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I n  t h e  e a r l y  y e a r s  o f  t h i s  c e n t u r y  t h e  

m e d i c i n e s  was e n t i r e l y  i n  t h e  hands  o f  t h e  d 

i s t .  W i t h  t h e  d i s c o v e r y  o f  t h e  newer  d r u g s  

f o r m s  t h a t  r e q u i r e  e x p e n s i v e  p l a n t  and f a c i l  

t h e  c a p i t a l  r e s o u r c e s  o f  t h e  s m a l l  o p e r a t o r ,  

r e s p o n s i b l l i t y  f o r  q u a l i t y  and s a f e t y  p a s s e d  

p h a r m a c i s t  t o  t h e  d r u g  compan ies .  

s a f e t y  o f  

spens i ng pharm- 

and newer dose  

t i e s  beyond  

t h e  u l t i m a t e  

f r o m  t h e  r e t a i l  

Governmen ts  e x e r c i s i n g  c o n t r o l  o v e r  d r u g s  and  d r u g  

p r o d u c t s ,  i n s i s t  t h a t  t h i s  r e s p o n s i b i l i t y  s t i l l  r e s t s  w i t h  

t h e  m a n u f a c t u r e r  and  t h a t  t h e  r i g h t  o f  an  i n j u r e d  consumer  

t o  p r o c e e d  a g a i n s t  t h e  m a n u f a c t u r e r  r e m a i n s  unchanged.  The 

g o v e r n m e n t  a u t h o r i t i e s  i n  a l l  c o u n t r i e s  a r e  c a r e f u l  t o  p o i n t  
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390 BARKER 

o u t  t h a t  t h e y  do n o t  l i f t  l e g a l  r e s p o n s i b i l i t y  f r o m  t h e  

m a n u f a c t u r e r ,  b u t  m e r e l y  e n s u r e  t h a t  h e  c a r r i e s  o u t  h i s  r e s -  

p o n s i b i l i t y .  

One can d i s c e r n  many r e a s o n s  f o r  g o v e r n m e n t s  s t a n d i n g  

o v e r  d r u g  c o m p a n i e s .  One r e a s o n  i s  t h a t  t h e  g o v e r n m e n t  

f e e l s  an o b l i g a t i o n  t o  i t s  own a g e n c i e s  t o  c h e c k  t h e  qua1 i t y  

o f  d r u g s  b o u g h t  o r  p a i d  f o r  b y  t h o s e  a g e n c i e s .  A n o t h e r  

m o t i v e ,  much more  i m p o r t a n t  f o r  b o t h  good and bad r e a s o n s ,  

i s  t o  a l l a y  p u b l i c  a n x i e t y  a b o u t  d r u g s .  

Sweden was t h e  f l r s t  c o u n t r y  t o  e s t a b l i s h  a d r u g  

c o n t r o l  l a b o r a t o r y  w i t h  t h e  m o t i v e  o f  e n s u r i n g  t h e  q u a l i t y  

o f  m e d l c i n e s ,  s u p p l i e d  as  p a r t  o f  t h e  w e l f a r e  programme 

s t a r t e d  I n  t h e  1 9 3 0 ' s .  S i n c e  t h e n ,  many c o u n t r i e s  have  

e s t a b l i s h e d  d r u g  c o n t r o l s  f o r  t h e  same r e a s o n .  

D r u g  t e c h n o l o g y  and  t h e  a s s o c i a t e d  c h e m i s t r y  and  

b i o l o g y  a r e  v e r y  i n v o l v e d  s u b J e c t s  u s u a l l y  beyond  t h e  u n d e r -  

s t a n d i n g  o f  e v e n  e d u c a t e d  p e o p l e .  Though  v e r y  i m p o r t a n t  

in e v e r y o n e ' s  l i f e ,  d r u g s  e c o n o m i c a l l y  s p e a k i n g  r e p r e s e n t  

a s m a l l  p a r t  o f  t o t a l  e f f o r t  so t h a t  t h e  number o f  p e o p l e  

o c c u p a t i o n a l l y  i n v o l v e d  a n d  hence  i n f o r m e d ,  i s  s m a l l .  The 

commun i t y  a t  l a r g e  i s  o f t e n  g i v e n  a m i x t u r e  o f  t r u t h s ,  

p a r t - t r u t h s  and  u n t r u t h s  s u p e r l r n p o s e d  on a b a c k g r o u n d  o f  

p r e c o n c e i v e d  n o t i o n s  o f  o b s o l e t e  m e d i c a l  t h e o r i e s ,  d i s h o n e s t  

d e a l e r s  i n  d r u g s ,  p o l i t i c a l  c o r r u p t i o n  and  t h e  g e n e r a l  un -  

h e a l t h i n e s s  o f  modern s c i e n c e .  D
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INTERNATIONAL DRUG REGISTRATION 39 1 

