n t , i t should not surpr ise us to find, as r e p o r t e d in this 

c h a p t e r , tha t in spi te o f t h e long his tory of an t i t rus t law, p h a r m a ­

ceu t i ca l e x e c u t i v e s have not in te rna l i sed a sense of immora l i ty 

a b o u t an t i t ru s t v i o l a t i o n s . 

T h e i n t e r d e p e n d e n c e t heo ry of o l igopoly pr icing leads to the 

c o n c l u s i o n tha t i t is imposs ib le to e l imina te conduc t which follows 

inev i t ab ly from a given indus t ry s t r u c t u r e . S t ruc tura l r a the r than 

c o n d u c t r e m e d i e s are r e q u i r e d . L a t e r some of these s t ructura l 

r e m e d i e s will be c o n s i d e r e d . 

F i r s t , we mus t p o n d e r some o t h e r t r ad i t iona l an t i t rus t r e m e d i e s . 

In a price-fixing a g r e e m e n t , the most crucial r e q u i r e m e n t is to be 

ab le to d e t e c t c h e a t i n g . Even an i nadve r t en t u n d e r c u t t i n g of 

c o m p e t i t o r s on a bid can lead to a gene ra l round of price cu t t i ng ; or 

o n e c o m p a n y wh ich is (wrong ly ) suspec ted of chea t ing to grasp a 

b igge r m a r k e t share can cause o t h e r s to re ta l ia te . The historical 

ins tab i l i ty of ca r t e l s is a result of the fact that they are rife with 

t e m p t a t i o n s and i n d u c e m e n t s t o chea t . H e n c e the i m p o r t a n c e o f 

c o m m u n i c a t i o n b e t w e e n c o m p a n i e s o f de ta i led informat ion on 
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pr ic ing b e h a v i o u r ; and hence the conce rn of many ant i t rus t 

e n f o r c e r s to m a k e e x c h a n g e of pricing in format ion a m o n g com­

p e t i t o r s a perse an t i t ru s t offence. 

T h e p h a r m a c e u t i c a l indus t ry has the last word in m a r k e t intelli­

g e n c e t h r o u g h the pr ic ing surveys o f p h a r m a c i s t s and o t h e r ou t l e t s 

c o n d u c t e d in most ma jo r coun t r i e s by the IMS c o m p a n y . Simply by 

s u b s c r i b i n g to IMS you can find exact ly w h a t your c o m p e t i t o r s are 

c h a r g i n g for different d o s a g e forms and dosage s t r eng ths o f a given 

p r o d u c t . C o u l d we ser iously talk of m a k i n g IMS illegal? No twi th ­

s t a n d i n g its imprac t i ca l i t y , mak ing price in format ion exchange aper 

se an t i t r u s t v io la t ion would be u n d e s i r a b l e b e c a u s e pricing intelli­

g e n c e confe r s social benefi ts as well as cos ts . 

In g e n e r a l , t he m o r e in fo rma t ion sel lers have about the prices 

and o u t p u t of the i r c o m p e t i t o r s the more efficiently the m a r k e t 

will o p e r a t e . A firm c a n n o t dec ide how much to p r o d u c e , or 

i n d e e d w h e t h e r to p r o d u c e a t al l , w i thou t knowing what the 

m a r k e t pr ice is. . . . Yet such in fo rma t ion could also be useful in 

e n a b l i n g a car te l to restr ic t its o u t p u t by l imiting the expans ion of 

p r o d u c t i v e capac i ty . I n fo rma t ion is thus a two-edged sword: it is 

n e c e s s a r y if the c o m p e t i t i v e p rocess is to work p r o p e r l y , but i t can 

a lso facil i tate co l lus ion (Posne r , 1976: 136). 

S imi la r ly , t r a d e as soc ia t ion m e e t i n g s are infamous as venues for 

s w a p p i n g pr ic ing p l ans . S o m e of the P h a r m a c e u t i c a l Manufac ­

t u r e r s ' A s s o c i a t i o n s a r o u n d the wor ld have s u b c o m m i t t e e s t ruc­

t u r e s based on p r o d u c t g r o u p i n g s which would obviously facilitate 

co l lu s ion a m o n g p r o d u c e r s o f t h e r a p e u t i c a l l y equ iva len t d rugs . 

Lil ly c lear ly see t r a d e assoc ia t ion m e e t i n g s as p rov id ing excel lent 

o p p o r t u n i t i e s for an t i t rus t v io la t ions w h e n they d e v o t e cons ider­

ab le a t t e n t i o n to the m a t t e r in the i r Guidelines of Company Policy 

( S e p t e m b e r , 1978): 

H o w e v e r , t r a d e assoc ia t ion m e e t i n g s are a lmos t invariably a 

favori te a rea of e x a m i n a t i o n by an t i t rus t en fo rcemen t officials. 

I t is i m p o r t a n t tha t e m p l o y e e s be par t i cu la r ly careful to 

c o n d u c t t h e m s e l v e s in a m a n n e r that i s a b o v e suspicion w h e n 

a t t e n d i n g t h e s e m e e t i n g s . T h e following rules should be obeyed 

careful ly: 

1 . A t t e n d only m e e t i n g s of l eg i t imate t r ade and profess ional 

a s s o c i a t i o n s held for p r o p e r b u s i n e s s , scientific, or 

p ro fes s iona l p u r p o s e s . 
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2. A p a r t from pure ly social affairs, never a t tend informal 

g a t h e r i n g s of r e p r e s e n t a t i v e s of c o m p e t i t o r s be fo re , dur ing , or 

after the formal bus iness sess ions of a t r ade associa t ion 

m e e t i n g . Such "rump* mee t ings are a lways suspect . 

3 . T a k e no par t in, or even listen t o , any discuss ions of p r i ce , 

t e r m s of sa le , b o y c o t t s , or blacklis ts at an associa t ion m e e t i n g . 

H o w e v e r , d i scuss ions o f genera l e c o n o m i c t rends are proper . 

If the d i scuss ion at an assoc ia t ion m e e t i n g turns to the subject 

of pr ices or o t h e r p roh ib i t ed t o p i c s , leave the room. 

4. If the a g e n d a of a fo r thcoming assoc ia t ion m e e t i n g indica tes 

doubtful sub jec t s , check in a d v a n c e wi th your supervis ion 

before a t t e n d i n g . 

5 . A d v i s e y o u r superv i s ion or the a p p r o p r i a t e legal pe r sonne l 

p r o m p t l y of any activity of an assoc ia t ion that may a p p e a r to 

be illegal or even susp ic ious . 

A g a i n , t r a d e a s soc ia t ion m e e t i n g s are an a rea which i s k n o w n to 

c a u s e p r o b l e m s , but which the law c a n n o t effectively deal with 

b e c a u s e the act ivi t ies that t ake p lace wi th in them also confer social 

benef i t s ( e .g . diffusion of i n n o v a t i o n , p r o m o t i o n of self-regula­

t i o n ) . 

C r e a t i n g va r ious per se offences to prohib i t b e h a v i o u r known to 

be a s s o c i a t e d wi th pr ice f ixing does not seem a very p roduc t ive 

r e s p o n s e to the w i d e s p r e a d impossibi l i ty of proving consp i racy 

( P o s n e r , 1976, 1977). An a l t e rna t ive rou te is to focus on s t ructural 

p r e c o n d i t i o n s r a t h e r than the c o n d u c t which such s t ruc tu res 

p r o d u c e . D i v e s t i t u r e o r d e r s and p roh ib i t i on o f merge r s are the 

m o s t wide ly s u p p o r t e d s t ruc tura l r e m e d i e s . Such m e a s u r e s d e m a n d 

c o n s i d e r a b l e poli t ical will and for that reason have not been 

a d o p t e d ( A d a m s , 1 9 5 1 ; E l z i n g a . 1969; Pfunder e t a l . , 1972). In the 

U n i t e d S t a t e s , t he A n t i t r u s t Div is ion o f t h e Jus t ice D e p a r t m e n t has 

p e r m i t t e d f ive mass ive m e r g e r s a m o n g t r ansna t i ona l p h a r m a ­

ceu t i ca l c o m p a n i e s dur ing the last f ifteen yea r s : M e a d J o h n s o n and 

Br i s to l M y e r s ; P l o u g h and Sche r ing ; Ciba and Ge igy ; P a r k e Dav i s 

and W a r n e r - L a m b e r t ; D o w and R i c h a r d s o n - M e r r e l l . In any case , 

o n e w o n d e r s how m u c h would be ach ieved by a t t e m p t s to b reak up 

t h e i ndus t ry . M a n y o f t h e p h a r m a c e u t i c a l c o m p a n i e s which have 

m e r g e d in r e c e n t t i m e s w e r e not c o m p e t i t o r s (in the sense that their 

p r o d u c t l ines w e r e not t he rapeu t i ca l l y subs t i t u t ab l e ) . E v en the 

c o m b i n a t i o n of t w o m e m b e r s (or the b r e a k i n g in two of one 

m e m b e r ) o f t h e same o l igopoly might not m a k e much difference 
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given wha t we k n o w abou t how little c o m p e t i t i o n the re is to start 

wi th in m o s t o f t h e o l igopo l ies . F inal ly , i t i s k n o w n tha t research 

p r o d u c t i v i t y i nc r ea se s with c o m p a n y size; so i t b e c o m e s possible 

tha t a t t e m p t s to b r eak up the industry might have min imal impact 

on c o m p e t i t i o n while r educ ing the flow of t h e r a p e u t i c b reak­

t h r o u g h s . 

T h e r e are a g rea t many a l t e rna t i ve types of s t ruc tura l r e m e d i e s 

a v a i l a b l e in the p h a r m a c e u t i c a l i ndus t ry , h o w e v e r . Abo l i sh ing 

p a t e n t s i s the mos t radical solut ion for r e s to r ing c o m p e t i t i o n . As an 

a l t e r n a t i v e to b r e a k i n g up the large c o m p a n i e s , this would foster the 

en t ry of many smal le r c o m p e t i t o r s to cha l l enge the g ian ts . As has 

b e e n p o i n t e d out a l r e a d y , p a t e n t s have the a d v a n t a g e o f r e w a r d i n g , 

and t h e r e b y e n c o u r a g i n g i nves tmen t in i nnova t i on . H o w e v e r , this 

benefit should not be e x a g g e r a t e d . P a t e n t r e w a r d s , as Knight (1971) 

p o i n t e d o u t , go to t hose w h o put the 'finishing touch ' on an innova­

t i o n , w h e n the activity which is most dese rv ing of reward is basic 

r e s e a r c h . T h e r o u t i n i s e r ge ts the incen t ives whi le the real p ioneer ­

ing and e x p l o r a t i o n are d o n e by o t h e r s . M o r e o v e r , in med ic ine 

p a t e n t s a re r e se rved for i n n o v a t o r s in chemica l t r e a t m e n t s but not 

i n n o v a t o r s in n o n - c h e m i c a l t r e a t m e n t s . This c o n c e n t r a t e s scarce 

r e s e a r c h r e s o u r c e s and ta len t into chemica l so lu t ions w h e n alter­

na t ive d i r e c t i o n s for r e sea r ch might confer a g r e a t e r social b e n e f i t . " 

T h e s e k inds o f a r g u m e n t s lead K n i g h t to a rgue agains t pa ten t 

m o n o p o l i e s : 'It wou ld seem to be a ma t t e r of poli t ical in te l l igence 

and a d m i n i s t r a t i v e capac i ty to rep lace artificial m o n o p o l y wi th 

s o m e d i rec t m e t h o d o f s t imula t ing and r e w a r d i n g r e sea rch . ' 

Such ' d i rec t m e t h o d s o f s t imula t ing and r e w a r d i n g r e sea rch ' 

w o u l d , of c o u r s e , cost a grea t deal of publ ic m o n e y . W a l k e r (1971) 

c o n c l u d e d on the bas i s of his e c o n o m i c r e sea r ch that the costs to the 

pub l i c of p a y i n g for all o f t h e re sea rch c o n d u c t e d by the p h a r m a ­

ceu t i ca l i ndus t ry wou ld be more than c o m p e n s a t e d for by the 

sav ings in p r i ce r e d u c t i o n s which would follow from abol ish ing 

p a t e n t s . P h a r m a c e u t i c a l c o m p a n i e s would not comple t e ly stop their 

r e s e a r c h ac t iv i t ies i f p a t e n t s were abo l i shed . T h e r e would still be 

g r e a t a d v a n t a g e s in be ing the first in the d o c t o r ' s surgery with a new 

p r o d u c t . 

M o r e o v e r , we h a v e seen that the re are ce r t a in add i t iona l conse ­

q u e n c e s of p a t e n t s wh ich run c o u n t e r to the publ ic interest apar t 

from t h e i r a d v e r s e impac t on c o m p e t i t i o n . The Second Wor ld W a r 

f iasco wi th penici l l in i l lus t ra ted one of t h e m . The most i m p o r t a n t i s 

t ha t mos t r e sea r ch and safety tes t ing r e sou rce s are d i rec ted a t 
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efforts to c i r c u m v e n t exis t ing p a t e n t s with m e - t o o p r o d u c t s , instead 

of a t efforts to i m p r o v e hea l th . Cons i s t en t with Knigh t ' s a r g u m e n t , 

t he t e t r a c y c l i n e case study i l lus t ra tes how quite arb i t rary forces 

w h i c h have little to do with research effort often shape w h o gets a 

p a t e n t and w h o d o e s not. 

