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V-II

LEGAL CONTROL OF SALE AND DISTRIBUTION OF DRUGS IN KENYA

Introduction and Brief Historical Background

The paper examines same aspects of law relating to control

of sale and distribution of pharmaceutical drugs in Kenya, with

special reference to substandard drugs. The examination will include

the relevant legislation pertaining to drug control. This includes

the fOod Drug;' and Chemical Substances Act}, its aims, enforcements

mechanisms and accomplishments. Secondly the paper will define the

subject matter of control. Thirdly it will examine the functions of

law and the extent to which it is 'utilized as a means of control and

then proceed to analyse the necessity for le~al control. Next. the

paper will identify the problems relating to legal control Of sale

and distribution of drugs. The paper will then evaluate the adequacy

of existing techniques as a means of control and finally there will
f

be conclusionsand recommedations of alternative ways of dealing with

the current problem •

Kenya has been linked to the world market forces since

h 1 19 h C Th· d h h B .. hI· ]. ~t e ate t entury. 18 was one t roug rltls co onla 18m.

The initial steps in this process where Britain squired control over

Kenya, thus linking it to the worl;Vmarket forces, was done by a

favourite colonial device' t the chartered company. In Kenyan case,
3it was the Imperial British East African Company , (IBEAC) started

by William Mackinon in 1877 and granted. Royal charter in 1888. The

granting of the c~rter was an annoucement that the company was an

arm of British imperial POlicy~ The company carried on this duty until

1895 when Kenya was declared a protectorate. This declaration marked

the beginning of official British rule whic', as to last until 12th
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December, )963.

After the declaration of a protectorate over Kenya, the

colonial authorities acquired power and used it to establish their

strength in Kenya and thus created a colonial society. By this

period, Kenya was increasingly being incorporated into the rapidly

expandinp world of trade. The coastal area and the interior to the

south 0 Kenya had been fully incorporated into this rapidly expanding

trade, but the interior of Kenya was to be incorporated in a different

way. Incorporation of the interior was as a result of building the

railway from Mombasa to Kisumu.

The completion of the railway from Mombasa to Kisumu in )00

provided a straight access to the hea~aters of the Nile, and ~ave

the ad~inistrators the idea of establishing an extensive white

settlement to bring land into full commercial production. As a result

of implementation of this policy, Kenya be8an to play the classic role

of a country at the peripphery of a capitalist system, exporting the

priaary commodities and importing manufactured goods:r

Commercial agriculture, introduced with European settlement,

was dominated by European settlers and foreign irms. Africans and

Asians were effectively excluded and Africans were forced to provide

cheap labour in the European farms. Since colonial development was

designed to increase supply of raw materials to British industry and

at the same time encourage growth of 'capt'Y~· markets for British

manufactured goods, local manufacturing became impossible apart from the

b • f di . 6aS1C process 0 commo 1t1es • As a result Kenya had very few indigenous

markets and very little assistance was given to industry and manufacturing.

Emphasis was placed on agriculture and basic processing rather than domestic



lX

industrial capital accumulation? This was the position until 1945

It explains the limited number of industries in Kenya at the time

and also the 'desire of BrOti h industrial capital
to discourage any anufacturing for
export which ould t"treaten her own
metropolitan capital' 8

After 1945~ however, there was a substantial change. This

change was e pecially noticeable in the growth of the manufacturing

sector; whereas historically, it had heen concentrated on the agri-

cultural sector and training, foreign investment after 1945 increasingly

concentrated on the manufacturing sector. This ch n~e has been

attributed to two main reasons, first "in the fact of global competition

the inefficient British c pital was driven to invest behind a

protective wa 11 in order to intain the Kenyan market, and secondly~

merchant capital was facing intens~ competition and firms were
Qforced into primary production to maintain their competetive posit ions

Thus the world economic pressure forced the rckant capital to

industrialize in the period after the second "world war.

By the late IQ50s. following the ravages of the second

world war, industrial capital in Europe was turning outwards because

of international conpetition. At the sa e time Kenya was ee in~ to

deversify her economy and sources of foreign capital. The result in

Kenya was an inflo of predominantly industrial capital from not only

Britain but also United Stat s, Ge any, France and other countries.IO

As a result of these trends, foreign invest ent has come

to play a very important p rt in the enyan Rcon

'Foreign invest nt is substantially concentrated
on import substitution 0 final con u er product
modelled on similar products sold in other parts
of the world by subsidiaries of the sa ~ and
competing multinational corporat·on. 11
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In Kenya

"these companies' position largely
follows from the relationship with
the host state and the ab ence of an
African Industrial bourgeoi elf 12.

Today much of Kenya's industrial activity is dominated by

multinational corporations and their subsidiaries or non-citizen

enterpreneurs who produce import substituterof lower value for local

con tlmption For instance the pharmaceutical subsidiaries confine their

activities to mixing imported inputs, forming them into pills and

packing them. These companies ne otiate for heavy protection fro

overseas firms while frustrating any intention of competition by

local fi 13 In their campaign again t competition, the companies

use differentiation in brand names backed itb heavy expedditure

advertise ent. Most of the goods produced by these firms are those
that hI Ave been made to sui ee t he '.l'lor.e pc 0 _v.l.y •.

Apart fro protection 'nep.otiated' directly by these

companies with the gover ent, further protection of invest ent is

provided for by the Foreign Investments Protection 15ct This Act

provides for ap Iication of~certificate for foreign firms to be

'approved' firms. fter the issue of such a certificate, the firm

to which it is issued can bring asset to Keny and freely repatriate

the profits out ide enya. ~e Act also provide for protection fro

deprivation or co ulsory acquisition of any property of an approved

firm; this guarantee i a reproduction and exphasiaes the basic

guarantee of the constitution.

17As re ards the sale of products, the Sale of Goods Act

allows and sets conditions ~or ale of oods in Kenya. The principle

of Nemo Dat allows the subsidiaries to act as a~ents for parent firms.
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Like the Foreign Investments Act, there are acts of

parliament providing for imports 0 certain goods into the country.

Among them is the Customs and Tarrifs Act.18 This Act provides

for imposition of customs duties on goods imported into Kenya.

Condition for importation of goods including drugs are provided

for in the schedule of the Act.

The foregoing shows how Kenya was intevgrated into the

world market forces through British colonisation. The main roles

imposed on her by her colonial and post colonial demands of inter-

national finance capital are: to export agricultural and other

raw ~3terials,to provide outlets for foreign capital directly or

through subsidiaries of forei~n multinational firms and to provide

market~for foreign industrial products. The forer.oing further

shows th~t the laws of Kenya provide for the performance of the

roles imposed upon hpr by the colonial and post colonial demands of

international finance capital. These laws include laws relating

to manufacture of goods by multinational subsidiaries and local

firms, importation and sale of goods. Apart from the above mentioned

laws there are tother legislation dealing specifically with drugs

The following is a brief history of drug legislation.

Beief hisotry of drug legislation in enya

Drug Legislation in Kenya beg n in 1933 with the enactment
,g .of the Dangerous Drug Act. However, control of qual1ty of drugs

did not start until 1948 when the FOod and Drugs Adulteration Act

was passed to prevent sale of adulterated food and drugs. Since
~

the- passing ofAAct, there have been two other acts

passed in relation to control of drugs. The following brief summary



XII

will sho that the legislation have been fragmentary. inad~quate

inflexible and of limited application.
20In 1933 the Dangerous Drugs Act was passed. The

si of this Act as to regulate i ort tion, sale, manufacture and

use of opium and other dangerous drugs. In addition, effect was

being given to international conventions on opium. In 1912 the

Hague Convention was signed and by this convention, import and

export of opium for smoking was prohibited and import, export

production and dealing in narcotic dru~s were subjected to a

scheme of control. In 1925 the first General Convention was

signed for the purpo e of comple enting and stren thening the

Hague Convention and on 1931 another Geneva Convention was signed

for limiting manuf cture and regulatin distribution of narcotic
drugs. By these conventions it was hoped th t the wide spread

i use of dru S ould be curbed, but in fact is~e of drugs

has incre ed 00 sidera ly.

The next drup, le islation passed in enya after the lq33

Act wa the Food and nru~ dulteration Act of lQ4. The aim of this

Act was to prevent sale of adulterated food and drugs to the

public. Wit t e expansion of co erce n °ndustries, it was

felt that the scope of the Act should e e panded to cover new

drugs and ch fcals locally manufactured or orted into Kenya.

Secondly it was eant to ensure that products conform to the.laid

down standards. This Act continued in force until 1965 when it a

repealed by the Food Drugs nd t~emicals ubst nces Act of 1965.

While the 1948 Food and Drug Adulteration Act as still

in force, the Ph rm cy and Poisons Act21 was passed in 1957. The

aim of this Act was to make provisions for control of the

profession~ of pharmacy and to control trade in drugs and poisons.
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The Act established a Pharmacy and Poisons Board with powers of

registering or deleting from the register pharmacists. Secondly,

the Board could recommend to the minister to prohibit or control

certain medicines. This Act however did not deal directly with

control of substandard drugs although it did in many ways supplement

the Food, Drugs and Chemical, Substances Act which dealt directly

with standards of drugs.

The Food Drugs and Chemical Substances Act22 was

passed in 965. It repealed the Food and Drug Adulteration Act of

1948. The aim of this act as regards drugs ia to control standards

of drugs, it prohibits sale of certain drugs, and provides for

preparation of drugs under sanitary conditions. The Act establishes

a statutory board known as Public Standards) Board. This Board is

responsible for advising the minister who may make legislation control-

ling the preparation, packing, labelling and samplin~ 0 drugs and

chemical substances for sale whether imported or locally manufactured.