To t h e  e x t e n t  p e r m i t t e d  by  t h e  l a w  o f  l i b e l  i n  a 

c o u n t r y ,  any s t r u g g l i n g  j o u r n a l i s t  o r  p u b l i c  a f f a i r s  commen- 

t a t o r  can  e a s i l y  a r o u s e  p u b l i c  a n i m o s i t y  a g a i n s t  someone 

p r o v i d i n g  a u s e f u l  p u b l i c  s e r v i c e ,  as w e l l  as  a g a i n s t  t h o s e  

d i s h o n e s t l y  e x p l o i t i n g  t h e  hopes o f  t h e  s i c k .  These 

" s t i r r e r s "  a r e  a l w a y s  armed w i t h  a l i t t l e  more t h a n  a ge rm 

o f  t h e  t r u t h ,  as  t h e  d r u g  r e c a l l s ,  t h e  h i s t o r y  o f  d r u g  

d i s a s t e r s  and some p u b l i c  i n q u i r i e s ,  w i l l  t e s t i f y .  Un- 

f o r t u n a t e l y  o v e r - r e a c t i o n  by  p a n i c k y  p o l i t i c i a n s  o f t e n  

r e s u l t s .  

Where t h e  p a r t i e s  i n j u r e d  by  d r u g s  a r e  e m o t i o n -  

g e n e r a t i n g  p e o p l e ,  s u c h  as f o e t u s e s ,  o r  i f  t h e  i n j u r y  i s  

a f e a r f u l  d i s e a s e ,  s u c h  as c a n c e r ,  t h e n  t h e  h o s t i l i t y  c a n  

b e  e x t r e m e  and  may r e s u l t  i n  t h e  t o t a l  b a n n i n g  o f  u s e f u l  

s u b s t a n c e s ,  l i k e  t h a l i d o m i d e  and c y c l a m a t e .  

B i z a r r e  e f f e c t s  a r e  somet imes  p r o d u c e d  as  when an 

a rmy  o f  d i e t  f a d i s t s  marched  o n  t h e  F D A  o f f i c e s  t o  p r o t e s t  

a g a i n s t  t h e  w i t h d r a w a l  f r o m  t h e  m a r k e t  o f  a cheap ,  h i g h l y  

a d v e r t i s e d  m u l t i v i t a m i n  t a b l e t ,  w i t h d r a w n  b e c a u s e  o f  an  

u n b a l a n c e d  f o r m u l a t i o n  and  absence  o f  s t a b i l i t y  d a t a .  

T h i s  m o t i v e  o f  a l l a y i n g  p u b l i c  a n x i e t y  i s ,  t o  a g r e a t  

e x t e n t ,  b e h i n d  d r u g  c o n t r o l s  i n  a l l  c o u n t r i e s  w h e r e  t h e y  

e x i s t ,  b u t  i s  mos t  marked  i n  t h e  U . S . A . ,  because  o f  l o o s e  

l i b e l  l a w s .  The o f f i c i a l s  i n  t h e  F D A  have  n o  p r o t e c t i o n  

f r o m  a d v e r s e  p u b l i c i t y  e x c e p t  s e c r e c y .  I f  t h e r e  i s  a con -  D
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39 2 BARKER 

t e m p l a t e d  d r u g  r e c a l l  o r  an a d v e r s e  a n a l y t i c a l  r e p o r t  o f  

o f  t h e  

l a t i o n  

r e c e n t  

r e p l a c  

e v e n  a m i n o r  n a t u r e  t h e  

l e s t  r a s h  a c t i o n  i s  p o l  

The FDA came i n t o  

s u l p h a n i l a m i d e  e 

m a t t e r  i s  k e p t  u n d e r  t i g h t  s e c u r i t y ,  

t i c a l l y  f o r c e d .  

e x i s t e n c e  i n  t h e  f i r s t  p l a c e  b e c a u s e  

i x i r  d i s a s t e r .  A t  f i r s t  t h e  l e g i s -  

was a imed  a t  t o x i c i t y ,  s a f e t y  and a d v e r t i s i n g ,  b u t  

y i t  has  come t o  be r e c o g n i s e d  t h a t  i n e f f i c a c y ,  by  

ng  p r o p e r  t r e a t m e n t ,  c a n  b e  as d a n g e r o u s  a s  t o x i c i t y .  