A final a r g u m e n t against p a t e n t s , t h o u g h p e r h a p s not a part icu­

larly s t rong o n e , i s Cos t e l l o ' s (1968) c o n t e n t i o n that monopo ly 

p o w e r is in s o m e ways a d e t e r r e n t to i nnova t i on (see also H a m b e r g , 

1966: 39 44) . As ev idence of th is , Cos t e l l o a r g u e s , for e x a m p l e , 

t h a t o n c e C y a n a m i d had p a t e n t e d ch lo r t e t r acyc l i ne i t rested on its 

l a u r e l s , a b a n d o n i n g all further r e sea rch in the area until the 

s t i m u l u s o f t h e d i scovery of t e t r acyc l ine by o the r c o m p a n i e s (mainly 

Pfizer) c a m e a l o n g . 

W h e n all the a r g u m e n t s agains t pa t en t s are a s s e m b l e d , their 

jus t i f i ca t ion for exis t ing at all s eems less o b v i o u s than the industry 

w o u l d have us be l i eve . G iven the p o w e r of the p h a r m a c e u t i c a l 

l o b b y , the pol i t ical feasibility of comple t e ly abo l i sh ing pa ten t s 

s e e m s m i n i m a l in mos t c o u n t r i e s . N e v e r t h e l e s s , all o f t h e advan­

t a g e s of p a t e n t s could surely be a d e q u a t e l y p ro tec ted u n d e r a 

r e d u c e d pe r iod of pa t en t p ro t ec t ion . The a d v a n t a g e s of being first 

on t he m a r k e t are so great with p h a r m a c e u t i c a l s that 16-20 years of 

p a t e n t p r o t e c t i o n is an e n o r m o u s cost in r e d u c e d compe t i t i on for an 

i n c e n t i v e wh ich is excess ively g rea t e r t h a n that requi red to foster 

i n n o v a t i o n . 

C o m p u l s o r y l icensing is a n o t h e r s t ruc tura l reform for increased 

c o m p e t i t i o n . I t p r o v i d e s incent ives for innova t ion from royal t ies 

r a t h e r than m o n o p o l y profits. A n u m b e r of W e s t e r n E u r o p e a n 

c o u n t r i e s , C a n a d a , Israel and Ind ia , to n a m e a few, have provis ion 

for g o v e r n m e n t to r equ i r e c o m p a n i e s to l icense the i r pa t en t ed 

p r o d u c t t o po ten t i a l c o m p e t i t o r s w h e n the g o v e r n m e n t ' s assess­

m e n t o f t h e publ ic in te res t d e m a n d s . 

A b o l i t i o n of b r a n d n a m e s is a s t ruc tura l path to increased com­

p e t i t i o n which has been followed in a l imited way by Pak i s t an and 

I n d i a . " I t has b e e n seen that even after a p roduc t goes off pa t en t , 

the m a r k e t d o m i n a n c e of the or ig inal p a t e n t - h o l d e r i s usually 

r e t a i n e d b e c a u s e o f es tab l i shed b r a n d - p r e s c r i b i n g habi ts a m o n g 

d o c t o r s . Typ ica l ly the m a r k e t share o f t h e l eader r emains imper­

v ious to i n c u r s i o n s from price c u t t e r s . A b o l i s h i n g b r a n d n a m e s 

a b o l i s h e s the a d v a n t a g e from phys ic i an -p resc r ib ing habi t s and 

w o u l d o p e n the f loodga tes of price c o m p e t i t i o n . P r o d u c t s would be 

p r o m o t e d and sold by gene r i c n a m e only. C o m p a n y r e p u t a t i o n 
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could still be r e l evan t . Va l ium would b e c o m e R o c h e d i a z e p a m and 

w o u l d c o m p e t e wi th d i a z e p a m sold by va r ious c o m p a n i e s , but the 

mag ic o f t h e V a l i u m brand n a m e would d i s a p p e a r . 

T h a l i d o m i d e d e m o n s t r a t e d the o t h e r i m p o r t a n t just if icat ion for 

a b o l i s h i n g b r a n d n a m e s . M a n y d e f o r m e d bab i e s were b o r n because 

of the confus ion s u r r o u n d i n g the d o z e n s of different commerc ia l 

n a m e s u n d e r which t h a l i d o m i d e was sold a round the wor ld . I t 

w o u l d be e a s i e r for d o c t o r s b o t h to get the i r initial t ra in ing and to 

k e e p up wi th n e w d e v e l o p m e n t s i f only one n a m e were associa ted 

wi th each dis t inct m o l e c u l a r en t i ty . In the U n i t e d S ta te s a t the 

m o m e n t t h e r e are a l m o s t 30 reg is te red b rand n a m e s for each pres­

c r i p t i o n d r u g on the m a r k e t ( U N C e n t r e on T r a n s n a t i o n a l C o r p o r ­

a t i o n s , 1 9 7 9 : 4 7 ) . 

T h e r e are many c o m p r o m i s e m e a s u r e s tha t go only part o f t h e 

w a y t o w a r d s u n d e r m i n i n g the q u a s i - m o n o p o l i s t i c p o w e r o f b rand 

n a m e s . All but four A m e r i c a n s ta tes have now repea led their ant i -

s u b s t i t u t i o n l aws , so tha t p h a r m a c i s t s are e m p o w e r e d to subs t i tu te a 

c h e a p e r , but t h e r a p e u t i c a l l y e q u i v a l e n t , gener ic p roduc t for the 

b r a n d n a m e wh ich the physician wr i tes on the p resc r ip t ion . In some 

s t a t e s this cost saving can be m a d e only i f the physic ian exp res se s 

a p p r o v a l of gene r i c subs t i tu t ion on the p re sc r ip t ion form; in o the r s 

s u b s t i t u t i o n i s a u t o m a t i c a l l y p e r m i t t e d unless the physician 

exp re s s ly i nd i ca t e s d i s a p p r o v a l o f t h e p rac t i ce . 

O t h e r c o m p r o m i s e m e a s u r e s aim to r e d u c e c o n s u m e r costs by 

m a k i n g b o t h p h y s i c i a n s and p h a r m a c i s t s m o r e pr ice consc ious . 

D r u g c o m p e n d i a wi th in fo rmat ion o n c o m p a r a t i v e t h e r a p e u t i c 

efficacy and pr ices a re pub l i shed by g o v e r n m e n t s in the Uni ted 

K i n g d o m , S w e d e n and N o r w a y (Gereffi , 1979: 23) . In the Uni ted 

S t a t e s , the D e p a r t m e n t o f H e a l t h and H u m a n Services now sends 

lists of d r u g - p r i c e c o m p a r i s o n s to phys ic ians and p h a r m a c i s t s to 

e n c o u r a g e t h e m to lower the i r p a t i e n t s ' e x p e n d i t u r e (Business 

Week, 6 O c t o b e r 1975 : 9 9 ) . A n u m b e r of c o u n t r i e s , and some 

A m e r i c a n s t a t e s , r e q u i r e the post ing of p resc r ip t ion prices in phar­

m a c i e s to facil i tate cost-effect ive pu rchas ing (Gereffi , 1979: 2 3 - 4 ) . 

T h e g rea t a d v a n t a g e of s t ruc tura l r e m e d i e s such as the abol i t ion 

of b r a n d n a m e s , p a t e n t s , and an t i - subs t i t u t ion laws is that they do 

not involve the b u r e a u c r a t i c and legal costs o f an t i t r u s t p r o s e c u t i o n s 

and d i v e s t i t u r e s . S o m e p rog res s i s be ing m a d e t o w a r d s a more 

c o m p e t i t i v e p h a r m a c e u t i c a l m a r k e t . The p r o p o r t i o n o f Uni ted 

S t a t e s d rug p r e s c r i p t i o n s which are wr i t t en genet ica l ly rose from 

6 per cent in 1966 to 12.4 per cent in 1977 ( U N C e n t e r on 
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T r a n s n a t i o n a l C o r p o r a t i o n s , 1979:80). I nc iden t s such as the 

C e n t r a f a r m a m b i t , and wider d i s s e m i n a t i o n of in format ion on 

i n t e r n a t i o n a l price va r i a t ions on the same p r o d u c t , will lead to 

g r o w i n g d e m a n d s for price r educ t ions in coun t r i e s with prices well 

a b o v e wor ld a v e r a g e s . T h e reali ty o f g rowing pr ice c o m p e t i t i o n 

from gene r i c m a n u f a c t u r e r s has been conf ron ted by a n u m b e r o f t h e 

ma jo r t r a n s n a t i o n a l s w h o are now deve lop ing lines o f ' b r a n d e d 

g e n e r i c s ' . T h e s e are s imply gene r i c d r u g s to c o m p e t e wi th t he 

of f -pa ten t p r o d u c t s of o t h e r t r a n s n a t i o n a l s , but which use the 

c o m p a n y r e p u t a t i o n of the ' b r a n d e d g e n e r i c ' manu fac tu r e r as a 

p r o m o t i o n a l a d v a n t a g e . 

In sp i te of the g r e a t e r efficiency of the s t ruc tura l so lu t ions to 

b a r r i e r s to c o m p e t i t i o n discussed a b o v e , t he re are still s i tua t ions 

w h e n c o n d u c t r e m e d i e s must be relied upon . Whi le the real hope 

for r e s t o r i n g c o m p e t i t i o n c o m e s from a r e a s o t h e r than ant i t rus t law, 

o n e wou ld not wan t to do away with the lat ter . C o n s i d e r , for 

e x a m p l e , the p r o b l e m of a large c o m p a n y which has a drug in an 

i n t r a v e n o u s l y i n j ec t ab l e , i n t r amuscu la r ly injectable and orally 

i n g e s t a b l e form. A c o m p e t i t o r en te r s the m a r k e t by p roduc ing only 

the i n t r a v e n o u s form, in which i t u n d e r c u t s the price of the first 

c o m p a n y . T h e or ig ina l p r o d u c e r t h e n tel ls its hospi ta l c u s t o m e r s to 

buy all t h r e e forms of the d rug from t h e m , or they will lose their 

n o r m a l bulk d i s coun t on the two lines they con t inue to p u r c h a s e . 

T h i s t ype of res t r i c t ive t r a d e p rac t i ce can really only be dea l t with by 

a c o n d u c t p r o s e c u t i o n or a civil an t i t rus t suit. 

E a r l i e r i t was a r g u e d that pr ic ing p a t t e r n s which have unaccept ­

ab le e c o n o m i c effects should s o m e t i m e s be s t o p p e d , for that reason 

a l o n e , w i t h o u t the r e q u i r e m e n t o f p rov ing consp i r acy , and o rde r s 

for the r e p a y m e n t of excess profits should also be m a d e in some of 

t h e s e c a s e s . Bu t w h o is to dec ide what e c o n o m i c effects are un­

a c c e p t a b l e ? In s o m e E u r o p e a n c o u n t r i e s cour t s t end t o m a k e these 

e c o n o m i c dec i s ions w i thou t great difficulty and wi thou t s l ipping 

in to the m o r a l b l a m e w o r t h i n e s s t r aps which have been the o u t c o m e 

of l ega l i sm in c o u n t r i e s such as A u s t r a l i a , C a n a d a and J a p a n which 

h a v e fol lowed the A m e r i c a n an t i t rus t m o d e l . 

N e v e r t h e l e s s , one w o n d e r s w h e t h e r i t i s the role o f t h e cou r t s to 

m a k e e c o n o m i c d e c i s i o n s . P e r h a p s t he Br i t i sh M o n o p o l i e s C o m ­

mis s ion i n t e r v e n t i o n in t he Va l ium and L ib r ium case study is closer 

to an a p p r o p r i a t e m o d e l . C o u r t s have not fared par t icu lar ly well in 

d e a l i n g wi th the c o m p l e x i t i e s o f an t i t rus t m a t t e r s . P e r h a p s much of 

a n t i t r u s t should be shifted from the legal d o m a i n to the pol i t ical . A 
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p a r l i a m e n t a r y c o m m i t t e e , or a c o m m i s s i o n of e c o n o m i c expe r t s 

a p p o i n t e d by the l eg i s l a tu r e , could hold publ ic hea r ings and m a k e 

r e c o m m e n d a t i o n s abou t the e c o n o m i c desi rabi l i ty o f i n t e rven t ion 

in the pr ic ing s t r u c t u r e of a monopo l i s t i c or ol igopol is t ic m a r k e t 

w i t h o u t n e c e s s a r y re fe rence to mora l b l a m e w o r t h i n e s s or pre­

c e d e n t . T h e l eg i s l a tu re (or p e r h a p s the execut ive u n d e r t he 

A m e r i c a n s y s t e m ) cou ld then choose to accept o r reject the recom­

m e n d a t i o n . T h e pol i t ical sys t em, like the legal sys tem, has its own 

c h e c k s and b a l a n c e s aga ins t abuses o f dec i s i on -mak ing p o w e r 

( e l e c t i o n s , r e m o v a l of minis te rs from office, r e q u i r e m e n t to 

publ ic ly justify d e c i s i o n s , e t c . ) . The d e m o c r a t i c political p r o c e s s , 

wi th all its faul ts , is s u p e r i o r to the legal p rocess for some types of 

d e c i s i o n - m a k i n g , and e c o n o m i c d e c i s i o n - m a k i n g i s one of t h e m . 2 5 

T h e legal sys tem with its more in t r ica te p r o c e d u r a l safeguards is 

c lea r ly s u p e r i o r for dec i s ions which t h r e a t e n the life and liberty of 

i nd iv idua l p e r s o n s accused of w r o n g d o i n g . If, h o w e v e r , one is 

p r e p a r e d to e s c h e w the op t ion o f pun i sh ing indiv iduals (par t icular ly 

i n c a r c e r a t i o n , c o r p o r a l and capi ta l p u n i s h m e n t ) , then the p r imary 

r a t i o n a l e for giving the cour t s responsib i l i ty for dec is ions ab o u t 

u n i q u e and e v e r - c h a n g i n g e c o n o m i c s i tua t ions i s no longer t e n a b l e . 