After 1965, there has been no legislation providing

for control of standards of quality of drugs. This is not in keeping

with the fact that in the last few decades, there has been a great

increase in manufacture and importation of drugs. The existing

legislation providing for control of sale and distrihution of drugs

are inadequate to control standards and qualitiEs of new drugs that

have poured into the markets as a result of the enormous advancements

in the field of pharmacology. The legislation is further not adequate

to counter the manouvres used by businessmen to try and sell suhstandard

drugs in this country. Thus even after the attempt by the 80vernment

in 1965 to try and deal with the problem of quality and standard of

drugs, one still finds the existing druglegislation, fragmentary
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inadequate and inflexible.

The Acts are fragmentary because they do not knit together

sufficiently to provide a comprehensive and flexible scheme for

controlling sale and distribution of substandard drugs. The Acts

are inadequate because, although the 1965 Act was passed to counter

the,roblemof standards of drugs, it was never intended to ltbhe

widespread sale and distribution of substandard drugs as it is undert

stood today. As a result, the Act is very limited in scope and the

procedure is too slow to keep up with the pace of new developments.

The Act is inflexible because the courts cannot administer it readily.

It does not provide speedy methods for dealing with irresponsible

over prescription' or promotion of substandard drugs by doctors and

salesmen. Similarly the Act does not provide for obtaininp of

information from doctors and pharmacists about the possible side

effects of drugs. Finally these acts have many Ibopholes that can be

exploited by salesmen and drug agents in orde~ to setl substandard

drugs. Thus the Act does not provide adequate protection to the

consumer and has failed to accomplish intended goals.

As a result of the outlined factors, it becomes imperative

to re-examine and re-assess the Kenyan Legislation on drug contro

with a view to positing the solutions that could be found to remedy

the inadequacies.
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CHAPTERONE: PARTONE

DefiDitio Discu•• ion of subject matter of eo trol

There baa een a great dvanee in the field of pbarmacology in

the laat two d cades. This has nabled the i troduction of a wide rang

of n drugs. The quantity of drugs introduc d after the second worl

war is without p rallel. For instance. it is t d that ore than

eighty perc nt of drugs nowia active use by phy icians were aot avail-

able tv nty years ago~ The ver growing quant'ity and variety of

pbaraace tical drugs bas be n reflect d in tb v tly increasing u hers

ot pharmacetical companies ving into i teraational trad. While Kenya

i. not one of t • largest users of drugs in th world, modern drugs hay

becoae co politan articles eueraUy availabl vorld-wide2 Kenya

baa been affected by t

Man's att t to cure illness througb i take of foreig substa cea

is as old as aan hhuelf. b t tbe aodern era of pharmaceutical develop-

nt dates frea l:he ni tee th century. Th4t fou_atio to tbi. era was

laid by Paul Erlich, a GermanP ysician, whopropounded the concept

that pbarmaee tical reaearch sbould be directed towards fiDding ch ieal

a ents which would be taken up by targeted bacteria in lethal dosa8

but would be tolerated by the bost organi8ll, man. without daage3• This

openedway for newdrugs, and together with isolation of penicillin in

1939, revolutioniz d dicill trea nt and pharmaceutical i try. y

early ninetee forti s. the mechani of dru action effect of drugs

i specific organs begu to bave a jor act on drugs bei produced

for general use. Si ce 1970, a variety of dru s estimat d at 20,000 hav

b in .xistance. The progress i th d 10 nt of dru a baa

provided effective d other routiae treatllellt of a wide range of dis aes
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previously coasid re beyoDdtrea~ t.

Modemdruga are eDdprod eta of a e lex i uauial productio

process aDd ai e. they a... iatende to h. ae in man, th dru s

ahouldsatiafy d adi standards as to th ir prev efficacy, safety

and ha ceutical q ality·. A lot of th_e aodern druga, such .u

aDtihiotics,co traeeptivea and anal esica are ote t and the iffere ce

be~ tb r uir d ther tic dosage the dosage t t wouldbe

toxic is very 11. Whileaodern dru 8 e hie tbetratlleDt of

db as•• previoualy cOBSiared beyoud e t, they also po.e a

possihility of har.f 1 aide effects. the pot tial dangera

poaedhy era drugs have ee widely raco in the acie tific

field, it vas not ntil t 1962 Thelida.ide di.astertha ,this

e in puhlic olicy4. Following this,pot ntial b,ee.l" a •• jor i.

_uy ,_tia have i trod eed atri eat controls dClllilIUQ tial

vide ce for perfo ce of t e dru ••

Control of St &rd.

Concernwith th quality of drug. tarted almoat as rly as tbe

discovery of drugs~ ID the fourth ee tury .D•• a Greek by.ieian

Dioscordes as able to id tity forty e rallyadulterat druS.S•

In the aodera tiaea, thia concera has be evenacre ,serious~ I

Brita! , the firat .I ,re latory l.e ialation was ••• aed ia 17856,

as a rea It of public concern 0 r q lity of drugs. Uait

States concern over drug lity led to the p••• i of a regulatory

Act i 19067• 1D Keayathis concern led to the paaai of a regula-

tory Act in 19488• The 1948Act vas repeal d by ther •.e latory

ct i 1965. Cheieal Subat ee. ct9•
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THE FOOD,DRUG AND CHEMICALSUBSTANCES Acr

Purposes of tbe Act

The oocl. Dru aad Cbaic:al Subatallc•• Act (Hrein referred to

•• th Act) was p•• sed i 1965 to widen tb acope of the .948 Food
,0and DrugAdulteration Act. The purpoa of tbe 1948 Act as to pr vent

the s 11i of adulterated food and drugs to the public. It vas

considerecl that food ed dru .s ahould be aold to tb blic in the

purest fom. Th J 965 Act was passed in o,rder to cover DeWdrugs both

Loc 11yIUDUfacturedand tbose imported into Kenya. in order to ensure

that they confom to laid downstandards.' I

Th in purpose. of the Act as regards drugs are to provide a

_ana of controlliag sta darda and qualiti s of drug and to nsure

the aafety d efficacy of druga aold to the PUblic. Tb Act va. a~

at tati i to account .adem developments an its purpo.e include

control of 1I&IlUfactureand .ale of drugs. The Act also seeks to

prohibit aale of certain drugs.

A aipUica t feature of the Act ia th utablialmaent of a

atatutory board knownas tbe Public B lth (Standards) Board (herein

after called the Board). The era of the Board are intend d to re -

re.ent • cross section of tb communityrefl eti the i tar •• ti0f

t Goyeraent, Loc 1 Autborities, e rcial COIlCrD8. Th Board

is res ib1 for aclrisin the tti.nist l' for alth who y IHk

regulations colltrolling the prep r tion, pain , 1abe11i, Ii

and s 1 of drug whetber faported or of local origin.

The Act gives a new definition of Health iospectora and alao

defi es the powers of authorized officers. These officers includ

dical Offic rs of He ltb. the Health Inspector, Police Officers of
.ho 12J.""::.. 0~ (3 r u. lr:.s_ector

or above"and other p rSOM . uthorizecl by the Municipal Coonci1.
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Prohibited Sale. and Offencea

Seetio 8 of the Act provide. that:-

, UAny persen who seUa any drug that
(a) i. lteratad; or
(b) co_ut. in whole or ia part of any

filthy. putrid. diaguiati , rottea.
deea.po ed or diaeased or 8 bataaeea
or foreign matter, sball be guilty of
all off can.

Thie aeetio at.I at protection of t eoJllM •• r. The offetaee

bere ie the salePerse of drua affected ia the aanner specified.

UDderthia aeetioa agre at to .ell does not itaelf conatitute a

•• le, the pasaing of t 12property is Dec•• aary • The word uaell tl

is defined as iuel. i

noffer, a rtise, keep, expo•• , tranaait, CODVey,
deliver, or prepare for •• Ie or ac:hange, diapose
of for any eoo! eratio whatsoever, or tranaait.
e01lVeyor deliver ia r8WUleeof a sale, exchange
or dbpo. 1as afore eaid". 13

The defiDitio of t .word If all t ia ry 1'0 aad aay coyer

aany k s of traasaetiona. A sale ..,.. for the rpo e of the Act.

be e lated before p.,. ia e for the 14 However.thet goods • re

fact that a customer may pick up goodawaarkd with their price and

expoaed for aale doea aot aoaat to an offer to aell by the shopkeeper;

the eu.ta.er offers to y GOds&ad t contract for •• la ia e

only wh.e the eaahier has accepted the purchase price.IS

For th purpoae of thia Act, "person" i el du lillite
16eoapaaia. or aasoeiation of peraoDa, corporate or i corporate • AD

aetioa Callbe brought a aiot a ec:apanyfor 811 off ee ar this

aeetio •.

