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DRUG LEGISLATION 

by 

D r .  E.E. Gala1 * 

Legislation i n  any f l e l d  1s the formulation and reg is t ra t ion  of the 

accepted practlce wlthin the frame work of the community and ~ t s  established 

machmeries. I n  developing countries tnere is an understandable tendency t o  

use leg is la t lon  as  a means t o  i n i t i a t e  non exls t ing practices o r  enforce a 

radicle  s h i f t  o r  even reversal  of already entrenched ones. 

I n  these circumstances it is usually d ~ f f ~ c u l t  t o  r e s i s t  the temptation 

t o  t r y  t o  achieve the ideal  without glving due regard t o  the limitations of 

the existing f a c l l l t i e s  and prevamling conditions. 

It is a pertinent observation t h a t  under these circumstances Drug 

leg is la t lon  i n  any other f i e l d  under similar conditions, prove in practice 

t o  be a handicap t o  actual  progress. 

I n  the preregistration stage there  is a special  problem now that needs 

special  attention. 

Wlth inceasingly s t r l c t e r  requlrernents of the contromng bodies i n  

advanced countries, which In  cer ta in  instances means a vast  increase i n  

research expenditure and prolonged delay of marketing, there is an increasing 

temptation of startmng w h a t  would appear i n  cer tz ln  cases premature c l i n l c a l  

t r i a l s  In the l e s s  advanced countries. Often in these countries there ape 

not enough available f a c i l i t i e s  t o  ensure proper safeguarding the pat ients  

through meticulous plannlng and detal led and continuous investigations. 
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Until proper international measures are taken it is the prime duty of 

the national authori t ies  t o  safeguard against the possible dangers with 

W.H.O. or reglonal backlng. 

The introduction of a new drug needs registration i n  one form or  another. 

I n  most countries the formalit ies would require the creation of a s c i en t i f i c  

body t h a t  can handle the responslbi l l ty  of passing judgement on the merits of 

these new drugs. Very few developmg countries can mobilize the required 

facilities and experience t o  give these formalit ies r e a l  substance. 

It is premature t o  suggest t ha t  international co-operation i n  this f l e l d  

under the ausplces of the W.H.O. should be established. It is however posslble 

t o  handle these problems on regional basls. The pooled facilities and experience 

of a group of nations wlth s imilar  social ,  cllmatlc and economical background, 

may be with W.H.O. backing would seem t o  present the best possible solutions. 

It may be possible under these conditions t o  expect a positlve and constructive 

contribution from the concerned exporter even i f  legislative enforcement is 

not resorted to .  

The proper regulation of importation and dls t r lbut ion is of prime importance 

i n  developing countries. Slnce loca l  manufacturing often plays only a llmited 

role  i n  supplying the needs of health services.  Legislation 1s needed not only 

t o  safeguard the consumer agalnst t he  hazards of unsuitable quall ty but it may 

a lso  be needed t o  plan the proper use of the r e s t r i c t ed  poss ib i l i t i es  and t o  

ensure up t o  a degree supplying the  r ea l  needs and not the artificial or  marginal 

needs inf la ted by promotion and advanced marketing techniques. 

The problem of quall ty control needs f i r s t  the creation of the required 

s t ructure  tha t  can handle it. From the legislation point of new, however, 
r 
cer ta in  points need clarification. 

It is t o  be hoped t h a t  with the availability of the up t o  date internat ional  

pharmacopoeia the less  advanced c o u n t r ~ e s  w i l l  r e s l s t  the temptation, often 

dictated by requ~rements of prestige than r e a l  necessity o r  capacity, t o  create  

t h e i r  own. 



In my view only very few of the advmced countries have the need as well 

as the facilities to do that. The real requirements of most developing 

countries can be met by issuing supplements to the International pharmacopoeia 

to meet then specific needs. For these supplements to have real value and 

substance they should be handled piece-meal or Item by item to give the limited 

available facilltles the concentrated freedom needed to do the proper studies 

required. Regional or International co-operation should be encouraged. 

In developing countries with the deficiency often present in health services, 

and the need therefore to permlt a certain degree of unqualified activitivities 

in different fields, the stricter regulations are called for on control, labelling, 

distribution and storage, these regulations, however, have to be within the 

scope and abilities of the existing machneries. 