My o w n view i s that the r epo r t o f t h e Br i t i sh M o n o p o l i e s C o m m i s ­

sion on L i b r i u m and V a l i u m r e p r e s e n t s a mi le s tone on the path to a 

m o r e c o n s t r u c t i v e , more pol i t ica l , a p p r o a c h to an t i t rus t . 

Th i s c o n c l u s i o n might be genera l i sed beyond the p h a r m a c e u t i c a l 

i n d u s t r y . I f the US g o v e r n m e n t w a n t e d to b reak up I B M in 1969, 

w h y did they have to go a b o u t it by tying up cour t s for 13 years and 

s p e n d i n g t ens of mi l l ions of t a x p a y e r s ' do l la rs in legal costs? The 

p r e s u m e d a d v a n t a g e of ce r ta in ty in law is feeble w h e n new and 

rap id ly c h a n g i n g e c o n o m i c rea l i t ies , c o m b i n e d with an inevi table 

legal c o m p l e x i t y to g r a p p l e with such flux, r ende r the o u t c o m e of 

l i t iga t ion a n y o n e ' s guess . P r e s u m e d ce r t a in ty of law is a d u b i o u s 

benefit w h e n an indust ry must suffer t e r r ib le unce r t a in ty for a 

d e c a d e whi le c lumsy cou r t s agon i se over major e c o n o m i c dec i s ions . 

T h e poli ty is m o r e able (even if not a lways wil l ing) to be decis ive . 

S u r p r i s i n g l y , i t can also be more d e t e r m i n e d to b reak up m o n o p o l y 

p o w e r than the c o u r t s . O n e o f t h e i ronies o f t h e o the r major U S 

m o n o p o l i z a t i o n case o f t h e 1970s - A T & T - was that the c o m p a n y 

o p t e d for a legal s e t t l e m e n t in 1982 b e c a u s e of fear that legislat ion 

p e n d i n g in the C o n g r e s s wou ld result in a m o r e severe b r e a k u p of 

A T & T than the c o u r t s wou ld ever dish out (Sunday News Journal, 

10 J a n u a r y 1982). 
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It t h e r e f o r e s eems u n d e s i r a b l e for a m a t t e r like the b r e a k - u p of a 

c o m p a n y with $20 bil l ion in assets to be dec ided e i ther by the cour t s 

or t h r o u g h the secret p o w e r of a d m i n i s t r a t i v e dec i s ion -mak ing . 

Sure ly the b r e a k - u p of I B M is a big e n o u g h political issue to be 

d e b a t e d by e l ec t ed r e p r e s e n t a t i v e s and vo ted on in the C o n g r e s s . 

C y n i c s wou ld be justif ied in po in t ing out that political r egu la t ion is 

m o r e su scep t i b l e to t he power of big m o n e y than legal r egu la t ion . 

C e r t a i n l y poli t ical r egu la t ion must be a c c o m p a n i e d by s t rong 

g u a r a n t e e s of o p e n n e s s and effective laws proh ib i t ing c o r p o r a t e 

c a m p a i g n c o n t r i b u t i o n s . 

T h e th rus t of the conc lus ion to this c h a p t e r is the re fore funda­

m e n t a l l y different from those o f t h e p rev ious two . The prev ious two 

c h a p t e r s p r e s e n t e d a r g u m e n t s for a g r e a t e r role for se l f - regula t ion, 

a g r e a t e r role for a d m i n i s t r a t i v e r egu la t ion and a role for l i t igious 

r e g u l a t i o n of safety less cent ra l t h a n the o the r two s t ra teg ies . The 

p r e s e n t c h a p t e r a lso a r g u e s for in f requent regu la t ion t h r o u g h the 

c o u r t s , but impl ies an increased role for political r a the r than 

a d m i n i s t r a t i v e r e g u l a t i o n , and a min imal role for sel f - regulat ion. 

W i t h safety m a t t e r s t h e r e is an i m p o r t a n t place for self-regulat ion 

b e c a u s e up to a po in t g o v e r n m e n t and bus iness share a c o m m o n 

i n t e r e s t in the sale of safe p r o d u c t s . In c o n t r a s t , c o m p a n i e s do not 

g e n e r a l l y have an in te res t in enforcing the set t ing of lower pr ices for 

t h e i r p r o d u c t s . Since the m a r k e t and the cour t s have failed to 

r e g u l a t e p h a r m a c e u t i c a l pr ices effectively, and since self-regulat ion 

of p r ic ing w o u l d be to put D r a c u l a in cha rge o f t h e b lood b a n k , the 

only c o u r s e is for g r e a t e r p o l i t i c a l - a d m i n i s t r a t i v e " pr ice con t ro l . 

As a r g u e d ea r l i e r , i t is genera l ly p re fe rab le to have such con t ro l s 

t o w a r d the poli t ical end o f t h e po l i t i ca l - admin i s t r a t ive c o n t i n u u m . 

H o w e v e r , vo t ing in the legis la ture on every major an t i t rus t ma t t e r 

w o u l d clear ly clog up the legislative process ( N e u s t a d t , 1980: 

1 4 6 - 4 9 ) . L o w e r levels of pol i t ic i sa t ion (such as t h r o u g h an inde­

p e n d e n t c o m m i s s i o n c o n d u c t i n g an enqu i ry and then mak ing a 

r e c o m m e n d a t i o n for cabine t decis ion u n d e r the W e s t m i n s t e r 

s y s t e m , o r p e r h a p s u n d e r the A m e r i c a n system an i n d e p e n d e n t 

c o m m i s s i o n m a k i n g r e c o m m e n d a t i o n s which will au tomat i ca l ly be 

a d o p t e d un les s t he C o n g r e s s c h o o s e s to veto t hem within a fixed 

p e r i o d ) , mus t be app l i ed to all but the most crucial ant i t rus t de te r ­

m i n a t i o n s . To the ex t en t that profess ional op in ion is re levant to 

t h e s e pol i t ica l d e c i s i o n s , i t should be pr imar i ly the professional 

o p i n i o n s o f e c o n o m i s t s , not l awyers . M o r e impor t an t than 
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pro fess iona l o p i n i o n is c o n s u m e r o p i n i o n . This should be fostered 

by f inancial s u p p o r t for c o n s u m e r g roups to moun t submiss ions to 

g o v e r n m e n t , r e p r e s e n t a t i o n o f c o n s u m e r g r o u p s on re levant com­

m i t t e e s of e n q u i r y and full publ ic access to r ecords of g o v e r n m e n t 

d e l i b e r a t i o n s on an t i t rus t m a t t e r s . W i t h o u t such g u a r a n t e e s , 

po l i t i c i sed an t i t rus t wou ld be cap tu red by the super io r power o f t h e 

c o r p o r a t i o n s in the same way that legal an t i t rus t has been . 
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P e o p l e w h o foster d e p e n d e n c e on illicit drugs such as hero in are 

r e g a r d e d as a m o n g the most u n s c r u p u l o u s pa r i ahs o f m o d e r n civilis­

a t i o n . In c o n t r a s t , p u s h e r s of licit d rugs tend to be viewed as 

a l t ru i s t i ca l ly m o t i v a t e d p u r v e y o r s o f a social good . Yet d e p e n d e n c e 

on V a l i u m or D a r v o n can have c o n s e q u e n c e s jus t as frightening as 

h e r o i n a d d i c t i o n . C o n s t a n t l y in the med ia we read ho r ro r s tories of 

b i z a r r e e x p l o i t s of p e o p l e u n d e r the influence of illicit d rugs . I t took 

the d rug d e p e n d e n c e o f t h e wife o f a p r e s iden t , Be t ty F o r d , to get 

h e a d l i n e s abou t V a l i u m addic t ion into A m e r i c a n n e w s p a p e r s . 

V a l i u m in i n t e r a c t i o n with a lcohol can p r o d u c e a ' pa radox ica l 

rage r e a c t i o n ' - p a r a d o x i c a l because V a l i u m is supposed to bring 

c a l m , not r a g e . F D A adve r se r eac t ion fi les tell o f a w o m a n w h o , 

h a v i n g had a few d r i n k s , had an a r g u m e n t with her husband . W h e n 

he left t he h o u s e , she took several Va l ium tab le t s to calm down and 

w e n t to s l eep . W o k e n by the r e tu rn o f t h e h u s b a n d , she took out a 

p is tol and shot him d e a d . The story p r o v e s no th ing . P e r h a p s the 

F D A w e r e w r o n g to classify this as an ' obv ious adve r se rage 

r e a c t i o n ' to V a l i u m . She might have shot him wi thou t the Va l ium. 

T h e po in t is t ha t t h e r e is no news value in anti-social conduc t 

p r e s u m e d to be caused by licit d rugs . C o m p a r a b l e cases w h e r e illicit 

d r u g s migh t be p r e s u m e d to cause ant i -socia l b eh av i o u r dec ided ly 

a r e n e w s . 

Pub l i c o p i n i o n r e g a r d s the p r o d u c t i o n and d is t r ibu t ion of illicit 

d r u g s as a m a l e v o l e n t consp i racy of vast p r o p o r t i o n s . In a p ro ­

v o c a t i v e p a p e r , G o r r i n g (1978 : 82) a rgues tha t the publ ic image of 

h e r o i n d i s t r i b u t i o n is really not a sound desc r ip t ion o f w h a t h a p p e n s 

in the he ro in t r a d e , but is r e m a r k a b l y in accord with what in fact 
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h a p p e n s in the d i s t r i bu t ion of legal d rugs of add ic t ion . G o r r i n g 

d e l i n e a t e s the c o m m o n l y held beliefs abou t he ro in as: 

1. T h a t a huge and e l a b o r a t e o r g a n i z a t i o n , forming a ne twork 

ac ro s s i n t e r n a t i o n a l b o u n d a r i e s , exists to hand le it. 

2 . T h a t the p o w e r b r o k e r s in this o r g a n i z a t i o n , c o n c e r n e d only 

wi th m a x i m i z i n g profits which run to t h o u s a n d s of per cen t , 

c o r n e r all supp l ies o f t h e drug . 

3. T h a t a d i s t r i b u t i o n h ie ra rchy exis ts . At the top are faceless 

m e n in some undefined foreign c o u n t r y in the Eas t . B e l o w 

t h e m are a g e n t s w h o a r r ange supply to i m p o r t e r s in o the r 

c o u n t r i e s . T h e i m p o r t e r s , in t u r n , have agen t s w h o o p e r a t e a 

sales n e t w o r k t h r o u g h o u t their own coun t ry to achieve 

m a x i m u m d i s t r i bu t i on . At the lowest level i s the pushe r whose 

j o b i t is to see t h a t , i r respec t ive of c o n s e q u e n c e s , the 

m a x i m u m n u m b e r of c o n s u m e r s use as much o f t h e drug as 

they can afford to pay for. 

4. T h a t the c o n s u m e r ' s welfare is i m p o r t a n t only because a 

d e a d c o n s u m e r no longer uses d rugs a n d , i f his dea th is 

a t t r i b u t e d to the use of d r u g s , i t may d i scou rage o the r s from 

t a k i n g t h e m . 

5 . T h a t t he i m m o r a l i t y o f t h e o p e r a t i o n lies in the d e l i b e r a t e , 

p r o f i t - m o t i v a t e d c r ea t i on of a need which is seen as 

d e t r i m e n t a l to bo th the c o n s u m e r and society as a w h o l e . The 

fact that the c o n s u m e r de r ives t r ans i en t p l easu re from the 

gra t i f ica t ion of this illicit need inc reases the immora l i ty . 

6 . T h a t o t h e r c r imina l act ivi t ies occur in the process of 

d i s t r i b u t i o n - b r i be ry and c o r r u p t i o n of officials, ru th less 

m e a s u r e s t a k e n to squeeze out r iva l d i s t r i bu to r s . 