Drug ia deflae to i eluda

n<a> 8ubat ce iDCl ded in t blicatio I18Gtio
in the aelt Ie of this Aet;

(h) any a bataaea or mixture of a haunCH rapered.
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sold or represented for use in
(i) the diagoosis, treatment, ~tigatioD or

preve tio of a disease ,disorder or bnomal
physical atate, or symptom th r 6f, in IUD or
6lIJL.IiUII ; or

(ii) restoring correction or ifying or anic
function in or animal". 17

Difficulif,.tymay arise ~nder thb definition with regaN to those
substaac:e8which have COIIUrcial as w 11 as ici 1 s for i tance

18sulphur or sulphuric acid. In Fowle v owle groce~ old a quarter
of a po nd·of aco bleb was adulterat d by paraffin. It was
proveclthat th auhatallc was qe i1l reparing dicine and that it
vas i cluded in the riti.ahPbarlaacop ia. The ~rt belel that it ia
·aquestio of fact for the justices to decide vb t er in all circ -
stance. of each case, the article is a drug and that in tbe
dr tances of t is us , the artlcl was not a drug. It should 1 0

b a question of fact to be elecid..0 the circumata ces of e ch ca
vheth r an article ia a drug or food. Althougb the t rm ndrug"
should not be restricted or confined to the statutory difinition for
the purpose of this Act, drugs an drugs used for t b nefit of
buman beings and includes drugs used for veterinary purpos 8.

WheDeVer adulterated drugs are sold contrary to the provisions
of this sectiont proof of adulteration eed not be by a public analyst.
The responsibility of enforcing this section i upon the Board
although an individual can bring proceedings in his own name if he has
been affected. It ia however difficult for an individual to brjng
proc edings i his own , as an ordinary person would hardly. if
ever, find out that the drug waa adulterated. In effect there have
been ~roaecutions brought by iDdividuals uder tbia a.ctio in this
country. This sho Id ot iii lead one to imagine tbat 0 offences u der
this section have ever been c itted but rather impliea that this
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actio 40es not ive ch prot ctioa to the co su.er b caua. of the

difficulty of £1 out th r the drug is ad It rat

Thia section c:.aII ollly be brought into u by an inc1ivida1 who

baa been affectect or by Chorbe officers. III cue of authoria_

officers eff ctive s Ii g and analysis of 4rugs already in market

ca 0 ly b carri d out if their attention ia drawnto th This is

difficult because or iaary peopl will not find out that rugs are

adulterated so 88 to alert tbe officera' attentio. Thi. therefore

leave. rOGafor adult rat druga to be 801d to the public.

Section 9 of the Act aeeks to prot ct the conaumerfra.

dec~ptio. It providea that

"Ally perao wholabela, package, treata, proc aea,
a 11a or advertise. any dru i co tra eatio of any
regalatio de r thia Act, or in any r that
ia falae, aisleadiQl or deceptive as regards it.
ebaracter, C01l8titution, rit or a.fety shall be

iity of an offence". 19

The 'thority respouib1e for nforci Sectio 9 is the Board20•
However,peraissive powrs to i titute legal proeeecU s are conferred

on other authorized persona21• This seetio is 0 e ich if imple-

ted, wouldoffer a great protectioD to the CODSere Howeverit

had t beeu ri idly enforc d and offenc der it ha not ell

proaec te. Th BOSt~portant point ill this aectio is that it

prohibita aialeadi ad ertia Ilt as to character, cODSitutioll, rit

and aafety of drugs which can be very dallagi if left unchecked.

Advrtis nt as defined, includea:

"any repTea ntation by ny eau ¥batso er for the
purpoa of promotingdirectly or indirectly tll aale
or dispo al of ••• drugs ••• ".22.

This baa infact been do e in various wayaby the promoters of druga

while ltnovin very w II that their .druga are aubatandard. The dru s

are ofte prOlllOtd by aggressive sales aigas that y tend to over-
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state their erits and fail to indicate the risk that y be involved
in their use. Complicated adv rtising techniques re uaed to aell
d~gs tha't.ar.eeithe'f.dngeyous or of l~ttle .use.to the .count~,~ This
is furthd" verified by the ber of drug representat·ve. in the
country. There is an verage of .one drug representative tO,every
eight docto,rs in Kenya~hile tllereis only 0 e drug representative to
every twenty doctors in B~itain23. Many drug advertis ents in this
country are isleading. This is supported by the fact that sOlDeof
the drugs that are promoted in Kenya have been restricted in use or
ba b 11• d· h· • f .. 24 f 1ve een tota y reJecte 1n t e1r countr1es 0 or1g1n .; or examp e
antibiotic peaalba. alias Alb ycin, which. was banned in United States
in )970 is being promoted and sold in many developing countries without
publishing the effec:ts25:the controversi.al injected contraceptive,
Depo-provera which is unavailable and has never been accepted for use

26in the United States is avidly promoted and sold in this country •
It is clear that any attempt to promote such drugs as is done here i.
a misleadiDg and deceptive attempt and any person who tries to promote
such drugs should be prosecuted under section 9. There are however no
decided cases as to what is a misleading advertiaement in Kenya. In
the U.K. the test of whether a description is misleading haa been held
to be whether an ordinary an will be ial~d by it27• This test
negates the burden on the prosec tor to prove that any particular person
w s in fact misled. However, since Kenya has her own perculiar condi-
tions ''whatwill islead an ordinary man .in Kenya" should be decided
bearing in ind those conditions.

Another important protection section 9 purports to give to the
cons er is against

"falae labelling, packaging, treatment or processing
drugs, so as to deceive or miSlead the purchaser as
regards the character constitution, value potency,
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quality, compositio
drugs".

rit and saf~of

Label i defined to include

"any legend, ork or mark attach d to, included in.
belon i g to or accOilpanyi &Dy.. drug •• tJ • 28

Package is defined to include

"anything in bich By ••• drug ••• is wbolly or
artly placed or packed".29

Treataent or processing is not d8£in d by the Act; however, the

tr ent referred to here is tbe treatme!lt in relation to manfacturing.

S· ilarly the processing is the process of nufacturing.

Section 9 has been violated 'by some''back street" drug sell rs

to sell drugs that have be n rej cted in their countries of origin.

An ex Ie 'of such violation is the cas where a drug 'Niko!l'. bann

in the United .tates wtlere tests indicated it cODtai carciDOge

and caused two typ s of canc.ers. found its way into ICenyaand wae .old

30under label. of various popular drug • Th 'Nikont ealers. in or er

to aisle. t e uolic, sealed tb ir tablets in the co tainar of

popular dru ' algon' which had'disappear 'fr the market, aDd

diBtorted the word 'Nikon' to make it 'ufkon' which is the of

thar popular clru. This is a caee of elouble cheati ,a wr01l8dru

eari a false and packed i.a wro contai r, aU do e deU-

berately to "d • an 0 tlawed' drug in ',this eountry~ People ho y

sucb elrugs are ther fore ai'sleel aDd dec ivetl a. re arcla the character,

constit tion, val • quality cOIIIpOsitiomerit s&£ ty of clru s

which they purchase. This is clearly done in contrav tio of ection 9.

Section II att pts to further prot ct th consumerbyaakiug

it an offence to sell to the prejudice of th purchaser any dru not

of the nature, substance or quality deaanded. The arel is responsible

for tb Dfore Dt of this section and AIIthoriz d Officers have power



-9-

to institute proceedings under thia section. In Kenya, ther are no
dedd d caaes regarding drugs sold to the prejudice of the purchaser,
but in the U.K. decided cases illustr te two io propositions,

ely: that a purchas I' cannot be prejudiced when notice is given to
hbD at th time of the sale that the article sold is not of the natur ,
substance or quality of the article he d ~; and that in ord I' to
show that an article was sold to the prejudice of the purchaser, it is
not necessary to prove that he has aUltained actual prejudic or
damage.

With regard to the first point, and conaidering decided caaes,
no such queation can aria unless the notice given ha actually been
received by the purchaser. In Sands v- Smal132, Lord Cockburn in
giving judgement, said

"The provision se to me to apply to cases where a
aeller professes to sell to the purchaser an article
as being of certain denomination, wh reaa tb article
has been altered ••• when the article is 80 atered it

at b consider d to have been done to the prejudice
of the purchaser leas it is duly and aufficiently
brought to his knowledge and he chooa a to purchase
not withstanding •••".33
In some instances, ltinational companies change the e of

drugs that have been banned or found to have bad effects and giv scant
•nf • h • • I dang 34 Th· h • h1 ormat10n to t e1r potent1a ers. 1a waa t e case V1t
BeDdictin, an anti-nausea drug which is aaid to have caused birth
defecta in many childre and which vas aold i Kenya witho t infor-
mation about the posaible side effecta. As the public learnt the
dangera of this drug, the manufacturers purported to replace the
drug with a similar on called "DebendOlt"which is saentially the
seas the" ndictin,,35. Thus the drug c anies violate the law
by overstating the merita of the drugs while withholding information
as to their potential daagers.
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is 1 • to e ider ture.. .taaee

quality c1__ ••• n by t purebuer. In every case, it U

necessary to eide whichof the three VOl' • i. .t appropriate to

use. It i. t etlUary that all three lifieatio be •• t iD

each ease• • wordi i'D this .ecd alle.. three off ees u

•as hel - Davies 36.

• phrue 'article dad'· t •• ction has bee held

to be t article as it ia kDowncCIIIIIIlerciaUyin Pub I' y- Stevenit37•

Thuaif a person d_uau.• a dru by its pat t , which i. often

the e•••• t it a t aeetio does DOtoffer bia any proteetio •

owever, if t d g demand ~ reeogaiz at ard

of quality or e 8itian, it i8 an off c. UDderseetio 10 to 8ell

it not conflmlliugto this ata ard if it i8 Uk ly to .iatak a

for &!'lOter drug. In the ab enee of a statutory st ard, it has

eD held in Roberta v-·Le ing38• that t e judges st set 0

for t e1 •••• a matter of fact to be f ed th evide ce

prea ted.