The s c o p e  o f  t h e  l e g l s l a t f o n  has been  w i d e n e d  t o  e n a b l e  

w i t h d r a w a l  on t h e  g r o u n d s  o f  l a c k  o f  t h e r a p e u t i c  p r o p e r t i e s  

i n c l u d i n g  d e f e c t i v e  b i o a v a i l a b i l i t y ,  p r o d u c t  s t a b i l i t y  or 

c o n t e n t  u n i f o r m i t y .  

I n  t h e  U . S . A . ,  t h e r e  i s  more t h a n  a d e q u a t e  r e s p o n s e  

t o  p u b l i c  p r e s s u r e  and A m e r l c a n s  a r e  as w e l l  p r o t e c t e d  

a g a i n s t  u n s a f e  and  i n e f f e c t i v e  d r u g s  as i s  s c i e n t i f i c a l l y  

and o r g a n i s a t i o n a l l y  p o s s i b l e .  R e c a l l s  a r e  r e l a t i v e l y  few 

and b e c o m i n g  f e w e r .  N e a r l y  a l l  m a n u f a c t u r e r s  a r e  a n x i o u s  

t o  c o o p e r a t e  and  t h e  a d m f n i s t r a t i o n  has  a p o s i t i v e  p r o -  

gramme o f  m a n u f a c t u r e r  e d u c a t i o n .  The s m a l l  and h o p e l e s s l y  

i g n o r a n t  m a n u f a c t u r e r ,  who c o n t r i b u t e s  n o t h i n g  t o  t h e  h e a l t h  

o f  t h e  n a t i o n ,  has h i s  p r o d u c t s  removed f r o m  t h e  m a r k e t .  

The FDA has  been  a d m i r a b l y  s u c c e s s f u l ,  e v e n  i f  some- 

wha t  a g g r e s s i v e ,  i n  t a c k l i n g  i t s  t a s k  and i s  o f t e n  h e l d  up 

a s  a model  f o r  o t h e r  c o u n t r i e s .  I t  has  now n e a r l y  c o m p l e t e d  
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INTERNATIONAL DRUG REGISTRATION 393 

i t s  w o r k  i n  t h e  d r u g  a r e a  and m a n u f a c t u r e r s  a r e  r e a c h i n g  

s u c h  a s t a n d a r d  t h a t  FDA c o n t r o l s  w o u l d  soon  b e  no  more t h a n  

p e r f u n c t o r y ,  The o f f i c e r s  o f  t h e  FDA a r e  now l o o k i n g  f o r  

o t h e r  abuses  i n  m e d i c a l  d e v i c e s ,  c o s m e t i c s  and  p e r f u m e r y .  

A new and g r o w i n g  m o t i v e  f o r  d r u g  c o n t r o l s  i s  t o  m a i n -  

t a i n  q u a l i t y ,  w h i l s t  r e d u c i n g  p r i c e s .  Governmen ts  t h a t  

e n t e r  upon p h a r m a c e u t i c a l  and m e d l c a l  w e l f a r e  programmes 

f i n d  t h a t  d r u g s  a r e  e x p e n s i v e  and  t h a t  t a x p a y e r  p r e s s u r e  

can  t h r e a t e n  a f r e e  o r  s u b s i d i s e d  d r u g  scheme. 

T h e r e  a r e  s e v e r a l  ways ,  b y  w h i c h  p r i c e s  may be r e d u c e d .  

A g o v e r n m e n t  w i t h  a p h a r m a c e u t i c a l  b e n e f i t s  scheme i s  i n  a 

p o w e r f u l  b a r g a i n i n g  p o s i t i o n  as  t h e  m a i n  p u r c h a s e r  o f  d r u g s  

i n  t h e  c o u n t r y .  I t  can  p l a y  o f f  t h e  o r i g i n a t o r  o f  a d r u g  

a g a i n s t  t h e  u s u a l l y  more c o m p e t l t i v e  "me- too"  m a n u f a c t u r e r s .  

Even i n  t h e  f a c e  o f  a monopo ly ,  p r o v i d e d  t h e  d r u g  i s  non -  

e s s e n t i a l  and p r o v i d e d  p u b l i c  o p i n i o n  i s  f a v o u r a b l e ,  t h e  

p r i c e  may be r e d u c e d  b y  t h e  g o v e r n m e n t  t h r e a t e n i n g  t o  w i t h -  

h o l d  p u r c h a s e  o f  t h e  d r u g .  The B r i t i s h  Government  has had  

s p e c t u l a r  s u c c e s s  i n  t h i s  way.  