G o r r i n g a r g u e s tha t the hero in t r ade is not as highly o rgan i sed as 

p o p u l a r belief wou ld have it. O p i u m is g rown by peasan t s and 

p u r c h a s e d by small t r a d e r s . The factories w h e r e i t is refined into 

h e r o i n are small and often makeshif t . W h i l e the re are many large 

d e a l e r s (see M c C o y , 1980), equal ly significant are the small se l le rs , 

w h o , far from cynical ly m a n i p u l a t i n g add ic t ion in o t h e r s , are 

a d d i c t s t h e m s e l v e s w h o buy for their own use and sell excess to 

f r i ends . C o n v e r s e l y , G o r r i n g ' s a r g u m e n t that her six points con­

s t i tu te a m o r e a c c u r a t e dep ic t ion of the mu l t i na t iona l p h a r m a ­

ceu t i ca l i ndus t ry ha rd ly n e e d s to be r e p e a t e d h e r e . This c h a p t e r will 

p r o v i d e fur ther t e s t i m o n y to the validity of all the po in t s except 

n u m b e r 4 , wh ich goes too far. 
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A bit of history 

S o m e qu i t e d i rec t l inks b e t w e e n the licit and illicit drug t r ades can 

be m a d e . T o d a y the Swiss c o m p a n y Hoffman-La R o c h e i s the 

w o r l d ' s l e a d i n g sel ler o f legal p s y c h o t r o p i c d rugs . E l m e r Bobs t was 

p r e s i d e n t o f H o f f m a n - L a R o c h e in the U n i t e d Sta tes until the end 

o f t h e Second W o r l d W a r , and in the 1960s re igned as p res iden t of 

W a r n e r - L a m b e r t . In his a u t o b i o g r a p h y , Bobs t revealed that R o c h e 

w a s heav i ly invo lved in the supply of m o r p h i n e to the u n d e r w o r l d 

b e t w e e n the two war s ( B o b s t , 1973: 123-25) . The C a n t o n Road 

s m u g g l i n g ca se , heard by the Mixed C o u r t of Shangha i in 1925, 

r e v e a l e d t he ex t ens ive i n v o l v e m e n t of Hoffman-La R o c h e in the 

i l legal d r u g t r a d e . T h e case invo lved 180 ches t s of o p i u m sh ipped 

from C o n s t a n t i n o p l e and sold in C h i n a , and 26 boxes con ta in ing 

mos t ly he ro in i m p o r t e d from B a s l e , Swi tzer land by a C h i n e s e 

d e a l e r , G w a n d o . ' D o c u m e n t s p r o d u c e d a t the trial revea led tha t a 

c o n s i d e r a b l e t r a d e had b e e n plying b e t w e e n G w a n d o and the Swiss 

d r u g f i rms Hof fman La R o c h e and M a c D o n a l d and C o . ' ( B r u u n , 

1979: 3) . 

T h e m i n u t e s o f the L e a g u e o f N a t i o n s O p i u m A d v i s o r y C o m ­

m i t t e e m e e t i n g of 1927 reveal tha t w h e n a n o t h e r case of traffic 

i nvo lv ing R o c h e was d i scussed , the c h a i r m a n o f t h e Bri t ish de lega­

t i o n , Sir J o h n C a m p b e l l a rgued that he 'had no doub t w h a t e v e r that 

Hof fman La R o c h e and C o m p a n y was not a firm to which a l icence 

to dea l w i th d rugs shou ld be g iven . ' R o c h e was not a l o n e . Many 

s u p p o s e d l y l aw-ab id ing p h a r m a c e u t i c a l f irms were a lmost equal ly 

n o t o r i o u s . A t the 1923 m e e t i n g o f t h e O p i u m Adv i so ry C o m m i t t e e , 

the C h i n e s e r e p r e s e n t a t i v e s po in ted out that G e r m a n y , G r e a t 

B r i t a i n , J a p a n , Swi t ze r l and and the U n i t e d S ta te s were all tu rn ing 

ou t ' m o r p h i n e by the ton , which was p u r c h a s e d by the smugglers by 

the t o n ' . 

S o m e o f t h e grea t p h a r m a c e u t i c a l c o m p a n i e s o f today owe their 

e x i s t e n c e to profits from the t r ade in he ro i n and m o r p h i n e in an era 

wh ich laid the f o u n d a t i o n s for the se l f -pe rpe tua t ing cycles of 

a d d i c t i o n to t h e s e d rugs in m o d e r n soc ie t ies . The next g e n e r a t i o n 

migh t look back on the act ivi t ies of Hof fman-La R o c h e in pushing 

V a l i u m and L i b r i u m wi th disgust equa l to that we feel today 

t o w a r d s the i r he ro in sales b e t w e e n the w a r s . I t is fair c o m m e n t to 

say tha t R o c h e has a lways been one s tep a h e a d of public o p i n i o n , 

m a k i n g mass ive profits from drugs of add ic t ion in the era before the 

d rug b e c o m e s a m a t t e r of w i d e s p r e a d publ ic c o n c e r n . O t h e r global 
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p h a r m a c e u t i c a l c o m p a n i e s carry a similar legacy. At the turn of 

the c e n t u r y B a y e r w e r e apply ing the same m a s s - m a r k e t i n g tact ics 

to he ro in as it had used so successfully with aspir in . Baye r ' s 

i n t e r n a t i o n a l adve r t i s i ng c a m p a i g n p r o m o t e d hero in as a p a n a c e a 

for infant r e s p i r a t o r y a i l m e n t s . At abou t the same t ime P a r k e -

D a v i s was app ly ing similar p r o m o t i o n a l en thus i a sm to the 

t h e r a p e u t i c v i r t u e s o f coca ine . As one o f t h e wor ld ' s leading coca ine 

m a n u f a c t u r e r s , P a r k e - D a v i s p r o d u c e d coca -co rd i a l , coca ine 

c i g a r e t t e s , h y p o d e r m i c c a p s u l e s , o i n t m e n t s and sprays ( M u s t o . 

1973: 7 ) . A m p h e t a m i n e s a re p r o d u c e d for the A m e r i c a n m a r k e t in 

q u a n t i t i e s which far exceed any c o n c e i v a b l e level of legi t imate 

d e m a n d . M a n y of the pills sold in mass ive o rde r s to M e x i c a n 

p u r c h a s e r s a r e r e d i r e c t e d back to t he s t ree t t r a d e in the U n i t e d 

S t a t e s . 

T h e r e is no e v i d e n c e of direct sales of a m p h e t a m i n e s to the 

u n d e r w o r l d b y t o d a y ' s r e p u t a b l e d rug c o m p a n i e s . N e v e r t h e l e s s , 

t h e r e are s imi la r i t i es b e t w e e n the role of indus t ry in suppor t ing the 

s t r ee t t r a d e in a m p h e t a m i n e s and the role which indus t ry played in 

h e r o i n d i s t r i b u t i o n b e t w e e n the w a r s . Exces s p r o d u c t i o n i s 

u n l o a d e d wi th full k n o w l e d g e of w h e r e that excess will end up . 

T h e mos t i m p o r t a n t link b e t w e e n licit and illicit d rug use is 

m e d i a t e d by c u l t u r e . The cons t an t b a r r a g e o f O T C (over the 

c o u n t e r ) d rug adve r t i s i ng on t e lev i s ion , c o m b i n e d with the 

h e g e m o n y of d r u g t h e r a p y in the medica l p rofess ion , c r e a t e s a 

p i l l - p o p p i n g c u l t u r e . Y o u n g p e o p l e need to d e v e l o p a t o l e r a n c e of 

f rus t ra t ion t h r o u g h fol lowing adult role m o d e l s w h o wi ths tand and 

c o p e wi th the s t r e s ses and anx ie t i e s of eve ryday life. But drug 

a d v e r t i s i n g c o n s t a n t l y e x p o s e s ch i l d r en to o p p o s i t e role m o d e l s -

a d u l t s w h o i m m e d i a t e l y resor t to chemica l so lu t ions to frustrat ion 

r a n g i n g from h e a d a c h e s to in somnia and mild anxie ty . A n d the 

a d v e r t i s i n g i s pe rva s ive . B r i s t o l - M y e r s and A m e r i c a n H o m e 

P r o d u c t s spend m o r e o n A m e r i c a n n e t w o r k T V adver t i s ing t h a n 

G e n e r a l M o t o r s . S e n a t o r G a y l o r d N e l s o n found that the annua l 

e x p e n d i t u r e s on t he adve r t i s i ng o f p sychoac t ive O T C drugs exceed 

the federa l g o v e r n m e n t ' s a l loca t ions to c o m b a t d rug abuse ( H u g h e s 

and B r e w i n , 1 9 7 9 : 2 6 1 ) . The i m p o r t a n c e of adul t role m o d e l s in this 

r e g a r d is n o w fairly well e s t ab l i shed . T h e r e is e v i d e n c e that pa r en t s 

w h o are use r s of t r a n q u i l l i s e r s , b a r b i t u r a t e s and s t imulan ts are 

m o r e l ikely to have ch i ld ren w h o are users o f m a r i j u a n a , L S D , and 

o t h e r d r u g s ( P e k k a n e n , 1973: 9 7 - 8 ) . 
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The overmedicated society 

T h e s u b c o m m i t t e e heard that one out of every two hospi ta l ized 

A m e r i c a n s w h o rece ives ant ib iot ics this yea r will be tak ing a drug 

t h a t is i r r a t iona l ly p resc r ibed and which may result in an adverse 

d rug r e a c t i o n . As an overal l c lass , adve r s e drug reac t ions a l ready 

a c c o u n t for $2 bi l l ion in medical and hospi tal costs and 30,000 

d e a t h s each yea r . E igh ty pe rcen t of these reac t ions are t hough t to 

b e p r e v e n t a b l e ( S e n a t o r E d w a r d K e n n e d y , S u b c o m m i t t e e o n 

H e a l t h , 1974: 719) . 

T h e n u m b e r of d e a t h s from adverse drug reac t ions in the Uni ted 

S t a t e s each year has been a hot ly d i spu ted ques t ion , with some 

r e s e a r c h e r s c l a iming that the n u m b e r could be as high as 130,000 for 

h o s p i t a l - i n d u c e d r eac t i ons alone (e .g . S h a p i r o e t a l . , 1971). I r res ­

p e c t i v e of w h e t h e r a m o r e accura te figure is 30,000 or 130,000, it is 

c e r t a i n tha t A m e r i c a pays a heavy price for being an o v e r m e d i c a t e d 

soc ie ty . I n v a r i a b l y , d r u g s which are powerful e n o u g h to cont ro l a 

d i s e a s e a re also c a p a b l e of causing severe injury to p a t i e n t s . As one 

c o r p o r a t e med ica l d i r ec to r exp la ined : 'P resc r ip t ion drugs are no 

m o r e than t a m e d p o i s o n s . ' 

T h e d i seases for which a d rug is r e c o m m e n d e d are called its 

i n d i c a t i o n s , and the d iseases for which i t wou ld be par t icu lar ly 

d a n g e r o u s to use the drug are its c o n t r a - i n d i c a t i o n s . P h a r m a ­

ceu t i ca l c o m p a n i e s na tura l ly have an in te res t in e x p a n d i n g m a r k e t s 

by p r o m o t i n g w i d e ind ica t ions and l imit ing con t r a - i nd i ca t i ons . 

T h e e x t e n t o fa d rug ' s indica t ions is no academic ques t ion . If, for 

e x a m p l e , a d r u g is r e c o m m e n d e d and used for a d isease agains t 

wh ich i t is not effect ive , then the d i s e a s e , p e r h a p s s e r ious , will be 

left u n t r e a t e d . In add i t i on , and desp i te the ineffectiveness o f t h e 

d r u g , the p e r s o n using i t still runs the risk ofi ts toxic effects. E v e n 

i f t h e d rug is effect ive, the person may be subjected to 

u n n e c e s s a r y risks if a less toxic d rug would do the j o b as well 

( L e d o g a r , 1 9 7 5 : 7 ) . 

P h a r m a c e u t i c a l c o m p a n i e s even m a n a g e to invent new diseases 

as i n d i c a t i o n s . M a d i s o n A v e n u e i s ab le to r e s p o n d creat ively when 

t h e p h a r m a c e u t i c a l c o m p a n y says: ' H e r e ' s the c u r e , find the 

d i s e a s e . ' An e x a m p l e of such crea t iv i ty was the p r o m o t i o n of 

L i l ly ' s A v e n t y l for a new d isease called ' behav io ra l drift'. 

B e h a v i o r a l drift, a c c o r d i n g to the medica l j o u r n a l a d v e r t i s e m e n t s , 

is def ined as: 
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1st v is i t . . . and t h e n I start crying for no real r e a son ; 2nd visit 

. . . I c an ' t sit still. I t m a k e s me n e r v o u s to stay in one p l ace ; 3rd 

v i s i t . . . I s e e m to have lost my p o w e r s of c o n c e n t r a t i o n ; 4th visit 

. . . T h e least noise and I 'm ready to c l imb the wal ls ; 5th vis i t . . . 

M a y b e it 's silly, but I th ink I have c a n c e r ; 6th v i s i t . . . I feel so 

w o r t h l e s s all the t i m e ; 7th v i s i t . . . I can ' t fall a s l eep , so I r o a m 

t h r o u g h the h o u s e ; 8th v is i t . . . D o c t o r , are you sure it 's not 

c a n c e r ? 

T h e n t h e r e is the m o r e basic s t ra tegy of defining indica t ions such 

as d e p r e s s i o n as widely as poss ib le . Dr R i c h a r d C r o u t , D i r e c t o r of 

the F D A ' s B u r e a u of D r u g s , gives the e x a m p l e of a Pfizer v ideo t ape 

d i s t r i b u t e d to hosp i t a l s . The t ape beg ins by asser t ing that 4 to 8 

mi l l ion A m e r i c a n s suffer from d e p r e s s i o n , but later we are told that 

u n d e r a def ini t ion of d e p r e s s i o n as ' a b s e n c e of j oy ' the figure would 

be 20 mi l l ion . C r o u t c o n c l u d e s that Pfizer w e r e a t t e m p t i n g to c rea te 

the i m p r e s s i o n that d e p r e s s i o n was ' e v e r y w h e r e and being under ­

d i a g n o s e d ' . 