Wit regard to t e seeond point, ly tbat i order to sbow

t at the article vas 80ld to tbe PI' judice of tbe purchaa 1', it is

ot nec:•• sary to prove that the purchaser bu, .uffer actual

prejudice or d ge, Lord Ilow,J. baa said in the ea.e of Boyle v-

BitchlaD39

"if a purcbaser whoeverbe y e gets an rticle inferior
to that whicbh. emaadsaad pays for. it .8 to me that
b is Decessarily prejudiced withi the lIleanig of the
seetio ••• ".40,

Lua , J. said that:
.

''Prej dice i. 0 whicb ordinary CU81tc.terauff r. t that
which &Ryo suffers v 0 pays for 0 thi and eta auotber
of iof rior ality ••• ".41
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Using the tests laid dm."1'lby justices Mellor and Lush, it se s
that any purchas rs or consumers of drugs in this country are preju-
diced within the meaning of ection 9, by any sale of low quality drugs
that aybe in the market42 and~ from the foregoing, these drugs are sold
to their prejudice.

Standards
Section 10 provides that:
"where a standard has been prescribed for a rug, any
person who labels, packages, sells or advertises any
substance in such a anner that it is likely to be
mistaken for that drug shall be guilty of an offence
unless the substance is the drug ~n question or complies
with the prescribed atandard".43
This section seeks to protect the consumer by prohibiting sale

of drugs of different standards where appropriate standards have been
prescribed. The wording of the Act suggests that staudards prescribed
are absolute. There are instances where this sectio has b en violated
by distributors and manufactur rs of drugs. Theae are case. like the
one already mentioned where dealers sold an una~epted dangerous drug
'Nikon' in the packet of other popular drugs like "Algon" and name
"Aafkon,,44. Another ins·tancewhere this section has b en violated is
where certain drug manufacturers copy the drugs already in the market
and come up with ch ap imitations whose qualities caanot be guarant d4S•
This has be n the case with locally anufacturered drugs such as
'asprint• Thus even though standards laid dOWD are absolute there
are instances where they are violated.

Section 10 (2) continues to state that:
"where a standard has not been prescribed for a drug
but the standard of the drug is contained in any of
the publications specified in the schedule of the Act.
any person who label • seUa or advertises any other
sub ce or article in any other manner that is
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likely to be aistaken for such drug shall be guilty
of an offence".
The publication specifi d in,the sch dule are pha copoeaia

Internationalis, the British pharmacopoeia, the Pharmacopoeia of United
States of rica, Codek Francais, the Canadian Formulary, The ritish
Pharmaceutical Codex, Tbe National Forawl~ and the British Veterinary
Codex.

The question arising here is how effective these publications
can help ensure quality, safety nd efficacy of drugs and to what
extent they bave actually done so. Unfortunately these pUblications
have given very little help in ensuring the standards of drugs imported
into this country.

To begin with, the principal difficulty i. that at least four
jor drug expotrting states, the U.K. (whose standards Kenya tends'to

rely on a great deal) Switzerland, France and Italy, drugs pi:locluced
forI:export are e:sempted ,from national regulatory re~uireme1lt46 • With
these ex pti01l8 it will be practically impossible for Kenya to enforce
Laws fral.which the drug caapanie are exelliptedin their 0WI1 countries.
The section does not gi" eh protection unless it is enforced and as
yet, it has proved very difficult to enforce it. Thus it is known
practice that pharmac :tical ccapanies deliberately label tlForExport
only" drugs that cannot~et the r gistration requir nts f~r use in

47the countries where they are manufact~ed. Another problem arising
o t of relyi g'0 the publications is that conflicting val es y

prevent the countries in which the drugs are manufactured froa controlling
trade elsewher in',substandard drugs. For instance in the Unb: d
States

"some influential circles ••• view drugs ••• dumping in the
third world arkets as export busines and therefore an
i tergral component of the U.S. balance of trade quation.
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"Other U.S. circles view the Government's
attempt to control export of hazardous
drugs ••• as unacceptable interference
with free enterprise system •••" 48

While this kind of conflict is going on, it is unlikely that

the drug exporting countries will strictly require drugs 'for

export' to comply with the standards laid down in the pharmaco-

po~~as. Thus the provision that the standards of drugs should

comply with those laid down in the foreign pharmacopoeias does

not offer much protection incase of imported drugs from these countries.

As regards Pharmaco~o~ia internationalis, it was intended

to harmonize standards of drugs in vario.us national pharmacopoeias

and to be a means of exchanging information of national data on drugs.

It is submitted that it has not been an effective technique for
. . b h h . 49 . h b I .carry1ng on ot. t.ese 81ms ,1t as een s ow to 1ncorporate

newly introduced drugs. For instance the second publication of

International Pharmacopoeia was published sixteen years after the

first pUblication. The pharmacopoeia internationalis lacks the

advantage of speedy ~vailability of drug information, and completeness

of data50• Lacking these advantages, it has not proved to be an

important international technique for exchange."

The foregoing shows that the publication in the schedule are

of little use since in most countries the drugs for export are
>

exempted from national regulatory requirements and Kenya lacks qu lity

control facilities with which she can check if the drugs comply with

the standards 1 id down in the publications in the schedule.
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Thus although there have een many violation of this section

by the intentional sale of substandard drugs that do not comply

with standards in the publications, the section has given

very little help in trying to curb these offences. Also the

section, is one which by its very nature is very difficult

to enforce. This is because it seeks to enforce in Kenya

standards from which drugs are exempted in their countries of

origin. The drug sellers have succeeded in avoiding this pro-

vision by changing the names of drugs so that even if a standard

has been prescribed for a particular drug, the change of the

name will effectively exclude it from the scope of stipulated

standard. This practice constitutes an offence which ought to

be prosecuted under this section.

Since many countries do not require drugs for export

to meet national regulatory requirements, the publications in

the schedule are of little use to the country. This leaves

Kenya to rely on the standards she has to set down herself.

These standards have not been set.

Section (10) (3) further purports to pretect the con-

sumer by providing that:-

"Any person who labels, packpges, sells
or adverti~es any drug for' hich no
standard has'been prescribed br for
which no standard is contained in any
publication specified in the schedule to
this Act shall be guilty of arl~offence
unless such drug

(a) is in accordance with the professed
standard under which it is labelled, packaged,
sold or advertised, and
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(b) does not resemble in any manner likely
to deceive, any drug for which a standard
has been prescribed or which is contained
in any of the pub lications specified in the
schedule to this act 51".

The little protection offered by this section is reduced

by its proviso. The section deals mainly with new drugs since it

is those drugs whose standards are likely to be absent. To allow

sale of drugs without laid down standards is tantamount to a110-

wing testing of drugs in this country. Since the section allows

sale of drugs whose standards are not prescribed provided they

are in "accordance with the professed standards", the firms

selling the drugs can always argue that the standard they have

mentioned is the standard they profess. This problem is made

even more serious by the fact that Kenya, like most other deve-

loping countries, lacks quality control facilities, and therefore

has to rely to a large extent on the good faith of the drug
52manufacturers who are usually outside the country •

Section 10 (3) (b), has constantly been violated by

drug firms especially as regards drugs that are imported into

the country. As has been mentioned, the requirement that drugs

meet standards laid down in the publications in the schedule is

not of much assistance if the countries from which the drugs

are exported exempt the drugs from their nation.al regulatory

requirements. In the past and at present, the consequence of the

legal exemption fram drug exporting countries is that many drugs

have been sold in this country that do not meet the required

standards in their own countries of origin.
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The foregoing shows that the provisions concerning standards

of drugs have been of very little help in protecting the consumer t

and that drug companies have been able to evade restrictions laid

down by the provision and continued to sell substandard drugs.

Section 12 seeks to ensure that drugs are processed under

sanitary conditions. It provides that:-

"Any person who sells. prepares, preserves
packages. stores or conveys for sale any
drug under unsanitary conditionssilall be
guilty of an offence" 53.

I

It would eem. that this sectio~ refers to preparations of

drugs in this country firstly because it i. difficult to know under

vh t conditions imported drugs are prep red and as such. sanctions

will be difficult to enforce against those who violate this pro-

vi iOD outside the country. Secondly, because it. presumes that

the drug exporting countries have their re~lations regarding co-

nditions under which drug preparations should be carried on.

Many small pharmaceutical manufacturers in Kenya have no

modern facilities for ensuring maximum quality control, and are

therefore not able to ensure that drugs are manufactured under the

highest possible sanitary standards.54 They have pointed out the

expense involved in ensuring quality and ensuring that drugs are

manufactured in the highest possible sanitary standard, and-

~-. d h h aff d h "f "1"' 55a_1tte t at t ey cannot . or t ese up nS1ve aC1 1t1es.

The crucial point however is the hazards posed by lack of such

facilities. and ore partieularly when the companies cannot gu mtee

quality of drugs manufactured under such conditions as the companies

can afford •.
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t ly

lack era ality coatrol facilities. t t ey alao lack proper

.torage faei li ties 56• Thia aeaaa that in 1H1lY local phanlaceuticata,

preparation, preaervatio and stor e are not do e er the hig nt.

let alo acceptable. posaible aanitary eo itious •• r quire by t

Act.
It is the duty of e Board to aee that the prcwisio1l8of section

12 are eafo ed. to e1l8ure.ax atandards in pr paration of druga.

