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INTRODUCTION 

The argument t o  evolve pharmaceutical quality control laboratories 

as a semi-dependent m a t  i n  the Public Health labomtory services 

rests on many factors, the most mportant of whch revolves around 

socio-economic, admirustrative and technical status. These factors 

should be g iwn  thorough consideration before developing drug control 

a s  a completely independent and autoncunous unit. 

The need fo r  pharmaceutical quahtjr control i s  now increasingly 

felt, i-y countries i n  the Region produce the i r  medicme and all of 

them import drugs from outside. Therefore a l l  measures designed t o  

ensure the uniform output of batches of drugs that conform t o  established 

specifications of identity, strength, purity, etc., should be s t r ~ c t l y  

(applied. 

In developing countries, the planmng f o r  the establishment of 

these actxvities should be fu l l y  studied, and a suitable plan should be 

adopted. !-!any developing countries are now in the process-of oqanizing 
or re-organizing the i r  Public Health Laboratory Sertices. This is  an 



opportune time t' consider the f e a s i b i l i t y  of establishing in them 

units  fo r  drug control a t  the central  and peripheral levels. 

Assessing the ccn(*t~ons m developing countries the following 

importqnt f ac t s  emerge: 

1. The great majarity of developing countries a re  st111 in the 

communicable diseases era. The major causes of morbidity and 

mortalitv continue tx~ be bacterial ,  parasitological, v l rn l  and 

r icket t s ia1  infeckons. bther chronic non-microbial diseases are  

present, but they are still  mmor when corriared n t h  the microbial 

infections. 

The most important medicines t o  be utxlized are the antibiotics.  

Accordingly test lng f o r  ant ibiot ics  shoulel be provided in de ta i l  and 

th i s  1s mostly dependent on chemical and biological tests. 

2. The socio-econormc development i n  these countries a c t a t e s  res- 

t r ic t ions  on expanding these s e m c e s  tha t  are bound to duplicate 

other exis tmg services in personnel, equipment and supplies as wel l  

as  accommodation an3 administration. It is important t o  judge the 

su i t ab i l i ty  of a programme having i n  mid the means and resources 

available. In general the establishment of a completely separate 

drug control laboratow is  costly. However i f  Integrated a s  a semi- 

independent service umt i n  the publfc health laboratories, it can be 

converted, sc  tha t  productive Torces could be released, leadint: t o  

long-term benefits, If dxrected tu soclal ly useful ends. Therefore 

it 1s important that the msximization of welfare and the complementarity 

of services should play a great role in determining the establ ishmnt 

of such a service. 

3. The lack c > f  adequak expert personnel does not pernut expanded 

ac t iv i t i e s  and may allow only the performancs of l imited but essent ial  

procedures tha t  could Involve other staff rnembera of the laboratory. 

The experts respongihle f o r  supervising the control of  drugs should 

possess the quaJiflcaticns of sc i en t i f i c  education and the practical 

experience required. Their education should include the study of an 
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appropriate combination of chemstry, biochemistry, microbiology, 

pharmaceutical sciences, technology and toxicology, physiology and 

hisblogy and other related sciences. They should also have &nple 

experience i n  the control of drugs. These experts should have no 

in teres t  outside the i r  work, s u  tha t  they are not prevented or  restr icted 

from devoting the necessary time tu their  assignment responsibilities, 

and so that no conflict of financial interests  i s  entailed. 

Moreover an adequate number of tachnicallv trained personnel should 

be available ti, perform the control operat~nns, i n  accordance w i t h  

established procedures and specifications. 

lllthough qualified persvnnel is rare, many of them are already 

members of the public health laboratories s taff  and could thus be 

u t i l i sed  m drug control. 

THE ADMTNISTRATIV,: FACTOM 

Perming a new uriit e n k l s  many adminlstrativ;: f acbra :  

1. Legislation: A spacial legislat ion should be promulgated, giving 

rules and regulations fo r  the new department, its capacities and 

its Imitat ions.  

2. Accormnodatlon: Premises n t h  new equipment and supplies as well 

as auxiliary personnel w i l l  be required, demanding additional 

expenses. these premises need also common servlces which are 

usually to be adequately found i n  the public health laboratory, 

e.g. electr lci tq,  gas, furniture, etc. 