V a l i u m has b e e n the d rug which has been most heavily and 

successfully p r o m o t e d in this kind of way. The overuse of V a l i u m 

has b r o u g h t a frightful cost . Fo r a t w e l v e - m o n t h per iod in 1976-77 , 

o n e s tudy found tha t 54 ,400 sought hospi ta l e m e r g e n c y room 

t r e a t m e n t in the U n i t e d Sta tes c o n c e r n i n g the u se , o v e r u s e , o r 

a b u s e o f V a l i u m ( H u g h e s and B r e w i n , 1979: 8-9) . D u r i n g the same 

p e r i o d , the s tudy , c o n d u c t e d by the N a t i o n a l Ins t i tu te o f D r u g 

A b u s e , found a t least 900 d e a t h s a t t r i b u t a b l e to Va l ium use , plus 

a n o t h e r 200 d e a t h s l inked to its chemica l p r e d e c e s s o r , L i b r i u m . 

M a n y of t he d e a t h s w e r e due to e i the r acc identa l o r in ten t iona l 

o v e r d o s e . H e n c e the conc lus ion of Dr E d w a r d T o c u s , chief o f the 

D r u g A b u s e Staff a t the F D A that "We are d e v e l o p i n g a popu l a t i on 

d e p e n d e n t on this d rug equa l to the n u m b e r of a lcohol ics in this 

c o u n t r y . We are in a s i tua t ion now w h e r e we see at least as many 

p e o p l e be ing hur t by th is d rug as a re be ing helped by it' ( H u g h e s 

and B r e w i n , 1979: 2 4 ) . 

T h e N a t i o n a l In s t i t u t e of D r u g A b u s e c o n c l u d e s from its study 

tha t Li l ly ' s D a r v o n is an even bigger d a n g e r than Va l ium. I t was 

l inked to 1,100 d e a t h s dur ing the year . D a r v o n has been the subject 

of a c o n c e r t e d pub l i c - in t e re s t c a m p a i g n for w i thd rawa l from the 

m a r k e t . Lilly de fends its p roduc t by po in t ing out that if used 

p r o p e r l y and cau t i ous ly , i t has t h e r a p e u t i c va lue . The public-

i n t e r e s t m o v e m e n t , in t u r n , rep l ies that the p roduc t i s not being 
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used cau t ious ly prec ise ly b e c a u s e o f t h e adver t i s ing hype of Lilly 's 

p r o m o t i o n o f D a r v o n in the years following its re lease . 

T h e mos t w a n t o n e x a m p l e o f t h e ove ruse of a drug causing social 

h a r m b e c a u s e of p r o m o t i o n for excess ive indica t ions is that of 

c h l o r a m p h e n i c o l by P a r k e - D a v i s (now a subsidiary of W a r n e r -

L a m b e r t ) . C h l o r a m p h e n i c o l is a r e m a r k a b l y effective ant ib io t ic in 

the t r e a t m e n t of a l imited range of infect ions - typhoid fever, 

h a e m o p h i l u s inf luenza, and a few o t h e r s . Bu t it was p r o m o t e d as a 

b r o a d - s p e c t r u m a n t i b i o t i c , and p re sc r ibed by doc to r s for every­

t h i n g from sore t h r o a t s to a c n e . In its first yea r on the m a r k e t , 1951, 

P a r k e - D a v i s sold $52 mill ion wor th of c h l o r a m p h e n i c o l (brand 

n a m e C h l o r o m y c e t i n ) , to put the c o m p a n y a t the top of drug-

c o m p a n y e a r n i n g s for that year . 

U n f o r t u n a t e l y , c h l o r a m p h e n i c o l was assoc ia ted with a n u m b e r of 

s e r i o u s s ide-effects , the wors t being aplas t ic a n a e m i a . Ap la s t i c 

a n a e m i a causes a t e r r ib le d e a t h , especia l ly in ch i ld ren . The p r o b ­

abi l i ty o f t h e side-effect a p p e a r i n g was not high, so in the t r e a t m e n t 

of a se r ious d i sease like t y p h o i d , it was a risk wor th tak ing . But for 

the t r e a t m e n t o f c o m m o n cold and o the r trivial c o m p l a i n t s the r isk 

is u n c o n s c i o n a b l e . T h e F D A was c o n c e r n e d , and in 1952 issued an 

official w a r n i n g tha t c h l o r a m p h e n i c o l "should not be used indis­

c r i m i n a t e l y for m i n o r in fec t ions ' . P a r k e - D a v i s m i s r e p r e s e n t e d the 

F D A w a r n i n g to its own sales r e p r e s e n t a t i v e s in a "Pres ident ' s 

L e t t e r ' wh ich read: ' C h l o r o m y c e t i n [ c h l o r a m p h e n i c o l ] has been 

officially c l ea r ed by the F D A and the Na t iona l R e s e a r c h Counci l 

wi th no r e s t r i c t i ons on the n u m b e r or the range of d i seases for which 

C h l o r o m y c e t i n may b e a d m i n i s t e r e d . ' The N e l s o n S u b c o m m i t t e e 

d i s c o v e r e d in N o v e m b e r 1967 that 3.5 to 4 mill ion A m e r i c a n s were 

be ing dosed wi th P a r k e - D a v i s C h l o r o m y c e t i n each year . I f the drug 

had been p re sc r ibed only for c o n d i t i o n s for which it was truly 

i n d i c a t e d , i t w a s e s t i m a t e d that only 10,000 p e r s o n s at most would 

have r ece ived i t ( U S S e n a t e , 1968; Par t 6: 2566) . A nat ional survey 

in 1975, m o r e t h e n t w e n t y years after the fatal side-effects of 

c h o l o r a m p h e n i c o l w e r e clearly e s t a b l i s h e d , found that dur ing the 

y e a r 93 ,000 c h l o r a m p h e n i c o l p r e sc r i p t i ons were wr i t t en in the US 

for u p p e r r e s p i r a t o r y infect ions ( S u b c o m m i t t e e on H e a l t h , 1978: 

664) . 

The costs of promotion 

W h e n the p r o p o r t i o n o f t h e G N P spent on heal th i s never enough to 
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p r o v i d e a d e q u a t e hea l th care for e v e r y o n e , i t is t ragic to see hea l th 

c a r e r e s o u r c e s was t ed on act ivi t ies which often do as much harm as 

g o o d . T h e F D A e s t i m a t e s that p h a r m a c e u t i c a l c o m p a n i e s i n the 

U n i t e d S t a t e s spend b e t w e e n $6 ,000 and $8,000 each year for every 

d o c t o r in the c o u n t r y on p resc r ip t ion d rug p r o m o t i o n . The total 

c o m e s to ove r a bi l l ion do l l a r s , several t imes the US g o v e r n m e n t ' s 

e x p e n d i t u r e on the na t i on ' s medica l schoo ls . On one drug a l o n e , 

I n d e r a l , A m e r i c a n H o m e P r o d u c t s s p e n d s $4 mill ion on p r o m o t i o n 

a n n u a l l y wi th in the U n i t e d S ta tes . 

M u c h o f t h e p h a r m a c e u t i c a l i ndus t ry ' s p r o m o t i o n a l e x p e n d i t u r e 

a r o u n d the wor ld goes on p e r k s for doc to r s w h o p resc r ibe the 

c o m p a n y ' s p r o d u c t s . D o c t o r s and the i r wives are f lown to all-

e x p e n s e s - p a i d ' c o n f e r e n c e s ' in exo t ic loca t ions such as B e r m u d a , 

N i c e , the W a l d o r f A s t o r i a in N e w York C i ty . ' Selec ted influential 

p h y s i c i a n s in the Th i rd Wor ld can expec t much m o r e , accord ing to 

S i l v e r m a n et al. (1982: 121), including free M e r c e d e s - B e n z s e d a n s , 

p r o s t i t u t e s laid o n , or simply a cash k ickback for each prescr ip t ion 

w r i t t e n . S i l v e r m a n et al. (1982: 123) quo te a well placed source in 

N i g e r i a as sugges t ing tha t a third o f t h e who le sa l e cost of p rescr ip­

t ion d r u g s goes on this graft. 

T h e K e n n e d y S e n a t e hea r ings d o c u m e n t e d gifts to doc to r s o f 

f r e eze r s , t a p e r e c o r d e r s , s t e t h o s c o p e s , golf balls with Pfizer 

s t a m p e d on t h e m ; i n d e e d , a lmos t every type o f c o n s u m e r p roduc t 

i m a g i n a b l e ( S u b c o m m i t t e e on H e a l t h , 1974). The gifts are 

d i s t r i b u t e d by the sales r e p r e s e n t a t i v e to c l ien ts , the value of 

the gifts b e a r i n g a r e l a t i onsh ip to how heavy a p resc r ibe r of 

t h e c o m p a n y ' s p r o d u c t s the doc to r is, or is likely to be . A survey 

by K e n n e d y ' s staff r evea led tha t , du r ing the ca l enda r year 1973, 

20 p h a r m a c e u t i c a l c o m p a n i e s gave 12.8 mill ion gifts to m e m b e r s 

of the h e a l t h - c a r e profess ions and over two billion samples of 

free d r u g s ( S u b c o m m i t t e e on H e a l t h , 1974: 1273). Some of the 

gifts are so u n c t u o u s as to m a k e one w o n d e r why they do not 

p r o d u c e a b a c k l a s h from the medica l profess ion . Sena to r K e n n e d y 

p r o d u c e d a Peggy L e e r eco rd . Ins ide the s leeve was a note which 

said: 

D e a r D o c t o r : Fo r an e n t e r t a i n e r , a p p l a u s e i s very pe rsona l and 

an i m m e d i a t e sign of a p p r e c i a t i o n , so this a lbum is my way of 

a p p l a u d i n g you in the medica l profess ion. It is a special a lbum 

tha t we h a v e w o r k e d out wi th A b b o t t L a b o r a t o r i e s , and my great 

h o p e is tha t it will give you p leasu re p e r h a p s at a t ime you have a 
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real need for m o m e n t s of r e l axa t ion . Wi th t h a n k s for all you have 

d o n e , [ s igned] Peggy L e e 

T h e back of the s leeve r e a d s : 'Placidyl when s leep is a part of 
t h e r a p y . ' 

S o m e c o u n t r i e s have b a n n e d the giving of gifts to d o c t o r s . But 

t h e r e are m a n y ways a r o u n d such laws. O n e is for the drug c o m p a n y 

to l e n d ' e x p e n s i v e e q u i p m e n t for the su rge ry , but never ask for its 

r e t u r n . The greed of some doc to r s plays an impor t an t part in 

p e r p e t u a t i n g the p roces s . O n e execu t ive c o m p l a i n e d to me that he 

had r ecen t ly been c o n t a c t e d by a medical assoc ia t ion which was 

h a v i n g a golf t o u r n a m e n t (which had no th ing to do with med ic ine ) 

and wh ich d e m a n d e d that his c o m p a n y d o n a t e an expens ive t r o p h y . 

A f o r m e r sales r e p r e s e n t a t i v e told the following story of doc to r 

g r e e d : 

O n e o f the mos t d i s conce r t i ng e x p e r i e n c e s o f my deta i l ing ca ree r 

i s w h e n o n e phys ic ian told me he had several p o o r pa t i en t s who 

could not afford to buy the i r m e d i c a t i o n . I the re fore gave him a 

g e n e r o u s supply of those p r o d u c t s which he said those pa t i en t s 

w e r e t a k i n g . 

T h e fol lowing day I saw tha t very same physic ian walk into one 

of my p h a r m a c y a c c o u n t s with two shopp ing bags fil led with the 

s a m p l e s I had given h im, in add i t ion to s ample s which o the r 

d e t a i l m e n had left wi th h im. 

In r e t u r n for this del ivery of s ample s the doc to r took shaving 

c r e a m , razor b l a d e s , and a bot t le of co logne for his wife. The 

p h a r m a c y mos t likely filled the p re sc r ip t i ons at his regular pr ice 

wi th s a m p l e s tha t the doc to r d r o p p e d off ( S u b c o m m i t t e e on 

H e a l t h , 1974: 7 2 5 - 6 ) . 

U n f o r t u n a t e l y , the resel l ing of free phys ic ians ' samples is a 

c o m m o n p r a c t i c e in mos t par t s o f the w o r l d , a l though limited 

c o n t r o l s have recen t ly been i n t roduced in the U n i t e d S ta tes . The 

p r a c t i c e has b e e n so c o m m o n that b l a c k - m a r k e t coun te r fe i t e r s o f 

p r e s c r i p t i o n d r u g s , often par t of o rgan i sed c r i m e , have been able to 

tell p h a r m a c i s t s t ha t the i r w a r e s w e r e ' phys ic i ans ' samples you can 

h a v e c h e a p ' ( K r e i g , 1967: 2 0 4 ) . 