Control s auld further extead d to include packaging, labelling.

ator e or conveying. Evidence. howe"er. shows that

"phanaaceutical iDCluatris h :va b e aUow to broo.
uncontrolled. thus posi health hazards to th lives
of aaay uniDfoDtedco rs of the ch ap drugs". 57

Ai inistration aa4 EDforcell8Dtof The Act

Seetion 27 of t Act establishes the hUe It (Staaclards)

oard conaisti of t ap oi t by the .BDiatar er in-after

referred to •• t e HiDistar. iat tioa of parli t in creati

• ch. oard.sa th tits .e.bera ahouLarepresent a eross-aection of

the c~ity. Bencesection (27)(2) provides for t e compositio of

the ard to consist of

(a) If. chai should be the Director of
aedical servicea •••

(b) • ice chaiman whoahall b th Public
Health Office r:

(c) four era appoin' to repr se t the
Gover_e t.

(d) 0 r with special knowlede i food
packing i d try

() oue aeaber llOIIli.aat by th Phuaaceutical society
of Kenya.

(f) • r represent th Hatio 1Ass ly" .5f(,

The te re of office of bers appointed u T para raphe (d).

( ), (f) It and (g) of secti01l 2 sub s ctioa 2, is thr years; af ter
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the piry of the three y ars, t e ere aha1l r tire but are eU ibl
for rea pointment. However during the three year. i office, the above
me tioued aeabers aay resign by writing a letter to that ffeet addrees
to t e ehaiman. The quo of t e Board is four. The arc!ia

overed to invite y person to atteDd any ti for the purpose of
••si.ti or advisi t Board, t voti1ll rig ts are denied to any
• ellper on. The Board regulates its own eeti g, • bjeet to the Act or
.pecial direction in writing by the ainiater for Health.

Th oud is responsible for adviai the Miniater under aection
28 of the Act, the Mi iater ia consultation with the Board ha. power to
aak re latio

"(a) d el ring t at any •• dn •• or
class of •• druga •• ia adulterated
If any pr scribed aubataaee or a elass of
substanc is present therein or has been
added thereto or oiaitted there£r-om". 59

I addition to this p r, the sectio i es the .iniater power to aake
regulations r lating to the labelli , packing, off ri g expoaing,
advertiaiag, and ae11i of drugs. Under ection 28 (1) (b) (ii), the
Mini tar may make regulations re tricting siz s , df nsions and other
specifications of packages of drugs. Und rsection 28 (i) (b) (iii)
the ataistar aay aake re lations respect.ing sale or condition of any
dru 8 d under action 28, (i) (b) (iv), the ini ter may make r gu-

lations reapecting the use of any aubstanc aa an i redint in enY
drug.

These provisions are intended to protect the cons r or the
purchaser of drugs fraa bing deceived or aiSled as to quality, character,
valu , quantity, caaposition, effect, merit or safety of drugs, or to
prev nt injury to health of the conar or purchaser.

This a ction to a large extent haa filed to achieve its purpose.
Druga are often pr oted and sold, whos merits are overstated through
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advertis nt and whoseside ffects are oft not Dentione. For

instance. the case of iaj etable eo tr ceptiv depo-pro ra which is

co idered "appro riate for use i dev loping eountriesn60 has ev r

beea approved for use in the United St tes bec. se of its aaDy side

effects. This contraee tive is proaoted and sold h re liberally and its

effect. are oft aot i dicated. This is a1.0 the case wit _y oth r

drugs like ovulea (pill) t tracyeli
61depr••••• e) •

(antibiotic) aDdbaipra.i ( ti-

This .eetion giv88 t .iai.ter ade te r. to .ake re latio

to proteet the eoDS r from captioa •• r ards standards of 4rug••

d d 14· h· .. 62r rugs so 1a t 1S country are 1 creaa1ag •Tba ar of sab.t

Muehof the r pODS,iiUty for ending or curtailiag thia problem i with

t Goverl.elut through the Mini8ter for Health who•• y U8ehi. p ers

undar seetio 28 to lUke neces.ary regulation •

Section 2 (e) furth r giv s the alaister POWerto make

ragulatioDS

"pr scribi .tandards of coaposition strn ~h, potency.
purity or other property of any drug".

This section could be used particularly to check the standards and quali-

ties of drugs aanufactured in thi country. It can also be used to cheek

th t'backstr t f~cturers" whoeopy drugs a1r .y in the _rut

up with eh ap • ·tatio • Under sectio 28 (d) of the Act the

1Ii.aistet is given power to IIake r gulatio r•• pectin the· portati

of dru s. Th aiai.ter can this power to regulatioaussery

to stop the· ortatio of substandard dru s to this country. Thi.

section can iu.-ther be used to stop the "duaapiAg"of rd 8S which are

d in the west yet sold to this cowatry or given "to hospital as

,aid' frOll Europeannation"63 by lUkiag appropriate re latioa.

The .inister baa fu.-t r powers UDdersectio 28 to makeregulatio s
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reapectiDg _tllCHlof pI' paration. presenatio • pac:kill3. stori cOD.Veyi

t tiDg of drugs. This sectio is inteaded to prev Dt i j ry to

ealth of the co e, uaera. or p rchaaera of drugs. The section ia

tary to sectio 12 of t e Act which I' q ires reparation of

drugs to I' s.itary conditions.

Section 28 (g), (h), (i), (j), and (k) ivaa the llinister powers

to IIake inistrative regulati01l8. Such I' galatio s include those

requiring the manufactur8llof dru a to intain such hooka and recorda

as the BoardlI&ycODsider11 cealary for nfor nt a d admiDistratio

of the Act and any I' lations madeunder tAct, I' quiri drug

ufactur ISto au it teat portion of any batc of such drugs, to mak

re lations providing for analysis of druga, I' gul tions for providin

for taking of s.-pl.s of any articles for th purpos of the Act of y

oth I' Act or ti drugs fr all or any provisio of the Act.

I addition to these powera, the miDister after consultation with t

Boardl baa powers to e re . latio generally for t e carrying of y

PUl'POses01' provision of the act i to effect.

This sectioa gives the aiDiater exteDaive powerwhich if uaed,

woulddecrease t e 881 and distri tio of s bat clard ruga. Unfor-

tu tely the egulationsaa e er this llOt be iapl

in re pect of dru •• 11 is be· .0, the ection as fail~ to play th

role for which it wa intend. ly to protect the co.. I' frea

worthless .edici.. and lethal dru a.

Under aection 30. an authorized officer povers to euter any

pI' ise •• ex_ine any article. and Uke sSllple of such articles

reasonable for proper performanceof his duty. If the Act o~ any

regulation de ad.r it appli •• to such &rtiet , thoriaedofficer

alao has power to atop. s arch, tain any aircraft ahip or v hicle if

believes that any article suhj ct to the provision of this ct ia
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be ° co e.yecl.Be y aamine the article take. les. Be_y
alao open a .exW any receptacle or package which believes
contains such articles, or exaai.e y boo or documents b fi s i

pr ises or rea of a arch. Be alao has pow r to aeize and detai
y article h. believes ia in coatraveDtion of the Act. The power given

to t e authorized officers baa rarely been used in connection with
co trol of subatandard druga. Thia is because of lack of qualified
manpower and laboratory facilities aud also because of unwillingnes8 of
the Govemaeut to &Cknowl dge th Dtent of ale of 8ubstalldarddrugs.
As a result of the. , aut orized officers have done v~ry little to
exercise powers giv to the. under this section as regards s Ie
distribution of abstaudard drugs.

Apart fr the power given to Authorized officers, under aection

31, the Director of Medical Services, iu any tter app aring to bO to
affect the ge eral iater st of t e consumer, has power to order public
officer to·procure for analysi s plea of any drug and thereupon such
officer a 11 have the 8 e pow rs as an thorized officer. This ectio
is CaRF! entary and suppl ents 8ection 30. Bowever. both of them

ve DOt been ed in co1ltrolof substa ard dru sad therefore bave
done very little towards achiavi t eir aO

Under S. 32 (1) t 1 coacils are i n duty to
Dforce th Act like a yother ority u del'this Act, th I' ia very

little id ce to ahow that t. nieipal coo cils ave do e auythi
to provide safeguards for t aa1e of rugs or to direct ita officers
to procure s les for analyais.

U der section 32 (2) in th event of Municipal cou cils failure
to act, th Minister ••, by order power an officer to ex cute and
aforce those provision or procure tbe'~ cution and eaforc t tb I' of

in relation to any article me do ed in th oJ'der recover ex uses
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iDeurred er such order fro. t °eipal tau eil. Thu. a

wouldDOtb. to CCIIlp 1the Hu 0 eipal e eila to pedont their duties

aiDe there i. an effecti.e r dy for th br aeh of the duty~ er

section 33, t e Miai.ter aay direct auy per80 W 0 carri •• OD .8i s.

that inelude. produetio , iaportation, us of any. at ee of :y clas.

to whieh t Aet .ppliea to furnish hia as he .a:y direet~ Such parti-

cular. maybe80 specified of eoaposition use of any such ubstanees

sold or for sale in the eourse of bis businesa or used i preparation

of drugs.

The inte tio of thia aeetio ia to enaur pr per atandards of

dru a, be ee tbe dir ction lIacleund r the aeetio aay r ire elata

.howi tepid ce of t perfonaanee of a dru for tbe purpos for

which it b intended that ia kaovDto the perso earryi on the ai •• a

i queado. and pr.-..rketing test knova to t raon carryi on the
tfiq.

aine.a for the p rpoae of deteraini "cuaUlatiYe effect 0 the health

of a perso co u.i the aubstanee in ordinary &Dtity.