I t  i s  e a s y  t o  r e d u c e  p r i c e s .  The d i f f i c u l t y  is t o  

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

c u r r e n t  l e g a l l y  e n f o r c e d  co rnpend ia l  s t a n d a r d s  a r e  now seen  

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

q u a l i t y  p r o d u c t s .  i t  has been  t h e  c o m p e t i t i v e  s i t u a t i o n  
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39 4 BARKER 

t h a t  has f o r c e d  some c o m p a n i e s  t o  e s t a b l i s h  a r e p u t a t i o n  f o r  

h i g h e r  t h a n  c o m p e n d i a l  q u a l i t y .  I f  t h e  c o m p e t i t i o n  is t o  

f t e d  f r o m  t h e  q u a l i t y  a r e n a  t o  t h e  p r i c e  a r e n a ,  p a t i e n t s  

s u f f e r  u n l e s s  t h e  h i g h e r  s t a n d a r d s  c o u l d  b e  e n f o r c e d .  

s t h e  b a s i s  o f  a new m o t i v e  f o r  c o n t r o l s .  

A p o w e r f u l  f a c t o r  p r e v e n t i n g  p r i c e  c o m p e t i t i o n  m i g h t  be 

c a l l e d  t h e  " t r a d e  name" f a c t o r .  A m a n u f a c t u r e r  c a n  e s t a b l i s h  

a r e p u t a t i o n  f o r  h i s  t r a d e  name w i t h  p r e s c r i b e r s  b y  d e f t  

d e t a i l i n g .  The m e d i c a l  p r o f e s s i o n  c a n  b e  r e l i e d  upon t o  

p r o t e c t  i t s  r i g h t  t o  p r e s c r i b e  o n l y  w h a t  i t  b e l i e v e s  i s  b e s t  

f o r  t h e  p a t i e n t  e v e n  t o  t h e  p o i n t  o f  s p e c i f y i n g  a p a r t i c -  

u l a r  b r a n d .  The e x c l u s i v e  r i g h t  t o  a t r a d e  name i s  ~ r o -  

t e c t e d  b y  l a w .  When a d r u g  is s o l d  by  s e v e r a  

e r s  t h e  o r i g i n a t o r  u s u a l l y  has  a h i g h  r e s e a r c h  

a h i g h e r  t h a n  co rnpend ia l  q u a l i t y  f o r  h i s  b r a n d  

man u f ac  t u r- 

a c t  i v i  t y ,  

hence  a 

h i g h  r e p u t a t i o n ,  a h i g h  sa  es  vo lume and a h i g h  p r i c e .  

The w e a k e s t  p a r t  in a 1 t h i s  i s  t h e  t r a d e  mark  l a w  

and i t  i s  d i f f i c u l t  t o  see how t h e  U . S .  c o n t r o v e r s y  a b o u t  

g e n e r i c  p r e s c r i b i n g  can  be k e p t  o u t  o f  o t h e r  c o u n t r i e s .  The 

mos t  p o w e r f u l  a r g u m e n t  i n  f a v o u r  o f  t r a d e  names i s  t h e  

n o n - e q u i v a l e n c e  o r  t h e  d i s p a r i t y  b e t w e e n  b r a n d s  i n  t h e  

h i g h e r  t h a n  c o m p e n d i a l  q u a l i t y  z o n e .  So l o n g  as  d i f f e r e n t  

b r a n d s  have  d i f f e r e n t  b i o a v a i l a b i l i t i e s ,  d i f f e r e n t  c o n t e n t  

u n i f o r m i t i e s  and d i f f e r e n t  e x p i r y  d a t e s ,  t h e n  a b r a n d  h a s  

a r e a l  m e a n i n g  f o r  a p a t i e n t .  I f  t h e  m e - t o o  m a n u f a c t u r e r s  D
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c a n  r a i s e  t h e i r  q u a l i t y  t o  e q u a l  t h a t  o f  t h e  o r i g i n a t o r ,  

t h e n  t h e  o r i g i n a t o r ' s  r e p u t a t i o n  f o r  p u t t i n g  o u t  s o m e t h i n g  

b e t t e r ,  c o u l d  d e c l i n e  and c o m p e t i t i o n  w o u l d  s h i f t  f r o m  t h e  

q u a l i t y  a r e n a  t o  t h e  p r i c e  a r e n a .  T h i s  is t h e  s t a t e  o f  

a f f a i r s  t h e  C a n a d i a n  G o v e r n m e n t  is s t r e n u o u s l y  t r y i n g  to 

a c h  ieve. 