Promotional expenditure pays off 

I do not p r e s u m e to have the c o m p e t e n c e to p r o n o u n c e on the 
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difficult q u e s t i o n o f w h a t cons t i t u t e s ra t iona l p resc r ib ing . H o w e v e r , 

w h e r e r e sea r ch has b e e n done by p e o p l e with the re levant exper ­

t i s e , e v i d e n c e of o v e r p r e s c r i b i n g has b e e n found. At the Univers i ty 

o f S o u t h e r n Cal i fornia Medica l C e n t e r , w h e r e 600,000 prescr ip­

t i ons are w r i t t e n each yea r , a g r o u p of five phys ic ians and two 

p h a r m a c i s t s , in c o l l a b o r a t i o n with hospi ta l staff from all special­

i t i e s , defined r a t iona l m a x i m u m p re sc r i p t i ons for 78 c o m m o n drugs 

( M a r o n d e e t a l . , 1971). Fo r seda t ives and t r anqu i l l i se r s 30-40 per 

cen t of p r e s c r i p t i o n s wr i t t en were found to be in excessive quan­

t i t i es . T h a t is , r a t iona l p r e sc r ib ing , solely in t e r m s of a m o u n t s 

( w i t h o u t c o n s i d e r i n g w h e t h e r i t was ra t ional to p resc r ibe the 

p r o d u c t at all) migh t resul t in a d rop in sales o f t h e o rde r of 30 -40 

per cen t . This f igure a lso ignores o v e r m e d i c a t i o n resul t ing from 

p a t i e n t s o b t a i n i n g ra t iona l p r e sc r i p t i ons i n d e p e n d e n t l y from 

n u m e r o u s p h y s i c i a n s . A further i n t e re s t ing f inding was that a lmost 

half the excess ive p r e s c r i p t i o n s could be a c c o u n t e d for by a small 

m i n o r i t y of 3.4 per cent of the phys ic ians who were super-

p r e s c r i b e r s . 

In a n o t h e r s t u d y , Stolley e t al. (1972) found that doc to r s w h o 

w e r e , a c c o r d i n g to the i r c r i t e r ia , ra t iona l p r e s c r i b e r s , relied more 

heav i ly on the r e a d i n g of medica l j o u r n a l s for in format ion ab o u t 

d r u g s t h a n on indus t ry p r o m o t i o n . Bu t t h e r e is a wea l th of ev idence 

from surveys of d o c t o r s to d e m o n s t r a t e that ove rwhe lming ly the 

m o s t i m p o r t a n t sou rce o f in fo rma t ion a b o u t drugs i s the p h a r m a ­

ceu t i ca l i ndus t ry : sales r e p r e s e n t a t i v e s , p r o m o t i o n a l mate r ia l in the 

m a i l , j o u r n a l a d v e r t i s e m e n t s , m e e t i n g s , cocktai l par t ies o rgan i sed 

by the i n d u s t r y , 2 e tc . . . . (Office of H e a l t h E c o n o m i c s , 1978; 

W a l k e r , 1 9 7 1 ; M i n t z , 1967: 86 ; M o s e r , 1974; American Medical 

News, 1973; E a t o n and Pa r i sh , 1976). 

T h e s e surveys a lso show tha t the most i m p o r t a n t single source of 

i n f o r m a t i o n , pa r t i cu la r ly c o n c e r n i n g new d r u g s , i s the p h a r m a ­

ceu t i ca l c o m p a n y sales r e p r e s e n t a t i v e . T h e r e i s ev idence that 

p h y s i c i a n s w h o get m o r e visits from sales r e p r e s e n t a t i v e s wri te 

m o r e p r e s c r i p t i o n s . W a l k e r ( 1 9 7 1 : 7 4 ) found that doc to r s w h o wri te 

o v e r 150 p r e s c r i p t i o n s a week receive m o r e t h a n eight visits a week 

from sales r e p r e s e n t a t i v e s . D o c t o r s w h o w r o t e fewer than 50 pres ­

c r i p t i o n s a w e e k r ece ived fewer than half th is n u m b e r of visits. This 

n e e d not necessa r i ly m e a n that the ex t ra visits cause increased sa les , 

b e c a u s e r e p r e s e n t a t i v e s select for special a t t e n t i o n doc to r s w h o are 

k n o w n as heavy p r e s c r i b e r s . M o r e conv inc ing i s the f inding that 

a m o n g phys i c i ans w h o w r o t e over 50 p r e sc r i p t i ons a w e e k , 80 per 
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cen t r e p o r t e d tha t indust ry was the i r most i m p o r t a n t source of 

i n f o r m a t i o n abou t n e w d r u g s ; a m o n g those wri t ing 31 -50 pres ­

c r i p t i o n s per w e e k , half re l ied pr imar i ly on industry sources and 

half p r imar i ly on profess ional s o u r c e s ; and a m o n g d o c t o r s wri t ing 

30 or fewer p r e s c r i p t i o n s a w e e k , only 40 per cent relied pr imar i ly 

on i n d u s t r y s o u r c e s ( W a l k e r , 1971: 74) . 

Medical journal advertising 

She is s t a n d i n g a lone before a d a r k e n e d b a c k g r o u n d : a y o u n g 

co l l ege g i r l , c a r r y i n g b o o k s . The co rne r s o f her m o u t h are tu rned 

d o w n . It is not a grim exp re s s ion but i t exhib i t s conce rn and 

sugges t s u n c e r t a i n t y . T h e copy u n d e r her p ic ture r eads : 'A 

W h o l e N e w W o r l d . . . of A n x i e t y . ' S u r r o u n d i n g her on the 

b a c k g r o u n d a re i talicised sugges t ions of wha t the anx ious world 

migh t be . ' T h e n e w col lege s tuden t may be afflicted by a sense of 

lost ident i ty in a s t r ange e n v i r o n m e n t . ' A n o t h e r sugges t ion: 

' E x p o s u r e to n e w friends and o t h e r influences may force her to 

r e e v a l u a t e herself and her goa l s . ' Ye t a n o t h e r : ' H e r newly 

s t i m u l a t e d in te l lec tua l cur ios i ty may m a k e her more sensi t ive to 

and a p p r e h e n s i v e a b o u t u n s t a b l e na t iona l and world c o n d i t i o n s . ' 

I f wor ld affairs and p e e r p r e s s u r e don ' t m a k e her a n x i o u s , the ad 

sugges t s a n o t h e r cause . M a y b e it 's ' un rea l i s t i c pa ren ta l 

e x p e c t a t i o n s ' o r ' t o d a y ' s c h a n g i n g mora l i ty ' and 'new f reedom' 

tha t a r e do ing it. E v e n t h o u g h this last p r o b l e m seems to suggest 

her need for b i r th con t ro l pills more than any th ing e l se , the real 

a n s w e r to her woes is s o m e t h i n g different. 'To help free her of 

exces s ive anxie ty . . . ad junct ive L I B R I U M . ' O f course . ' W h e n 

m o u n t i n g p r e s s u r e s c o m b i n e to t h r e a t e n the e m o t i o n a l stability 

o f t h e a n x i o u s s t u d e n t , ad junct ive use of L i b r i u m can help rel ieve 

the s y m p t o m s caused by her excess ive anxie ty . T o g e t h e r wi th 

y o u r ( the d o c t o r ' s ) counse l i ng and r e a s s u r a n c e , L i b r i u m , i f 

i n d i c a t e d , can help the a n x i o u s s tuden t to hand le the p r imary 

p r o b l e m and to "get her back on her feet" ' ( P e k k a n e n 1973: 

7 7 - 8 ) . 

V a l i u m and L i b r i u m have been p r o m o t e d as so lu t ions to a lmost 

e v e r y psycho log ica l s ta te which falls shor t of total se reni ty . At the 

s a m e t i m e V a l i u m has been p r o m o t e d for 'psychic suppor t for the 

t e n s e i n s o m n i a c ' and for the ' a lways w e a r y ' . P e r h a p s most appea l -

ingly of all to the med ica l p rofess ion , V a l i u m has been adve r t i s ed in 
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a d o c t o r ' s m a g a z i n e as an aid in p r o d u c i n g 'a less d e m a n d i n g and 

c o m p l a i n i n g p a t i e n t ' ( W a l d r o n , 1977: 4 1 ) . O t h e r p sycho t rop ic 

d r u g s have b e e n t o u t e d in equal ly i r r e spons ib le ways . Pfizer 

p r o m o t e d the t r a n q u i l l i s e r Vistari l by showing the t e a r - s t r eaked 

face of a y o u n g girl and proffering its use for ch i ld ren who are 

f r igh tened by ' s choo l , the d a r k , s e p a r a t i o n , dental visi ts , 

" m o n s t e r s " ' ( P e k k a n e n , 1973: 80) . Pfizer was also forced by F D A 

to send a ' D e a r D o c t o r le t ter ' to phys ic ians indica t ing that its 

a d v e r t i s e m e n t s for Vistar i l and a n u m b e r of chemical ly similar 

p r o d u c t s failed to d isc lose that t h e r e was resea rch ev idence 

to sugges t that t h e s e p r o d u c t s could be d a n g e r o u s to p r egnan t 

w o m e n . 

O n e of M e r c k ' s mos t successful d rugs has been its an t i a r t h r i t i c , 

I n d o c i n . W h e n the p r o d u c t was first i n t r o d u c e d in 1963, M e r c k had 

only d e m o n s t r a t e d efficacy for four types of a r th r i t i c d i s e a s e , yet i t 

w a s p r o m o t e d for use wi th many o t h e r s . The a d v e r t i s e m e n t s 

r e p e a t e d l y d e s c r i b e d Indoc in as 'safer ' and 'more effective ' , 

w i t h o u t ind ica t ing safer and m o r e effective than what . M e r c k said 

t h a t ' s ince the e x p e r i e n c e with Indoc in in ch i ld ren is l imi ted , i t is 

r e c o m m e n d e d tha t this d rug should not be a d m i n i s t e r e d to ped ia t r ic 

age g r o u p s unti l the ind ica t ions for use and dosage have been 

e s t a b l i s h e d . ' B u t S i l v e r m a n and L e e po in t out that 

T h e e x p e r i e n c e had not been tha t l imi ted ; t he c o m p a n y was 

a l r e a d y a w a r e tha t the d rug had been t r ied in ch i ld ren and had 

e v i d e n t l y caused several d e a t h s . I t was c la imed that Indoc in does 

not i nc rease suscep t ib i l i ty to infect ion, but M e r c k neg lec ted to 

m e n t i o n tha t the claim was based on e x p e r i m e n t s wi th a few rats 

c h a l l e n g e d not wi th infect ions but wi th bac te r i a l e n d o t o x i n s . 

W h e n h u m a n tr ials w e r e u n d e r t a k e n , i t was found that Indoc in 

i n c r e a s e s suscept ib i l i ty to infection ( S i l v e r m a n and L e e , 1974: 

6 1 - 2 ) . 

M o r e e m b a r r a s s i n g for M e r c k was the d iscovery by Sena te 

i n v e s t i g a t o r s of i n s t ruc t i ons to its sales r e p r e s e n t a t i v e s which 

e m p h a s i s e d c la ims for safety and efficacy far in excess of wha t was 

legal in t he sense of having been a p p r o v e d by the F D A . The 

i n s t r u c t i o n s a lso said: i t is obv ious tha t I n d o c i n will w o r k in that 

w h o l e hos t o f r h e u m a t i c c rocks and c ruds which every genera l 

p r a c t i t i o n e r , i n t e rn i s t , and o r t h o p e d i c s u r g e o n sees every day in his 

p r a c t i c e . ' A c c o r d i n g to the S e n a t e hea r ings the ins t ruc t ions con­

t i n u e d : 
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'Tel l ' em a g a i n , and aga in , and aga in . ' 

'Tel l 'em until they are sold and stay sold . ' 

' Fo r these en t i t i e s he i s p resent ly p resc r ib ing s t e ro id s , 

a m i n o p y r i n e - l i k e b u t a z o n e s , a sp i r in , or l imited analgesics like 

D a r v o n and the a lmos t wor th l e s s muscle r e l axan t s . . . . ' 

' Y o u ' v e told th is story now. p robab ly 130 t imes . The phys ic ian , 

h o w e v e r , has hea rd i t only o n c e . So , go back , and tell i t again and 

aga in and again and aga in , until i t is indelibly impressed in his 

mind and he s ta r t s - and c o n t i n u e s - to p r e sc r ibe Indoc in . Le t ' s 

go . . . . " L e t ' s s tand on our little old two feet this m o n t h and sell 

the benefi ts of I n d o c i n . ' 

' T a k e off the kid g loves . If he wan t s to use aspir in as base line 

t h e r a p y , let him use it. C h a n c e s are the pa t i en t is a l ready tak ing 

a s p i r i n . He has c o m e to the physic ian b e c a u s e aspi r in a lone is not 

af fording sa t i s fac tory , op t ima l effects. . . .' 

' N o w eve ry ex t ra bo t t l e of 1,000 Indoc in that you sell is wor th an 

ex t ra S2.80 in incen t ive p a y m e n t s . Go get it. Pile it in. . . . ' 

W h e n the S e n a t e invi ted the c o m p a n y to exp la in , the p res iden t o f 

M e r c k said: ' L a n g u a g e is not a perfect m e t h o d of c o m m u n i c a t i o n 

and i t may well be tha t w o r d s and phrases that are used in the belief 

t ha t t hey m e a n o n e thing may have been i n t e rp re t ed by some 

p h y s i c i a n s to m e a n s o m e t h i n g else. Such are the complex i t i e s of 

s e m a n t i c s ' ( G a d s d e n , 1968). 