3. A host of vannus supplies and equipmentwhich are necessary in 
the laboratory. 

4. New personnel w i t h  suitable extra qualifications is required. 

Many other problems d l  ar ise  as tx the s tatus o f  p e r s o ~ e l  

and the i r  relationships with other similar workers, 

5. Many f a c i l i t i e s  available -11 be duplicated e.g. washing rooms, 

maintenance fac i l i t e s  and library. 
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It i s  clear tha t  these problems m11 minimally ar lse  i f  t h i s  set- 

up was considered as a semi-independent u ru t  of the public health 

laboratories. 

THE TECHNICAL FACTORS 

Many technical factors w i l l  also ar lse  as  a consequence of having 

a completely separate unit. 

1. Duplication of equipment and supplies. 

These laboratories bnl l  de f in l t e l -  need photnmetres, electrophoresis, 

thin larrer chromatography, chemicals and other ecpipment, which are already 

available a t  the Central Public Health Laboratcries and could eas i ly  be 

u t i l ized  bv the new unxt ,  If accommodated i n  the Central Public Health 

Laboratories. 

2. ?kainlng ~f pers~nnel .  

The trainrng of laboratory personnel has many things in common and 

yields i t se l f  tL sharrng the available f a c i l i t i e s  and to  co-operation 

between the sc lent l f ic  skiff .  Hence the choice f o r  training should be 

based on: 

( a )  Availability of instructors  tv ensure the quality of  training 

(b)  Avallabillty uf the necessary equipment and supplies 

( c )  Avallablllty ~f adequate working space i n  a health environnent 

( d) Rccesslbllltjr of  the place fo r  tralnees and instrmctars 

( e )  Avallabilitsr uf reference books, l l b ra rv  facilities and tralnlng 

aids. 

These are the materlal needs f o r  teaching, but there are also the moral 

needs, namelv the co-operation of the teachlng s ta f f  and the trainees. 

The t r a n i n g  prsgramire wlll be cheaper -cu finance ~f several categories 

of tralnees participate m common classes f o r  parts  of t h e w  curriculum 

and whenever the expenses 3f equipment and suppkes are rather high. 

Thits tmlning should be dcne m the Institute whch rill make ~t 

less  expensxw?, &md i n  developing countries the pubhc health laboratories 

enjoy having the physlcal and moral needs f d r  t r a ~ n m g  and present 

suitable con&tlons f o r  it. 



This training mcludes, microbiologv, serology, biochemistry, 

histopathology, toxicology, etc. which could be easl ly undertaken by 

the public health 1aboratoz-r s taff .  

h o t h e r  type of tralning 1s by apprenticeship, which can also 

easi ly 'oe done a t  the laboratory. Moreovar facilities w i l l  be 

available f c r  in-service training. 

THd PUBLIC IBALTH RSWCTS OF MUG CbNTRDL 

Drugs play an mportant role m public health; the i r  availabili ty,  

the i r  standard and quality being of the utanost unportance f o r  the control 

of endemic and epidemic hseases. The drugs of  deficient quality will 

allow the continuation of cases, which could ac t  a s  foci  f o r  the dessemina- 

tion of disease an3 the exaggeration of the outbreaks. These drugs should 

be put under surveillance l ike  micro-organisms. The changing p a t t e r n  

of disease, the ecology of bacteriological agents, as w e l l  as the i r  

susceptibili tv t o  antibiotics and drugs, play an important role in the 

extent of an mnfection spread. Public health laboratories are entrusted 

with epidemiological surveillance ac t iv i t ies ,  which give the information 

previously mentioned on micro-organisms. These ac t iv i t i e s  demand a 

close relationship between pharmaceutical quality control laboratories 

and the public health laboratory. ThSs end can best be achieved if 

both are in close contact administratively, technicalxv and organisa- 

tionally. 

Provincial laboratories can also a s s i s t  i n  checking the quality 

of drugs bv m u g  preliminary tests on them, e.g. physical appearance, 

etc., and could be an mtegra l  par t  of the drug control machinery, by 

becoming aids i n  collecting and referrmg samples to the F'harmaceutical 

Control Laboratories. 

CONCLUSION 

The establishment of a Pharmaceut~cal Quality Control Laboratory 

as  a semi-independent uni t  i n  the public health laboratory satisfies 

the maximization of welfare and complementarity of services, more than 

the i r  development as completely separate administrative and technical 

unita. 