Simple and clear labelling in the native language is of importance slnce 

unorthodox distribution is often widespread. The necessity of an authorized 

medical subscription cannot be strictly enforced, due to deficiencies in the 

available medical service. Even broad spectrum antibiotics and similar radicle 

therapeutic agents cannot be denied to those who cannot afford to obtain the 

continuous medical care and meet its expenses. The rnannlng of other auxilliary 

medical services may be deficient regarding the qualifications and the experience 

of the available personnel, thus removmg another safeguard against the misuse of 

drugs. Under these circumstances legislation measures are of primary importance 

to the safety of the population. 

The manufacturer, distributor and subscriber should shoulder full responsibility 

for their activities each within the scope of his role. Special strlct regulations 

are often needed to prevent unauthorized prproduction or distribution of faulty or 

adulterated drugs. In this aspect the mere knowledge of the defect or the failure 

of the qualified personnel to ensure the safety of these drugs should be considered 

a sufficient proof of guilt. For the non qualified or the non authorized, the 

existance of the defect and the expected consequences on the health of the possible 

user should meet its just punishment. 

The need for supervision and control or regional state control can only 

be partially met in many developing camtries. 
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It IS, therefore ,  necessary t o  emphasize t h e  primary r e s p o n s l b l l i t y  of 

t h e  producer f o r  h i s  products even a f t e r  approval of t h e  q u a l i t y  con t ro l  authorities. 

Qua l l ty  Control is not  enough t o  enforce a t  t h e  production s tage ,  including 

t h e  s t a r t i n g  materials, but  1s very much requlred t o  continue on these  products 

durlng d i s t r i b u t i o n  and storage.  The preval l lng  c l lmat lc  and s torage  condit ions 

i n  many developing countr les  necessitates such emphasis. 

A s  in a l l  newly es tabl lshed lndus t r l e s  the  drug lndust ry  l n  developing 

countr les  of ten  needs a co-operative but s t r l c t  supervlslon t o  ensure t h e  estab- 

lishment of good manufacturlny pract ices ,  t h e  problem IS more o f t en  a lack of 

knowledge and experience. Legis la t ive  requirements regardlng t h e  spec l f l ca t lons  

of t h e  s l t e ,  t h e  f a c l l i t l e s ,  a s  well  a s  manufacturing procedure may be c a l l e d  f o r  

but  t h e i r  enforcement should be more by help  and advlce than mere prohibl t lon  

once t h e  good f a i t h  of t h e  manufacturer is ensured. No allowances, however, 

should be permitted t o  t h e  l o c a l  producer t h a t  is not  j u s t r f l e d  enough scien- 

t i f i c a l l y  t o  be a l s o  extended t o  t h e  importer. I n  t h e  long run t h l s  is as 

important t o  t h e  l o c a l  producer a s  it is t o  t h e  welfare of t h e  population. 

Qua l l ty  con t ro l  f a c l l l t l e s  should be aval lable  on a voluntary b a s l s  t o  

t h e  distributors and l o c a l  manufacturers In addl t ion  t o  l e g a l  md systematic 

bas l s  enforced by t h e  law Often t h e  lack of non governmental f a c i l l t l e s  

makes lmperatlve f o r  t h e  small d e a l e r  t o  s k l p  a l o t  of t h e  requlred control  

measures. 

The p rac t l ce  of f r ac t lona t lng  t h e  contents  of t h e  original package, common 

m some developlng countries,  should be s t r i c t l y  lzmlted t o  qua l l f l ed  and 

authorized pharmacists and t h e  p a r t  distributed should be supplled l n  a marked 

container wlth t h e  required  labelling lnformatlon and t h e  name of t h e  d i s t r i b u t o r  

t o  allow proper con t ro l  whenever requlred.  

Whlle these  s c a t t e r e d  observations regardlng t h e  l e g l s l a t l v e  requirements 

of developlng countr ies  i n  the  f l e l d  of drug production, d i s t r l b u t l o n  and control  

do no t  cover but a f r a c t l o n  of t h e  increas ingly  expmdlng f l e l d ,  one f l n a l  

observation cannot be omltted. I n  t h l s  l e g i s l a t i v e  f i e l d ,  l i k e  In  a l l  others, 

t h e  law enforcing o f f l c e r  would be c e r t a i n l y  f a i l i n g  h l s  r e a l  r o l e  l f  I n  every day 

of p rac t i ce  he does not  face  up t o  problems t h a t  r equ l re  re - ln te rp re tmg t h e  

l e t t e r  of the  spec l f l ca t lons  and l e g l s l a t l o n s  maklng new allowances and opposmg 

old  es tab l l shed  ones. 