T h e  C a n a d i a n  M 

b e l i e v e s  t h a t  if al 

t o - d a t e  i n f o r m a t i o n  

n i s t e r  f o r  H e a l t h  a n d  S o c i a l  W e l f a r e  

i n t e r e s t e d  p a r t i e s  a r e  g i v e n  r e g u l a r  up- 

o n  t h e  q u a l i t y  a n d  p r i c e  o f  e a c h  b r a n d  

t Y  o f  d r u g ,  t h e n  all m a n u f a c t u r e r s  will e q u a l i z e  t h e i r  qua1 

a t  t h e  m a x i m u m  and c o m p e t i t i o n  will m o v e  i n t o  t h e  p r i c e  

T h e  C a n a d i a n  s i t u a t i o n  m a k e s  t h i s  l o o k  a f e a s i b  a r e n a .  

p r o p o s  i t 

c o m p a n y ,  

S e c o n d l y  

e 

on. F i r s t l y ,  w i t h  t h e  n o t a b l e  e x c e p t i o n  o f  o n e  

t h e r e  i s  no i n d i g e n o u s  d r u g  i n d u s t r y  in C a n a d a .  

C a n a d i a n  p a t e n t  l a w  p r o v i d e s  n o  m o n o p o l y  o v e r  a 

d r u g  s u b s t a n c e .  C o n s e q u e n t l y ,  f o r  e a c h  d r u g  t h e r e  i s  a 

m u l t i p l i c i t y  o f  b r a n d s ,  f o r  e x a m p l e ,  t h e r e  a r e  35 b r a n d s  o f  

d i a z e p a m ,  all in f i e r c e  c o m p e t i t i o n .  

A c c o r d i n g l y ,  t h e  Food and D r u g  D i r e c t o r a t e  in O t t a w a  

h a s  s e t  up a n  e n o r m o u s  p r o d u c t  t e s t i n g  f a c i l i t y .  T h e y  

a r e  s y s t e m a t i c a l l y  a s s e s s i n g  t h e  q u a l i t i e s  o f  all t h e  b r a n d s  

in a p r i o r i t y  o r d e r  b a s e d  o n  t h e  c o s t  a d v a n t a g e  t o  t h e  

n a t i o n .  T h e y  cal 1 it t h e  "Quad" p r o g r a m m e .  "Quad" s t a n d s  

f o r  q u a l i t y  a s s e s s m e n t  o f  d r u g s .  A r e g u l a r  Quad b u l l e t i n  

is d i s t r i b u t e d  t o  a l l  p r o v i n c i a l  g o v e r n m e n t s ,  d r u g  f i r m s ,  D
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p r e s c r i b e r s  and p u r c h a s e r s .  The b u l  l e t  

t a b u l a r  f o r m  t h e  v a r i o u s  b r a n d s  o f  d r u g s  

BARKEX 

n s  l i s t  i n  s i m p l e  

t h e i r  r e l a t i v e  

b i o a v a i l a b i l i t y  and  o t h e r  a s p e c t s  o f  q u a l i t y  and t h e  p r i c e  

p e r  dose .  

The m e t h o d s  d e v e l o p e d  f o r  a s s e s s i n g  t h e  h i g h e r  t h a n  

compend ia1  q u a l i t y  a r e  b e l n g  p u b l i s h e d  i n  t h e  p h a r m a c e u t i c a l  

j o u r n a l s  by  t h e  FDD and many o f  them may be i n c o r p o r a t e d  

i n t o  f u t u r e  e d i t i o n s  o f  t h e  w o r l d ' s  d r u g  c o m p e n d i a .  I t  

i s  o n l y  t o  b e  e x p e c t e d  t h a t  d 

f o r m i n g  t o  f u t u r e  pha rmacopoe  

e q u i v a l e n c e .  I f  t h i s  o c c u r s  

f f e r e n t  b r a n d s  o f  d r u g s ,  con -  

a1  s t a n d a r d s ,  w o u l d  h a v e  g e n e r  

i t  w i l l  b e  d i f f i c u l t  t o  s u s t a  

t h e  p r o t e c t i o n  o f  a t r a d e  name and t h e r e  w o u l d  

a n s w e r a b l e  c a s e  f o r  l e g a l  i s i n g  b r a n d  s u b s t i t u t  