Section 34 gi.88 power to the courts to ord r the cancellatio

of a lice ce i &dditio. to, or i lieu of any p lty, lawfully given

to :y per80n convicted of any offence under the Aet. It bas b. held

ill Unit d Dariea Ltd v - eckeDb Corporatio 6S that the ph rase 'underv
the Actt .eant under the statute as distinct frOll U er th re 1 tiona

de under t e Act. S ction 3S provides for prosecution where a public

analy.t bas i en certificate that an offe c has been cOlllllittectunder

t e Act. Sectio 37 provide. for a eertificate of analysi purporting

to be ai by a public analyst to be accepted as prbaa facie evidence

of t e facta therein provided th parao alut it is produe ..,

require t e pres ee of the publie analyst for eroas exa.ination and t

i te.tio. to use it •• evidence baa been madeIalcRftl to the accused
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perao t ether wit a copy of the certificate. blie aulyat'a

certificate shows t t offe ce ia likely to have b ~it

this Act. aD a thorized officer y Uk. proe.eediDg8 er this Act

before aay ••giatrate havi compete t jurisdiction i the place wbere

th dru vu deliver or wbere t e sapl •• taken. In this country

very f roe e tiona e b en carri cI out der t ie Act as re arda

dna e.

Section 36 seta out the pe Idea for the off DCesunder the Act.

It aeta out the pe lti s for offences 'Wlderth Act for which DO special

pe lty is provide. In case of a first offeDc ,th ection provides

for a f1 not ace i two thouaand shilling or impr1 0 ent for a

tem not exceeding three nths or both such finea and such impriso ent.

In case of a aubsequ t offence. the section provides for a fine DOt

aceediag four thOUlIlU14shilling or ~priso t for a term not

ace i six 110 tha or both such fi and· riao z , Although only

a few cas.a have en prosecut_ i reapect of drags aDd thu very f

peuliti •• have iapoaed, ill practice, teet i. co travened in

.any ways. This ia s pported by the DUIlberof aubat ard. drugs aold

i this COW1trytogether with mi..pr tion and gn ral deception of the

eo ••••. a of t.. dl'Ugs.

eetio 38 of t Act provides that its proviaion ahall be i

addition to and not i ierogatio of the praviaio of the public Health
66 67ct aDd the Daagerou8DrugaAct • Botb th se acta have dir ct link

with the Act, uacler th Public Health . ct the Minister and the Director

of Medical Services bav geueral p rs in relation to any tter concerni

blic health but these are too g ral and aince UDderthe Act, the

aaa people have specific powera concerning drug. it is better to uae

provision of the Act.

ne Daugrou Drugs Act also baa 0 direct bearing on the Act
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since it deals with regUlation of importation, exportation..nufacture,
sale and use of opium and other tiangerous drugs such as coc leaves,
indian h , cocain and morphine which are out ide the scope of this
paper.

Th h d• 68 k __ t.._ b ••·e p amacy an P01sons Act see·s to __ etter prov181ons
for the control of the profession of pharmacy and the trade in drugs and
poiso. This act has ore bearing on the Act under discussion. It lists
same of the p blications i the schedules and defines them. British
Ph~aceutical codex and British Veterinary codex are defin d as

"The editioD8 for the tille eing current of the
books published under those names 'by the pbsma-
ceutical society of Great Britain a any other
addenda thereto".

The British Pbarmacopoea is defined, as
"The ,edition for the time being of the books
publish d under that e parsuant to sectio 54
of th medical Act 1858 of the United Kingdom".

International Pharmacopoeia is defined to ~ean
"The edition for the time being current of the book
publish d under that e by the world Health Orga-
nization and any addenda thereto".

The Pharmacy and Poison Act. under section 3, establishes a pharmacy
and Poison Board. The members of the Board are appointed by the Minister.
The Chairman is the Director of Medical Services - and its bers
include Chief Pharmacist, four other pharmacists, two medical practi-
tioners and T~~ Director ,of Veterinary Services or a veterinary surgeon
appointed by him. Other conditions and terms of offiee are the seas
those of the Public Health (Standards) Board and the purpose of this
Board is to advise the Minis ter • Sec'tion 43 of the pha~acy and poisons
Act gives the minister power, on recOl!!J!lendationof the Board, to prohibit
or control the manufacture, sale. advertisement or possession of any
secret, patent proprietory or homoeopathic medicine, preparation or
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appliance. UDd r s etio 4, t aiaister may after COM It&ti with
th ar • .aka rules pro ibiti ,regulating or restrictiDg t e
facture, sale or ertis Iltof drugs. Be may alao JUk. rul
reapeeti iaportatio of drugs.

Tbe pba cy poiaons Act alao prohibita verti. t t
certaiu drug., or adverti. t t t certai drug. will cure di••••es
li.ted i the.c: 1.. Sectio 39 prohibit. aisleadi adv.rti••••at
of .., drug. whicb in the opiniollof the pharmacy a poi.o ard are
eo_idered to b. extravag t and to ear littla or 11.0 relation to the
phaEaacological properties aDd action and i redient. or coapo t.
t ereof.

Off Ilces nder the.e seetio carry a .ent. ce or fi ot exc:e iaa
ollethousaod shillings in cas. of a first offence and i case of s b-
sequent convictions a filleDOt exceedig two thou. 41 .hilling or
iapriacnaent for a tem not exceediragthr.e ao the or both auch fi
and iapriso ent. ProsecutioDB under th.se sectiona st be institat
with the coHeat of 'The Attoney Gen ral'.

UDder s.ction 45, a istrate aay isaue a arrant to a police
officer to enter search any pr_is.s, vehicle or vessel, if he is
eati.fied by infor.ation 0 oath that there i. reasonable roo for
s••peeti that offeaea under t e Act or any 1. thereuDder baa
b e or i. bei or i. abo t to be e~ttec:l. thoriaed officer aay
Oilt e •••• ground. a. above, if c••aary.. tft',.earch any pr_ises
or aay datain, ter a ••arch any vehicle and aay .eia. any drug.
articl•• and do eata, without a warrant, if baa reuonable ca •• to

liev. the.e to evideace of c...!••i of any off ce. ei re of
a drug or article Q er t is ••ctio .t be r rted to th. i.trat••

Seetio 50 provide. that if • corporate body is couvicte u er
thi. ct or ay rule. aade thereunder, it may eithe.rcease ••• to be a
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&eller, or be dia ualifi d for period of time. I caae of a couvictioa
of a registered pharmaciat, he sha11bedufitto be registered. An

ppeal may be Dladeby a c:.orporatebody to t. Mini tar ag~D.st a dlrectioD.
giv D under .sectio 50, the de¢ision of the Minister under such app,:". . , , , A

i. final.
Offences under this Act unless .otherwiseprovided, carry a

sentence of a fi e not exceeding two thou and shillings or~ori. ent
for a t~ ,DOt exce ding thr e onths or bo~h ••ch fin and t.prisooae t.
I .addl.tioato any p ~lty impos~ under this Act, the c:.ourt~ power
to ord.erthe f.orfituxe of any art~cle ~1l respect of which .,uchof~~nce
haa been c itted or.which h~ be 0. use~ for the commission of such
......-offe ce.

Hoat of t pro ibidoM and pu~i nta are reproduced i t
PbAIDIUlC"Jad Poiso Act reproduced i the ood Drug d Cb cal

bstances Act.

ADalysis ami C9n~lusiona of the Pu ctio~ of the Act
Control of sale and di tribution.of drugs through tAct ia to

a large exte t an executive function. The enforcealeAtofficers must
therefore haY ka.ovldge of trade practice and c erce in wide·range
of drug.. The.work demands the art of public deali - which finelsa
solutio for ev ry difficulty.

nth saece of imatratio is that it should be bawD
to be powerful, efficieat, h lpf 1, incorruptable and
alert". Glf
Seco ly it st b noted that a. the admi istration of th Act

i elvea enfoJ:c t of ccaplete Laws with Legal Sanctio1l8, thare aria••
ae for experti.ei practice i dealiag wit infriag ent both i
perfecti tech iqu of investigatioA d aaa Ii evidence and
lau chi and co d CtiDg procecutioDa. Sauctio are ge rally abaolut
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modified slightly by defences and if these were imposed 01' implemented,
tfauldmake traders,more' careful in their sale, preparations as well as
limit the sale of 'WOJ;thlessor harmful drugs. Unfortunately the
sanctioDs have been prescribed but hardly enforced vigorously
through prosecutions.

Thirdly, functions conferred on the authorities under the Act
have very wide areas of discretion.' This akes policy making very
important in this area so as to bring titifi.ormt .<. enforcement which is
vital in administration of the Act. Here again, very little policy has
been made about the sale and distribution of substandard drugs. The
tendency has been to warn drug firms

tlnot to break contract te.I'1DSby supplying substandard·
drugs to Gover ent hospitals".' 70

Beyond this very little has been done to stop the sale and distribution
of substandard drugs.

F~thly, the emorcement of the Act needs highly speciaUsed
manpower to protect a large population, since the function i. sp cia-
lised and technical there is need for manpower whith expertise, experience
specializ tion aad knowledge in the field of drugs. In addition to
these, the authorities 1IlUStbe active and alert. The public Health
(Standards) Board has people' with great expertise and experience but
the Board does llOt seem to have been very active as regards their duty
to advise the Minister to make regulations on sale of drugs especially
as regards restricting the use of certain drugs and banning those that
have been rejected in their countries of origin.