By the end o f t h e 1960s M e r c k was being m o r e respons ib le in the 

p r o m o t i o n of I n d o c i n wi th in the U n i t e d S ta tes . Indoc in was a highly 

tox ic d r u g which cou ld cause ' pe r fo ra t i ons and h e m o r r h a g e o f t h e 

e s o p h a g u s , s t o m a c h and small i n t e s t i ne s ; gas t ro in tes t ina l b l eed ing ; 

re t ina l d i s t u r b a n c e s and b lur r ing of vis ion; toxic hepa t i t i s and 

j a u n d i c e ; a c u t e r e s p i r a t o r y d i s t ress ; hea r ing d i s t u r b a n c e s ; loss o f 

ha i r ; p sycho t i c e p i s o d e s ; c o m a and c o n v u l s i o n s . ' Ye t i n A u s t r a l i a 

and m a n y o t h e r pa r t s o f t h e w o r l d , some o f these warn ings were 

be ing w e a k e n e d and o t h e r s omi t t ed . A drug which should be used 

in only re la t ive ly s eve re cases of a r t h r i t i s , and only then w h e n o the r 

less tox ic t h e r a p i e s had failed, was be ing r e c o m m e n d e d in A u s t r a l i a 

as an a l t e r n a t i v e to aspi r in for the relief of pain following dental 

s u r g e r y , for burs i t i s ( t enn i s e l b o w ) and t end in i t i s . These A u s t r a l i a n 

i n d i c a t i o n s a p p e a r e d n o w h e r e in the A m e r i c a n l i te ra ture (Sessor , 

1971). 

A f t e r m a n (1972 : 119-121) has s u m m a r i s e d one of the wors t 

i n s t a n c e s o f j o u r n a l adve r t i s ing m i s r e p r e s e n t a t i o n . 
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[Se rax ] w a s r e c o m m e n d e d in the t r e a t m e n t o fanx ie ty and tens ion 

of p a t i e n t s from all age g o u p s , inc luding the e lder ly . The 

a d v e r t i s e m e n t which a p p e a r e d in t h r ee medica l j o u r n a l s , 

e m p h a s i z e d the use o f t h e p r o d u c t for the t r e a t m e n t of e lder ly 

p a t i e n t s and inc luded a w a r n i n g in fine print tha t grea t care should 

be t a k e n in se lec t ing a d o s a g e , as a s t roke or dea th could result . 

T h e a d v e r t i s e m e n t a lso referred to a study involving 148 'e lderly 

p a t i e n t s ' but failed to reveal that the s ample age range 

c o m m e n c e d at 35 years for ma le s and 33 yea r s for females . A 

d o s a g e o f t h e d rug up to 40 mg. a day was q u o t e d from the study 

d e s p i t e the fact t ha t the a p p r o v e d p a c k a g e labell ing l imited the 

init ial d o s a g e in o lde r pa t i en t s to 30 mg. a day. 

O n e r e p o r t favourab ly c o m p a r i n g a spec t s o f Serax the rapy 

wi th a c o m p e t i n g p r o d u c t was r e p r o d u c e d in the a d v e r t i s e m e n t . 

S t u d i e s which reflected different conc lus ions were omi t t ed . I t was 

impl ied tha t the pa r t i cu l a r study quo ted r e p r e s e n t e d the medical 

c o n s e n s u s as to t he p e r f o r m a n c e of Serax in re la t ion to a 

c o m p e t i n g p r o d u c t . F ina l ly , the p r o d u c t was r e c o m m e n d e d for 

the t r e a t m e n t o f ' a n x i e t y - l i n k e d d e p r e s s i o n ' , desp i te the fact that 

the t r e a t m e n t of d e p r e s s i o n was specifically con t r a - ind i ca t ed on 

the label . 

On these g r o u n d s the F . D . A . c o n s i d e r e d that the 

a d v e r t i s e m e n t c o n t a i n e d ne i the r a fair nor factual b a l a n c e , and 

p r o v i d e d the r e a d e r with d a n g e r o u s l y mis l ead ing dosage 

i n f o r m a t i o n . I t was also cons ide r ed offensive because i t 

p r e s c r i b e d the d rug for p u r p o s e s for which i t was con t ra -

i n d i c a t e d . On the basis o f t h e c o n t e n t s of this a d v e r t i s e m e n t the 

p r o d u c t was seized. 

S o m e of t he adver t i s ing m i s r e p r e s e n t a t i o n s have been much 

m o r e s u b t l e . O n e for A b b o t t ' s P lac idy l , a s leeping pill , con ta ined a 

p i c tu re of a p r e g n a n t w o m a n , with the h e a d i n g , 'give us her n igh ts ' . 

T h e small pr in t a t the b o t t o m of the ad indica ted that Placidyl 

shou ld not be given to w o m e n in early p r e g n a n c y . A b b o t t appar ­

en t ly a r g u e d that this ad was lawful b e c a u s e the w o m a n in the 

p i c t u r e was in late p r e g n a n c y . 

O n e could c o n t i n u e ad infinitum wi th p h a r m a c e u t i c a l adve r t i s e ­

m e n t s wh ich m a k e false, e x a g g e r a t e d o r mis lead ing c la ims . The 

S a i n s b u r y C o m m i t t e e in G r e a t Br i ta in was p r e sen t ed with the 

r e su l t s of a survey by W a d e and E l m e s o f t h e Q u e e n ' s Univers i ty of 

Belfas t wh ich found that 22 of 45 a d v e r t i s e m e n t s in the study 
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i n c l u d e d u n w a r r a n t e d c l a ims . In add i t i on i t was c o m m o n for 

a d v e r s e effects to be omi t t ed or glossed o v e r . 3 

T h e r e is an infinite var ie ty of ways that mis lead ing impress ions 

can be c r e a t e d in p h a r m a c e u t i c a l a d v e r t i s e m e n t s . A d v e r t i s i n g 

a g e n c i e s are skilled a t des ign ing layouts which highlight the good 

n e w s and not the bad . W h e n a p r o d u c t a t t r ac t ed favourable results 

from ear ly r e sea r ch s tud ie s , but un favou rab l e f indings from later 

m o r e soph i s t i ca t ed w o r k , a d v e r t i s e m e n t s might only refer to the 

ear ly s t u d i e s . 4 N o t inf requent ly re fe rences are m a d e to obscu re 

j o u r n a l a r t i c les in such a way as to imply that the source confirms the 

c l a im be ing m a d e w h e n this is not in fact the case . The possibi l i t ies 

for c o l o u r i n g real i ty are so mul t i fa r ious tha t u n d e r any system of 

legal c o n t r o l s it is not difficult to s teer clear of b la tan t v io la t ions by 

sk i r t ing a r o u n d the b o u n d a r i e s o f legal r e q u i r e m e n t s . O n e regu­

la tory affairs d i r e c t o r was r e m a r k a b l y hones t on this score: 

T h e F D A adve r t i s i ng con t ro l s are very vaguely defined. The re 

are t h r e e a p p r o a c h e s a c o m p a n y can t a k e . I t can m a k e 

e x t r a v a g a n t c la ims which are clearly ou t s ide the rules but which 

will sell its p r o d u c t . Or it could be careful not to say any th ing that 

w o u l d not be s u p p o r t e d by scientific e v i d e n c e and have low 

i m p a c t a d v e r t i s i n g . Or it could do a d v e r t i s e m e n t s which are in a 

fairly large grey a r ea . We shoot for the grey a rea . We tell our 

a d v e r t i s i n g agency that we want to go as close as we can to wha t 

F D A will a l low. 

T h e e d i t o r s of med ica l j o u r n a l s do not have an i l lustr ious record 

of r e s t r a i n i n g m i s l e a d i n g drug adve r t i s ing . P r io r to the early 1950s 

the A M A had a Seal of A c c e p t a n c e p r o g r a m m e for a d v e r t i s e m e n t s 

a p p e a r i n g in the Journal of the American Medical Association. 

A d v e r t i s e m e n t s wou ld not a p p e a r unless their c la ims had been 

a p p r o v e d by a d i s t i ngu i shed c o m m i t t e e of phys ic ians . A d rop in 

a d v e r t i s i n g r e v e n u e caused the A M A in 1952 to commiss ion Ben 

Gaffin and A s s o c i a t e s to find the r e a s o n s . The Gaffin survey found 

t h a t t he large p h a r m a c e u t i c a l c o m p a n i e s were critical o f t h e restr ic­

t i o n s i m p o s e d on a d v e r t i s e r s by the Seal of A c c e p t a n c e p r o g r a m m e . 

A c c o r d i n g l y the C o n s u l t a n t s ' r e c o m m e n d a t i o n that the Seal o f 

A c c e p t a n c e be a b o l i s h e d was a c c e p t e d . JAMA adver t i s ing 

r e v e n u e s j u m p e d d rama t i ca l l y in the years following the l iberal is ing 

o f t h e r e s t r a in t s on its a d v e r t i s e r s . 

T h e A M A have been subjected to much crit icism for the 

h y p o c r i s y of the i r s tances on the adver t i s ing ques t ion . N o t h i n g 
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could e x p r e s s the a n t a g o n i s m more clear ly than the following 

e x c h a n g e b e t w e e n S e n a t o r N e l s o n and D r J a m e s H . S a m m o n s , 

e x e c u t i v e v i ce -p r e s iden t o f t h e A M A . 

Sen . N e l s o n : I t wou ld be nice i f the A M A would review the ads 

they run for accu racy . . . b e c a u s e you run ads in the A M A 

Journal t ha t are disgracefully i n a c c u r a t e and the history of it is 

c lea r as a bel l . 

Dr . S a m m o n s : S e n a t o r , every single one o f the w o r d s in those ads 

[has ] to have F D A approva l and if t h e r e is a long history of 

i n a c c u r a c y , I submi t to you the F D A will have to share that 

r e spons ib i l i t y wi th w h o e v e r i s r e s p o n s i b l e . 

Sen. N e l s o n : They see the ad after it r uns . Do not try to shift it to 

the F D A . Y o u c o m p l a i n that they in ter fered in the medica l 

p rac t i ce and you t h r o w the b lame on t h e m w h e n they do not 

d e s e r v e it. The fact o f t h e m a t t e r is, d o c t o r , you have run ads for 

y e a r s that p r o m o t e d very bad use of d rugs and we have v o l u m e s 

t h a t will p r o v e t h a t . [Nelson then cited ads in the Journal 

p r o m o t i n g P a r k e - D a v i s ' s an t ib io t i c C h l o r o m y c e t i n for genera l 

u p p e r r e sp i r a to ry i l lness.] 

D r . S a m m o n s : Le t me point out to you tha t the A M A was one o f 

the first p e o p l e to po in t out the po ten t i a l harmful effects of 

C h l o r o m y c e t i n . 

Sen . N e l s o n : Bu t the disgraceful par t is, you po in ted i t out and 

c o n t i n u e d to t ake t he ads that p r o m o t e d i m p r o p e r use o f t h e 

d r u g , and I can d e m o n s t r a t e that to you . 

Dr . S a m m o n s : S e n a t o r , C h l o r o m y c e t i n still has a place in the 

a r m a m e n t a r i u m in the prac t ice of m e d i c i n e . 

Sen . N e l s o n : T h a t is kind of a n o n s t a t e m e n t ; but i t is misused 90 

to 99 p e r c e n t o f t h e t i m e , and you took ads that p r o m o t e d the 

mi suse and I th ink i t is disgraceful ( S u b c o m m i t t e e on H e a l t h , 

1973) . 

T h e A M A and P M A ( P h a r m a c e u t i c a l M a n u f a c t u r e r s Assoc i ­

a t i o n ) , and the i r e q u i v a l e n t s in o t h e r c o u n t r i e s , are f i rmly linked 

w i th in the m e d i c a l - i n d u s t r i a l c o m p l e x . T h e two assoc ia t ions a lmost 

i nva r i ab ly s u p p o r t each o the r before c o m m i t t e e s of e n q u i r y , and 

p r o v i d e m u t u a l aid for lobbying efforts in the capi ta ls o f t h e wor ld . 

T h e n e x u s is i n v a l u a b l e for the P M A in being able to count on 

' i n d e p e n d e n t ' p rofess iona l suppo r t for the i r pos i t ion , and for the 

A M A it is basical ly a cash nexus . A P M A publ ic re la t ions person 

told me that w h e n the P M A runs its gene ra l a d v e r t i s e m e n t s 
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ex to l l i ng the benefi ts which the p h a r m a c e u t i c a l indust ry has 

b e s t o w e d u p o n m a n k i n d and pra is ing se l f - regula t ion, many o f t h e 

m e d i c a l j o u r n a l s run the same ads free of cha rge "as a service to the 

i n d u s t r y wh ich s u p p o r t s t h e m ' . 

J B . : Why do they do that? 

PR from P M A : T h e r e ' s a self- interest . If the industry sees that 

the j o u r n a l i s s u p p o r t i n g t h e m , they will suppor t 

i t wi th adve r t i s ing . 

• I B . : As a result of this your advertising space for your 

money is doubled or something like that? 

P R from P M A : M o r e than d o u b l e d . 