d r u g s  

The o f f i c e r s  o f  t h e  C a n a d i a n  FDD a r e  n o t  

b e  an un-  

on  f o r  many 

p t  i m i s  t i c  

a b a u t  w i d e s p r e a d  p r i c e  r e d u c t i o n s  f o l l o w i n g  t h e  Quad 

programme. They make t h e  p o i n t  t h a t  e f f i c i e n t  p r o d u c t i o n  

and  f i e r c e  c o m p e t i t i o n  f o r  a s m a l l  m a r k e t  b e h i n d  a t a r i f f  

wall, a r e  m u t u a l l y  e x c l u s i v e .  A l a r g e  number o f  s m a l l  

c o m p e t i t o r s  i n  a l i m i t e d  m a r k e t  c a n n o t  g e t  t h e  e c o n o m i e s  

o f  s c a l e  r e q u i r e d  f o r  l o w  u n i t  c o s t  and  c o m p e t i t i o n  w i l l  

n o t  r e d u c e  p r i c e s  t o  c o s t .  D r u g  s y n t h e s i s  i s  s t l l l  a 

b a t c h  p r o c e s s  s o  t h a t  u n i t  c o s t  i s  v e r y  d e p e n d e n t  on b a t c h  

s i t e .  C u r r e n t  t r e n d s  i n  p h a r m a c e u t i c a l  t e c h n o l o g y  a r e  
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t o w a r d  f a s t e r  p r o d u c t i o n  w i t h  more e x p e n s i v e  e q u i p m e n t .  

The more c o m p e t i t o r s  t h e r e  a r e ,  t h e  more a d v e r t i s i n g  and 

p r o m o t i o n  t h e  p u r c h a s e r  has t o  pay f o r .  P r o b a b l y ,  t h e  

mos t  c o s t l y  i n g r e d i e n t  w i l l  be t h e  a n a l y t i c a l  and t e s t i n g  

p r o c e d u r e s  imposed by  t h e  f u t u r e  compend ia1  s p e c i f i c a t i o n s .  

The e s t a b l i s h m e n t  o f  formulation-to-bioavailability-to- 

d i s s o l u t i o n  r a t e  r e l a t i o n s h i p ,  t h e  i n v e s t i g a t i o n  o f  f o r m -  

u l a t i o n  and p a c k a g i n g  t o  e x p i r y  d a t e  r e l a t i o n s h i p s  and t h e  

c h e c k i n g  o f  c o n t e n t  u n i f o r m i t y  c o u l d  n o t  b e  b o r n e  by a 

s m a l l  m a n u f a c t u r e r  w i t h o u t  a c o n s i d e r a b l e  r i s e  in p r i c e .  

B r i t a i n  i s  a c o u n t r y  w i t h  an i n o v a t a r y  i n d i g e n o u s  d r u g  

i n d u s t r y  and a l a r g e  home m a r k e t .  The B r i t i s h  a r e  l a t e -  

comers i n  d r u g  and m e d i c i n e s  c o n t r o l ,  b u t  a r e  r a p i d l y  

b u i l d i n g  up c o n t r o l s  on t h e  s c a l e  r e q u i r e d  f r o m  t h e  modes t  

v o l u n t a r y  s y s t e m  t h a t  t h e y  had  a f e w  y e a r s  ago.  The m a j o r  

p r e o c c u p a t l o n  a t  t h e  moment seems t o  b e  t o  g e t  p a r i t y  w i t h  

t h e  C o n t i n e n t a l  members o f  t h e  European  Economic Communi ty .  

A L i c e n s i n g  A u t h o t i r y  c o n s t i t u t e d  i n  1968 as a r e s u l t  

o f  t h e  t h a l i d o m i d e  d i s a s t e r ,  a n s w e r a b l e  t o  t h e  m i n i s t e r ,  i s  

a d v i s e d  by  t h e  M e d i c i n e s  Commiss ion ,  w h i c h  was a s m a l l  b u t  

h i g h l y  q u a l i f i e d  s t a f f .  Mos t  o f  t h e  p o l i c y  i s  made b y  

v o l u n t a r y  c o m m i t t e e s ,  c o m p r i s i n g  w e l l - k n o w n  p e o p l e  I n  t h e  

a c a d e m i c  w o r l d .  T h e r e  i s  n o  l a b o r a t o r y  f a c i l i t y  and  a l l  i n -  

v e s t i g a t i o n s  and  t e s t i n g  a r e  done by  t h e  Government  A n a l y s t ,  
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39 8 BARICER 

t h e  P h a r m a c e u t i c a l  S o c i e t y  and  p h a r m a c e u t i c a l  d e p a r t m e n t s  

o f  u n i v e r s i t i e s .  