Fifthly, the functions d and knowl~dge without local influence
in the officers, because quasi-criminal matters are involved. Enforce-
ment of this Act must be completely uninfluenced by unfair personal
consideration.
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PiDally. the function regularly calls for u ity tid prCIDtudof

actio over the whole enforc t area in r spect of for exaapl , c:oaao

f It in a particular brand of drugs or faults of particular trader.

This unity ropti e of action has never u aebiev i enforce-

nt and daiDiatratio of the Act. .As a res It, very many faulta d

contrav tions of the Act escaped puDis t thus ltiplied.

Th fore oiDg showsthat the Act has fail d to achieve ita purpose

which is fair trading in drugs, preventie .of deceit prClDOtiou'of

safety. The basic protection given to t coua er has aot b en nforced.

Enforc.. t i olv.. le.al sanctions to secur camplie ce with the 1 •

Th authorities have failed to enforce the Act and •• a result traders

have take advaatage of thb to aploit t eo•••··_Ar aDdother tr era

by a Iii worthl••• a hanaful drugs to the public.



CHAPTER TWO: PART ONE

An Analysis of the Function of Law

Introduction

The potential dangers of modern drugs have for a long time

been recognized in the scientific field. However, much analysis

has been done without reference to law. In the developed world for

instance, it was not until the 1962 thelidomide disaster, that the

potential dangers posed by modern drugs became a major issue in

public policy.} This has led to the passing of more stringent
,/

legislations demanding substantial evidence of performance of drugs

for the purpose for which they are designed. In the last two decades,

although much analysis has been done as regards drugs without law

playing any substantial role, there are good reasons why law should

not be reticent. One of these reasons is that many forms of drugs

in use are controlled by law in one way or another and thus the

question of interpretation arises which requires legal analysis of

provisions of the law in relation to drugs.

Apart from the problems ~hich derive from a particular pro-

vision of the law relating to drugs, is the more important question

of the legitimate function of law in respect of sale and distribution

of drugs. and the extent to which it can be utilized as a eans of

control

At the most general level, the function of law have, it would

seem, is to protect the health of individuals and to prevent

exploitation of such individuals by either drug manufacturers or
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those in a position to endanger consumer's health. The law how-

ever has failed to achieve this goal. The following examination

of a few branches of law will confirm this:-

Criminal Law

Criminal law aims at punishing those who violate the law;

the extent to which it is deemed necessary to punish the offenders

depends on the value judgement as to what constitutes harmful

behaviour and on the accepdbility of using criminal law as a

means of regulating that harmful behaviour. Protection of the

public is the object 0·£ punishment in criminal law and it can either

be achieved by deterring, isolationg or reforming the offenders

and/or potential offenders. Imposition of such punishments however

should take account of socio-economic conditions in which they are

to operate. Certain circumstances may call for stringent rules

and therefore harsh punishments. Legal controls may be resorted to

in order to achieve the desired goals. In the case of drugs. stringent

control is essential to ensure that the consumer receives drugs of

high quali ty •

The extent to which criminal law has been used to protect

drug consumers has not been satisfactory. Criminal law has proved

least effective in dealing with offences created under the Food Drug
2and Chemical Substances Act • This is mainly because drug offences

are by their natur~ difficult to (l'iscoverand prove, and because

the masses of the people are ignorant of the presence of substandard

drugs and thus cannot find out that drugs are substandard and report

to the appropriate authorities. In addition to these, the need for
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legal intervention is not well defined. A clear example of this

contention can be seen in parliamentary deaates on the safety of

the injectible contraceptive Depo-provera, where in a motion to

ban the drug use in Kenya because of its potential dangers, the

Minister for Health defended it saying it was used in several other

countries aed therefore should be good enough for use in Kenya.3

Thus in this instance there was no agreement as to what constitute

danger to health. Another example of lack of consensus as to what

constitutes danger to health or what is a safe and acceptable drug

can be seen in the case of Bendictin, a drug sold here in Kenya for

the relief of nausea during pregnancy.

It has been claimed by lawyers in a joint lawsuit against

Richardson-Merrell Incorporation, that the manufacturers of this

drug, that Bendictine is a new thelidomide. The manufacturers and

and some medical scientists on the hther hand urgue that there is

no clear and sufficient evidence that the drug is harmful4• The

point at issue here is whether lack of evidence that a drug is harm-

ful should be taken to mean that it is not harmful. A consensus has

not been reached as to

"how safe is safe"

The need for legal intervention is not clear thus making criminal law

ineffective. Even assuming that there is a consensus as to what

constitutes danger to health and exploitation, it is not clear how far

criminal law should go in imposing controls, for instance whether or

not control is necessary beyond the minimum needed to prevent danger

to health and exploitation. The right position is that the law should

aim both at totally banning certain undesierable drugs and restricting

the use of others not known to be safe. However there has been very
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few attempts at taking either of the above measures and thus offences

have been committed contrary to the provisions of this Act but have

often passed unnoticed or unchallenged. Criminal law is also

rendered ineffective in controlling sale and distributions of drugs

by the fact that some high level government officials have interests
5or dubious connections in drug trade and therefore the course that

would be taken by criminal law by such individuals or against them

is considerably weakened. An example of this is the corruption trial

in 1973 where senior health officials were implicated in the impor-

tation of certain drugs that were known to be dangerously sub tandard.

The drugs were imported from an Asian country and yet they were • _

packaged and marked as products of a major British Pharmaceutical
6Company, Burroughs WaUcome. Conflict of interest on the part of

health officials can weaken and even undermine the law, if that

official is able to influence the enforce ent of tbe law.

Another fact rendering criminal law ineffective is the absence

of facilities for controlling quality. In the absence of modern

quality control facilities many of the offences created by the Act

cannot be discovered or proved and thus again, criminal law as regards

drug sales has been considerably weakened and so does not offer the

protection it was intended to offer.

The offences created under the Act as regards standards are

not effective. This is because various standards for drugs have

not been laid down as was contemplated by the Act and the pharma-

ceutica1s in effect have to be 'taken for their words'
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The s e case pplies to i ported drugs. Since there are no quality

control facilitiest i ported drugs are taken to be what the lite-

rature contained in their I bels says they are, only the literature

is compared with the relevant require ent in the pharmaceutic I but

the drug itself ianot checked thus there is no way of knowing whether

there is an off nee.

The Law of Torts

The law of torts is concerned with rights of injured person

to compensation. Many personal injury actions are based on the tort

of negligence. Negligence has been defined s a breach of legal

duty to take care which results in damages.7 This branch of law can

be used to protect those who suffer a certain amount of injury as a

result of using substandard drugs, t.hus holding companies or their

subsidiaries liable for such injuries. Liability in tort will

depend on whether there is d ge , negligence and the right to sue.

In the case of damages, the suite must be brought by one who has

suffered, and in negligence, the requirement is that the~e must be duty

of care. The starting point of this concept is still found in the
8classic exposition of Donoghue V-Stevenson, wherein Lord Atkins

formulated the ueighbour principle that :

you at take reasonable eare to avoid acts or
omissions which you can reasonably foresee would be
likely to injure your neighbour ••• (that is) •••
per ons who are so closely and directly affected
by my act that I ought to reasonably have th in
cont pletion as being so affected when I am directing;
y mind to the acts or issions which are called in

question ••"9
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"the anufacturer of n article food, medicine
or the like, sold by hi to a distributor in

'eircumstanc s which prevent the distributor or
ultimate purchaser or consumer from discovering
by inspection any def ct, is under legal duty to
the ultimate purch ser or consumer to take
~easonable care that the article i f r from defect
likely to ca~'Se injury to health. \I II

Following Donoghue V-Stevenson, courts have tended towards

inferring neglig nee if 8 tisfied that a defect arising fro

1 • h f f d •• 12care es n ss ~n t e process 0 nu acture cause 1nJury.

error or

In the

case of mo t companies that pro te and rket drugs in tbis

country, negligence or carelessne s can be inferred easily since the

companies are aware that cez t in drugs tbey sell bere are defective.

A proble arises where it is not cle r wh ther the defect

arose from the designer of tbe drug or whether it arose while tbe

manufactur r was &king use of a tbird party's formul r. In such a

case, th ri ht position would be to provide remedy to the consumer

injur d without having to prove negligence, provided that it can be

shown that the defect arose before the product left the anuf cturer.

In this country however It not any claims have been brought

against manufacturers of drugs. This is not to say that substandard

drugs have not c used any harm. but rather it eems to imply that

since 0 t people do not know the dangers of substandard drugs they

~' Q t even realize th t the injury tbey have sustained is due to

the use of a substandard drug.

Another problem which y ari regarding clai for c ensation



is in connection with the fact that most drugs in use in this

country are imported. Certain drugs are imported with the

government's knowledge that they are potentially harmful. The

issue that arises here is whether a person injured by such drugs

can successfully sue the company or its subsidiary manufacturing

these drugs or whether such a company is able to disclaim liablity

by saying that the government knew about the dangers of such drugs

and went on to purchase them, or licensed their importation.

Such a question is debatable. It would seem however that considering

the facts that make the government purchase such drugs, for instance

weighing of the benefits against the risks, the manufacturers

or sellers of such substandard drugs should still be liable since

they promote these drugs knowing, and sometimes concealing, their

potential dangers. A partial answer to this question can also be

found in commere~al law, as it also determines who may be liable.