At t i m e s t he cash nexus wi th in the medica l - indus t r i a l complex 

has ve rged on the d o w n r i g h t co r rup t . H e n r y Welch served as 

d i r e c t o r o f t h e F D A ' s an t ib io t i c s division dur ing the b o o m per iod 

for a n t i b i o t i c s which co inc ided with the a l leged te t racyc l ine pricing 

c o n s p i r a c y ( 1 9 5 3 - 6 0 ) . W e l c h was a t a rge t of p u b l i c - i n t e r e s t -g ro u p 

cr i t ic ism for t he zeal wi th which he pushed the use of an t ib io t ics 

( T u r n e r , 1976: 2 1 8 - 2 2 ) . T h r o u g h o u t his d i r ec to r sh ip o f t h e ant i ­

b io t i c s d iv i s ion , W e l c h was the ed i to r o f two pr iva te j o u r n a l s which 

w e r e f inancial ly b a c k e d by an t ib io t i c m a n a u f a c t u r e r s such as Pfizer, 

U p j o h n , S m i t h K l i n e and A b b o t t . A third W e l c h j o u r n a l failed, but 

not before P a r k e - D a v i s had sunk $100,000 into it. E d i t o r ' s honor ­

a r i u m s w e r e paid to W e l c h . In a d d i t i o n , b e t w e e n 1953 and 1960 

W e l c h ' s sha re o f t h e profi ts , a s ha l f -owner o f t h e c o m p a n y that 

p u b l i s h e d the two j o u r n a l s , was $287 ,142 .40 . 

J o u r n a l i s t s can also be co -op t ed into the medica l - indus t r ia l com­

plex . M i n t z (1967: 6 0 - 6 1 ) r e c o u n t s the story of A l t o n L . B l a k e s l e e , 

a sc ience w r i t e r o f t h e A s s o c i a t e d P r e s s , in his own w o r d s . 

R e c e n t l y , I was a p p r o a c h e d by a m a n w h o said he had an 

o p p o r t u n i t y for me to p lace an ar t icle in a magaz ine on a 

f ree- lance bas i s . He desc r ibed very frankly his own ra ther cur ious 

o r g a n i z a t i o n . He and his assoc ia tes were r e p r e s e n t i n g a c o m p a n y 

wh ich had d e v e l o p e d a n e w p r o d u c t to t rea t a very c o m m o n 

a i l m e n t . T h e y g u a r a n t e e d to find the medica l r e sea rche r s w h o 

w o u l d test it, and had d o n e so. F u r t h e r , they had a m e t h o d of 

g e t t i n g i t pub l i shed m o r e quickly in a medica l j o u r n a l than might 

o t h e r w i s e be d o n e , so that i t b e c a m e ' l eg i t ima te ' news . 

At th is po in t he wen t to a m a g a z i n e and suggested a story on 

the g e n e r a l t o p i c , and told the m a g a z i n e ed i to r that the c o m p a n y 
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wou ld p lace a large a m o u n t of adve r t i s ing with t hem if the story 

w e r e used . He a lso v o l u n t e e r e d to find a science wri ter who 

wou ld wr i t e the s tory , and this i s w h a t he was t a lk ing to me abou t . 

He said I wou ld m a k e my deal with the m a g a z i n e ed i to r , and 

p e r h a p s be pa id S 1,500 or $2,000 for the a r t i c le , and all I had to do 

w a s to m e n t i o n this new p roduc t by t r ade n a m e tw ice , and never 

m e n t i o n any o t h e r p r o d u c t . The c o m p a n y , he said, knew that 

wr i t e r s w e r e neve r paid wha t they w e r e w o r t h , so the c o m p a n y 

wou ld give me $5,000 on the s ide. T h e n i f the ar t icle were picked 

up and r e p r i n t e d by a ce r ta in ou t l e t , I wou ld get that repr in t fee, 

and the c o m p a n y would be so de l igh ted wi th the adver t i s ing 

a c h i e v e d tha t way they would pay me $10,000 m o r e . 

D r u g c o m p a n i e s d i s p e n s e nega t ive as well as pos i t ive sanc t ions to 

mass m e d i a ou t l e t s acco rd ing to how they pe r fo rm. In J a n u a r y 1976 

the New York Times ran a ser ies of a r t ic les on medica l incom­

p e t e n c e , inc lud ing the misuse o f p r e sc r ip t i on d rugs . R e t a l i a t i o n in 

the form of c a n c e l l a t i o n of half a mil l ion do l l a r s ' wor th of adver ­

t is ing in Modern Medicine, a j o u r n a l o w n e d by the Times c o m p a n y , 

was said to h a v e b e e n exac t ed . The n e w s p a p e r q u o t e d an officer of 

the m e d i c a l j o u r n a l as saying that the c o m p a n i e s cancel led their 

a d v e r t i s e m e n t s b e c a u s e they felt 'you don ' t feed peop le w h o beat 

you u p ' ( H u g h e s and B r e w i n , 1979: 2 1 9 ) . 

As we m o v e t o w a r d s the twenty-first c e n t u r y , p h a r m a c e u t i c a l 

a d v e r t i s i n g i s f inding new, m o r e effective, m o d a l i t i e s . In the U n i t e d 

S t a t e s , 80 ,000 d o c t o r s in 35 cities have b e e n p r o v i d e d , free of 

c h a r g e , wi th FM rad io sets tuned to t he Phys ic ians R a d i o N e t w o r k . 

T h e r ad io s cons t an t l y chu rn out medica l news and features of 

i n t e r e s t to p h y s i c i a n s . Mixed in with this is p r o m o t i o n a l copy on 

n e w and old d r u g s . The Phys ic ians R a d i o N e t w o r k c la ims a 'signi­

f icant ly h ighe r " s h a r e o f m i n d " a m o n g rad io h o l d e r s ' than can be 

g a i n e d by adve r t i s i ng by di rec t mail or in j o u r n a l s ( H u g h e s and 

B r e w i n , 1979: 2 0 3 ) . T h e initial lists of d o c t o r s to get free r ad io sets 

w e r e supp l i ed by adve r t i s ing drug c o m p a n i e s from their lists of 

k n o w n high p r e s c r i b e r s . P e r h a p s i t will soon be free v ideo-se t s . 

B e f o r e we have real ly b e g u n to c o m e to grips with r egu la t ion of 

p h a r m a c e u t i c a l adve r t i s i ng in t r ad i t i ona l c h a n n e l s , new, more 

powerfu l m o d a l i t i e s are d e m a n d i n g a r e a s s e s s m e n t of how drug 

p u s h i n g can be b r o u g h t u n d e r c o n t r o l . 
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The sales representative 

O v e r 100,000 p e o p l e a r o u n d the world earn a living as sales repre­

s e n t a t i v e s ( 'de ta i lmen*) w h o visit d o c t o r s to p e r s u a d e them to 

p r e s c r i b e the i r c o m p a n y ' s p r o d u c t s . We have seen that surveys o f 

d o c t o r s show the sa les r e p r e s e n t a t i v e to be the most impor t an t 

s ingle sou rce of drug i n fo rma t ion , pa r t i cu la r ly with new p r o d u c t s . 

In the t e r m s of G o r r i n g ' s (1978) ana lys i s , the sales r e p r e s e n t a t i v e is 

the a n a l o g u e for licit d rugs o f t h e s t ree t pushe r of illicit d rugs . A 

1971 C i b a sales r e p o r t was even so explicit as to urge sales repre­

s e n t a t i v e s to be "more effective p u s h e r s ' of Ri ta l in : 

' Y o u r ingenu i ty in t he p r o m o t i o n o f Ri ta l in F B P [Funct ional 

B e h a v i o r P r o b l e m s ] is b e c o m i n g m o r e a p p a r e n t : Mr. Y [a 

d e t a i l e r ] r e p o r t s t ha t a t an inservice mee t ing of special educa t ion 

p e r s o n n e l . . . a phys ic ian b rough t two hyperac t ive chi ldren to 

use in a d e m o n s t r a t i o n o f t h e basic s y m p t o m s o f F u n c t i o n a l 

B e h a v i o u r P r o b l e m s . T h a t ' s ge t t ing i nvo lvemen t folks' (Hentoff, 

1972: 2 1 ; c i ted in G r u n s p o o n and S t r inger , 1973). 

O b v i o u s l y it is m u c h m o r e difficult for hea l th au tho r i t i e s to 

m o n i t o r t he c la ims of sales r e p r e s e n t a t i v e s than i t i s to mon i to r the 

p r i n t e d w o r d . But s l ip-ups occur , such as when a pract is ing physi­

c i an w h o h a p p e n e d to be a pa r t - t ime F D A e m p l o y e e was told by a 

P a r k e - D a v i s r e p r e s e n t a t i v e tha t C h l o r o m y c e t i n posed no more risk 

of b lood d a m a g e than any o t h e r an t ib io t i c - a claim that the heavy 

d e a t h toll from C h l o r o m y c e t i n can readi ly d i sprove (e .g . B e s t , 

1967). 

T h e M E R / 2 9 l i t igat ion u n e a r t h e d a wea l th o f in format ion ab o u t 

the i n s t r u c t i o n s which w e n t ou t to R i c h a r d s o n - M e r r e l l sales repre­

s e n t a t i v e s on h o w to push this d rug : 

H e r e ' s o n e that seems like a red hot idea for M E R / 2 9 . . . if it's 

y o u r s ty le . I t ' s from Tim B o w e n , C h a r l o t t e , N . C . A i m e d 

p a r t i c u l a r l y a t t he 'wait and see ' phys ic i an , T im ' s close [ i . e . , f ina l 

sales p i tch to the d o c t o r ] goes s o m e t h i n g like this (we got i t third 

h a n d ) : 

D o c t o r , I can a p p r e c i a t e and a d m i r e your cau t ion ab o u t any 

n e w d r u g , but M E R / 2 9 has b e e n on the m a r k e t a lmost a year 

n o w and was s tudied in t h o u s a n d s of pa t i en t s for years before 

t h a t . I ts ra te of use ind ica te s that a c c e p t a n c e is b r o a d e n i n g 

r ap id ly . P e r h a p s t he se w o r d s o f A l e x a n d e r P o p e have some 
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b e a r i n g on y o u r c o n s i d e r a t i o n of M E R / 2 9 : 'Be not the first by 

w h o m the n e w is t r i ed , nor the last to lay the old a s ide . ' 

L o t s of p o w e r t h e r e . . . can your style be bent jus t a bit to fit? 

( F u l l e r , 1972: 88) . 

By and l a r g e , h o w e v e r , i t t ake s e x t r a o r d i n a r y even t s such as the 

M E R / 2 9 p r o s e c u t i o n s to bring such abuses to the surface. A W H O 

survey in 1968 s h o w e d tha t most g o v e r n m e n t s do not have legis­

l a t ion which e n a b l e s t h e m to con t ro l oral s t a t e m e n t s by drug sales 

r e p r e s e n t a t i v e s ( W H O , 1969). South Africa was the only excep t ion 

found . T h e r e , w h e n e v e r a drug is a d v e r t i s e d orally for the first t i m e , 

w r i t t e n i n fo rma t ion e q u i v a l e n t to that r e q u i r e d for p a c k a g e inserts 

mus t be given to the phys ic ian . In Yarrow v. Sterling Drug Inc. it 

w a s held in the U n i t e d Sta tes that a m a n u f a c t u r e r was liable for a 

fai lure of its sales r e p r e s e n t a t i v e s to disclose side-effects, even 

w h e r e d i s c l o s u r e w a s m a d e in label l ing ma te r i a l s ( A f t e r m a n , 1972). 

In spi te of these d e v e l o p m e n t s , i t r e m a i n s a major irony that the 

m o s t influential m e t h o d of d rug p r o m o t i o n i s the least cons t ra ined 

by law. 

Phys i c i ans t h e m s e l v e s are the most hopeful source of con t ro l . 

M a n y d o c t o r s enjoy ge t t ing n e w s a m p l e s from the sales r ep re sen ­

t a t i v e . As one med ica l d i r ec to r exp la ined : ' D o c t o r s like new toys to 

p lay w i t h . ' P h a r m a c e u t i c a l c o m p a n i e s do not like to upset d o c t o r s : 

Sa les r e p r e s e n t a t i v e s will be on the mat i f they have rubbed 

d o c t o r s up the w r o n g way. O u r grea t c o n c e r n is not so much 

a v o i d i n g m i s r e p r e s e n t a t i o n , t h o u g h t h a t ' s i m p o r t a n t for its own 

s a k e , but a v o i d i n g those k inds o f m i s r e p r e s e n t a t i o n which upse t 

d o c t o r s . The c o m p a n y ' s credibi l i ty i s a l l - impor t an t . 

D o c t o r s t he r e fo r e invoke an effective c o n t r o l w h e n they wri te to 

the c o m p a n y to c o m p l a i n a b o u t the c la ims of a sales r e p r e s e n t a t i v e . 

E v e n m o r e effective with a t r a n s n a t i o n a l is for the doc tor to com­

pla in d i rec t to wor ld h e a d q u a r t e r s . A senior A u s t r a l i a n execu t ive 

c o n c e d e d that d o c t o r s w h o have an in te l l igent u n d e r s t a n d i n g of 

h o w to st ing the sales d e p a r t m e n t ' w o n ' t go t h r o u g h the local p e o p l e 

b e c a u s e they will only cove r i t u p ' . C o r p o r a t e h e a d q u a r t e r s do not 

get a lot of f eedback abou t how its subs id ia r ies in far-flung par ts of 

the wor ld a re p e r f o r m i n g , so le t ters from phys ic ians with ser ious 

c o m p l a i n t s can c r e a t e some heat for the local sales d e p a r t m e n t . O n e 

F D A official l a m e n t e d that F D A c o m p l a i n t s t o the c o m p a n y are not 

a l w a y s as effective a sanc t ion : 'Often they will r e spond to the 