ng  i n  a t r a n s i t i o n a r y  s t a g e ,  t h e  Commiss ion  t o l e r a t e s  

d n o n - t o x i c  u s e l e s s  p r o d u c t s  f o r  t h e  t i m e  b e i n g .  A 

l i c e n c e  was g i v e n  t o  a l l  d r u g  f i r m s  e x i s t i n g  i n  1968 

ones  a r e  c a r e f u l l y  s c r u t i n i s e d  b e f o r e  1 

T h e r e  i s  an  i n s p e c t o r i a l  s y s t e m  a n d  t h e  m a r k e t  

can  L i c e n s e s  f o r  p r o d u c t s  and  f o r  m a n u f a c t u r e r s  

The Commiss ion  i s  m e d i c a l l y  d o m i n a t e d  and  w 

d e f e n d  t h e  r i g h t  o f  a m e d i c a l  p r a c t i t i o n e r  

have  d i s p e n s e d  any b r a n d  h e  c h o o s e s .  Gener  

is n o t  e v e n  t h o u g h t  o f .  The g o v e r n m e n t  i s  

cens  i ng .  

s samp led .  

be w i t h d r a w n .  

a1 i a n t l y  

a s m a l l  home m a r k e t ,  t h e  r e g i s t r a t i o n  a u t h o r  

l n t e r k a n t o n a l e  K o n t r o l l s t e l l e  f i r  H e i l m i t t e l  

The o f f i c e s  a n d  t h e  s t a f f  a r e  a g a i n  v e r y  sma 

1 1  

o p r e s c r i b e  and  

c p r e s c r i b i n g  

p u t t i n g  t h e  

Commiss ion  t o  e c o n o m i c  u s e  i n  a g r i c u l t u r e  b y  d i r e c t i n g  i t  t o  

con  t ro 1 v e t e r i n a r y  medi  c i  n e s .  

I n  S w i t z e r l a n d ,  w i t h  a b i g  e x p o r t i n g  d r u g  i n d u s t r y  and 

t y  i s  t h e  

( I K S ) ,  i n  B e r n e .  

1 .  L a b o r a t o r y  

f a c i l i t i e s  a r e  only f o r  chem 

t e s t i n g  i s  done  b y  c o n t r a c t  

D r u g s e x p o r t e d  a r e  c o n t r o l  l e d  

consumed a t  home, w h i c h  i s  c 

c a l  t e s t i n g  and  b i o l o g i c a l  

n u n i v e r s i t i e s  and  i n s t i t u t e s .  

t o  t h e  same e x t e n t  as  d r u g s  

m e t h i n g  no o t h e r  c o u n t r y  does .  

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

a t i o n s ,  b u t  r a t h e r  t o  p r o t e c t  t h e  r e p u t a t i o n  o f  t h e  S w i s s  

d r u g  i n d u s t r y .  M e d i c a l  s e r v i c e s  i n  S w i t z e r l a n d  h a v e  weak D
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s p o t s  and  a r e  n o t  w e l l  d i s t r i b u t e d  i n t o  m o u n t a i n  v i l l a g e s .  

C o n s e q u e n t l y  t h e  I K S  has t o  look a f t e r  a l a r g e  number o f  

OTCls and  see t h a t  t h e y  a r e  w e l l  l a b e l l e d  w i t h  w a r n i n g s  

a g a i n s t  e r r o r s  i n  s e l f  d i a g n o s i s .  Abuses a r e  r e s t r i c t e d  

t o  f o r e i g n  OTC's demanded by  t h e  t o u r i s t  i n d u s t r y  and  some 

t r a d i t i o n a l  h e r b a l  r e m e d i e s .  T h e i r  g r e a t e s t  d i f f i c u l t i e s  

a r e  c o n s t i t u t i o n a l  o r  l e g i s l a t i v e .  The l e g a l  a u t h o r i t y  

f o r  t h e  I K S  depends upon a s e r i e s  o f  a g r e e m e n t s  b e t w e e n  t h e  

p h a r m a c e u t i c a l  p r o f e s s i o n ,  t h e  c a n t o n s  and t h e  f e d e r a l  

g o v e r n m e n t .  

Be tween  t h e s e  f o u r  o f f i c e s  i n  t h e  U . S . ,  Canada, B r i t a i n  

and  S w i t z e r l a n d  t h e r e  i s  c o m m u n i c a t i o n .  The s t a f f s  a l l  

know each  o t h e r .  They a l l  demand s i m i l a r  i n f o r m a t i o n  i n  

new d r u g  a p p l i c a t i o n s  a n d  a p p l i c a t i o n s  f o r  c l i n i c a l  t r i a l s .  

They have  s i m i l a r  c r i t e r i a  o f  s a f e t y  and  e f f e c t i v e n e s s .  I n  

a l l  c o u n t r i e s ,  w h e r e  I t  i s  l e g i s l a t i v e l y  p o s s i b l e ,  t h e y  

l i c e n s e  f a c t o r i e s  and  warehouses  h a n d l i n g  d r u g s .  The m a i n  

v a r i a t i o n s  a r e  i n  t h e  d e g r e e s  o f  a u t h e n t i c a t i o n .  The 

E u r o p e a n s  t e n d  t o  a c c e p t  m a n u f a c t u r e r ' s  d a t a ;  t h e  A m e r i c a n s  

t e n d  t o  c h e c k  i t  f o r  t h e m s e l v e s .  They a l l  have  s u b s t a n t i a l l y  

s i m i l a r  r e c a l l  p r o c e d u r e s  and  o n - g o i n g  m o n i t o r l n g  o f  c l i n -  

i c a l  e x p e r i e n c e  a f t e r  m a r k e t i n g  has commenced. They a l l  

h a v e  a s i m i l a r  code  o f  good m a n u f a c t u r i n g  p r a c t i c e .  They 

a r e  a l l  a b o u t  t o  c o v e r  m e d i c a l  d e v i c e s .  They a l l  h a v e  

i n s p e c t o r i a l  s y s t e m s  and  t h e y  e v e n  i n s p e c t  f o r e i g n  f a c t o r i e s  D
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400 BARKER 

m a k i n g  i m p o r t e d  d r u g s  a n d  p r o d u c t s .  The B r i t i s h  t e n d  t o  

r e l y  more  o n  l i c e n s i n g  o f  t h e  m a n u f a c t u r e r ,  t h a n  o n  t h e  

l i c e n s i n g  o f  h i s  p r o d u c t s ,  and  s o  t h e i r  i n s p e c t o r i a l  s y s t e m  

i s  h i g h l y  d e v e l o p e d .  

The v a r i o u s  n a t i o n a l  c o n t r o l  a u t h o r i t i e s  r e c o g n i s e  

t h a t  i f  e v e r y  c o u n t r y  e x e r c i s e d  i t s  r i g h t  to i n s p e c t  f o r e i g n  

f a c t o r i e s  p r o d u c i n g  t h e i r  i m p o r t s ,  l i t t l e  p r o d u c t i o n  c o u l d  

e v e r  t a k e  p l a c e  b e c a u s e  o f  a c o n t i n u o u s  c o n g e s t i o n  w i t h  

i n s p e c t o r s .  T h e r e  i s  n a t u r a l l y  a g r o w i n g  movement f o r  

i n t e r n a t i o n a l  a g r e e m e n t s ,  w h e r e b y  some c o u n t r i e s  m u t u a l l y  

r e c o g n i s e  and  a c c e p t  e a c h  o t h e r s  r e p o r t s .  

One w o u l d  t h i n k  t h a t  a l l  t h e  c o n t r o l s  c o u l d  be managed 

by an i n t e r n a t i o n a l  a u t h o r i t y .  F o r  d r u g  s u b s t a n c e s  an 

i n t e r n a t i o n a l  c o n t r o l  i s  t e c h n i c a l l y  f e a s i b l e .  The A m e r i c a n s  

a r e  g e n e r o u s  w i t h  t h e i r  i n f o r m a t i o n  and  e v e n  m a i n t a i n  a 

s p e c i a l  f o r e i g n  o f f i c e  i n  t h e  F D A  f o r  t h i s  p u r p o s e .  F o r  

p r o d u c t s ,  i n t e r n a t i o n a l  c o n t r o l  i s  n o t  a t e c h n i c a l  p r o p o s i t -  

i o n  b e c a u s e  f o r m u l a t i o n s ,  p r o c e s s e s  and  e q u i p m e n t  v a r y .  I t  

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