I iv Sale of Goods

The case of sale of drugs is somehow peculiar in that a seller

may not necessarily be liable for sale of a defective drug. Thus

it would seem that a chemist who has sold a defective drug may

not be held liable to an injured person since his function, a

part from any skill required in making up prescriptions, is .

es entially mechanical. Secondly, he is not under .duty to carry

out tests on the drugs which he dispenses and this rules out the

question of negligence. It may be a.rgued that even in the absence

of negligence as an issue, there may be a basis for a claim in

contract. Such a claim may be difficult to sustain if a drug is



upplied on prescr~ption. There is no Kenyan decision on this

point, however~ the House of Lords, in the ca e of Pfizer V-

Ministry of Healthl3 ha held that the supply of drugs to a

ember of public under the National Service Sche • whether by

hospital or pharmaci t , was not a sale even though a prescrip-

tion charge as paid. Lord Reid said that:

" ••• in y Opl.n10n there is no sale in this
ease. Sale is a consensual contract requiring
agre ent. express or implied. In the presnt
ease ther appears to e to be no need £or
agreement. The patient has statutory right
to de nd the drug on payment Q two shilling.
the he pital bas obligation to supply it on
such payment, and if the prescription is
presented to ache ist he appears to be: ound
by his contract with appropriate authority
to supply the drug on receipt of such pa nt ," 14-

It would seem from this that a p tient would have no re dy

even if a dangerous drug was sold to hi and thus strict liability

on seller of defective goods which causes injury, i posed by the

sale of goods Act would eem to offer no protection to a person

who is supplied with d fective drugs in the absence of negligence,

since the transaction is not a sale. Atiy h has however urgued that:

It ••• it would be a mistake to conclude that
patients would necessarily be left remedi-
less in such circu stances if defective
drugs were supplied, even in the bsence of
negligence" • 16

He b s his 'argue nt on the House of Lord's approach in the ease
t~of Young and Matten Ltd V- eManu Childs Ltd., where though the
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~he contaact w s for supply of labour and materials and thus

ot sale of goods, the court wa prepared to hold that the

supplier owed the s e obligation as to the i plied quality of

his aterials as if the transaction had been covered by the Act.

However. this case is distinguishable because it envisages the

existance of a contract while the f ct that there is a statutory

entitlement as regards prescrip~on my" rule out any sale or

contract as regards supplier of drugs and the buyer.

As regards drugs sold 'over the counter' without pres-

cription, if the analogy of sale of goods is accepted there would

be contract for which sale of Goods Actl7 vould pply. Sale of Goods

Actl8 requires that the seller's goods should be of erchantable

quality. It can be -argued that a drug with disastrous secondary

consequences is not of merchantable quality even if it performs

the act for which it was originally int nded. If however, such

a drug is deemed rchantable, which is unlikely. another possible

r quirement of the sale of Goods Act is that oods mu t be rea so-

nably fit for any purpose made known by the buyer 19. Thus if a

buyer makes known his purpose for a drug and the drug produces

harmful (serious) secondary consequences, it seems that it cannot

beqrgued that the drug is fit for the purpose made ..known to the

buyer. In deciding such c ses. the courts should weigh\ unsuita-

bility for hW!l8n use against gravity of consequences for the user.

The foregoing account of contract and negli ence principles

shows that the gravity of risk may in certain ci umstances be the



overriding criterion of liability. Thus a place such as Kenya

where drug sellers sometimes sell drugs knowing their dangerous

secondary consequences, liability should be inferred easily and

appropriate ction t~kcn

A?~rt from ~~nufacturers and pharmacist selling drug •

there is the doctor. who is in ny cases most 'immediately

instrumental' in choice of a particular drug which is taken,

To an extent it can be aid that it is on the do',-ccor ' 8 judgement

that the pa, tient, the drug con'umer relies. It is deb table

wh tber a doctor can be h ld liable if he knowingly prescribes a

sub ta dard drug and that dru~ c e8 har to the p-tient. It

can be argued that negligence can be inferred in such a case; but

while this is true in case of carelessne in diagnosi or

treatment, it is arguab Le that a doctor J like ehe,mist, is not

under duty to test the drug he Tescribes and thus cannot be held

liable if a drug he pre cribes ~J e harm. It vo Id see however,

that if a doctor is aware of the dangers posed by a certain drug,

as is the case st of the ti • and he S' _ on to prescribe it~

then h shoukd be held liable. A typical examole of such a case

i8 where doctors are encour ed to buy , prescribe or recommend

the use of drugs. whose dangers they kn~~, anu in so doing ere

gi en discounts and "kickbacks" by the manufacturers. In such

case there is carelessness for which liability should be inferred.

Another issue which arises regarding liability is the

question of whether there is a case for imposing liability on the

government mlthority that licences or purchases drugs, knowing or

not that certain drugs are substandard. This question has not

arisen in Kenpa nor has the parliament debated on it. If they did



-4

however. it would seem that the same stand as on ..thalidomide

would be t~{en namely, that compensation is not for the govern-

government •.••

and that "there is no legal liability on the

20compensation 1s a tter for tht' company u.

'illent to privide

Again in Kenya since there is no scrutiny system for controlling

quality of drugs especially those imported. it would seem

tilat tb~ ?Qvernnent atttho-r.ity uauld not be held liable if
the ir:lgS they authorise to be imported causes harm. The

question may be extended 8S to whether an authority can be

held liable if they authoef.se importation or marketing of drugs

knowing that such dnlgs are 8ubstandard~ and harm is actually

caused by the drugs. In certain cit~umstances it would seem

that the authority would not be held liable for instance •. ,if

~be government tlrough the Minister for Healhh has approved

that drug. Such is the. case of Dept-proveTa which is known to

be _ubs~andard and yet the minister for health has approved

of i.ts importation and use , On the otber hand, authorities

IlUiy b-a held liahle i.! there :.!1 e.orrupti.on involved in the

importation of drugs.

~fucb of the drugs used in this country are imported from

various countries, the major ones being West Germany, Britain,

-India, Switzerland and France. Thus the past and certainly

fut\tTe deve.Iopaenr of drug control hi this country are closely

bound up ,rith international law. The Food Drug and Chemical

substances Act, for i,nstance, apart from includi.ng other nations'
pha acopoeict.::,sUke those of Britain, France and United States



also includes ,the International Pharmacepo~ia and requres that

standards of drugs meet the requirement laid down in these

pharmacopoeias. Secondly, Kenya being a member of World Health

Organiz tion and other International Bodies concerned with Health

and population like International Planned Parenthood Federation

(IPPF) and United Nations Fund for Population Activity (UNF'PA).

it is necessary to mention International Law and its relevance

in this study.

International Law

"At international level, concern with the
quality of drugs moving into international
commerce ini tial1y emertred in the 1950' s 21" •

In 1960's the main cone ern at international level because the

dangers posed by drugs or low quality moving into international

commerce especially those destined for the third world countries.

The World Health Asse~ly of WHO has thus made many resolutions to

try and ensure good quality of drugs moving in international

commerce but the export of substandard drugs to third world

countries has continued to increase.

A few mult:i.national cOtapanies based in United States,

United Kingdom, West Germany, Switzerland and Japan produce ost of the

World's drugs. In these countries especially in the United States

and United Kingdom, consumer politicization has driy,en the multi-

national companies to find foreign market for drugs that are

either banned or restricted in these countries. It is condended that



"Not only are the largest and most pre tigeous
names in the pharmaceutical industry engaged i.n
the 'drug dumping' but international
development agencies like the u~~Fund for
Population Activity, the International Planned
Parent.hood Federation and the US Agency for
International Uevelopment have been distrihu-
ting the harTlifulproducts 22",

An exatrp lc of this is the distribution of an injectible contra-

ceptive Depo+p rovera , This drug is banned in the United States oot:. \s USt1d 10'1

both the Fund for Po.pu Lat.Lon Activity and the Planned Parenthood

Federation, at't' a\sO. used widely in us sponsored programs. Such

international bodies do not only distribute this drug but also

advocate 'ts use in developing countries claimine that its benefits

for these countrie.s out';7eighits risKfl to th<? Individual consumers.

In fact the World ~ealth Organization is currently working out

its potentiaL for wid~ distribut:i.onparticularly to developing
. f '1 1 • 'd23countr~es as a ~~ y P ann~ng a1 •

'Dl third world states have requestdd tbe World Health

Organization to take an action to ensure quality of drugs moving

into international commerce, and although many resolutions have been

passed, exportation of substandard dr~gs to less developed countries

has continued to increase. This is because WHO, like other tnter-

national organizations, has weaknes s in that it depends on the

member ~tates increasing their pa~ent of funds before it takes

any new action and this is not usually easy. Thus W'dO though aimed

at guarding health internationally, seems to operate different

standards, one for developing countries and the other for developed

countries.
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CRATER TWO: PART TWO

Examination of Necessity for Legal Control

Introductilon

The era in which we are is one in which many different

types of dr gs are raanuf actwred and used increasingly. Whereas

there h s been a little politicization as regards dangers posed

.by sub standacd drugs, law has been raticent in the debate. Yet

in such a situation, it is law that should intervene to protect

the consumer. To a large extent the need for legal intervention

arises out of practices of pharmaceutical companies which was

raised in/World Health Assembly in 1975 namely that:-

"Drugs not authorized for sale in the country
of origin - or withdrawn from the market for
reasons of safety or lack of efficacy - are
sometimes exported and marketed in developing
countries; other drugs are promoted and
advertised in those countries for indication
that are not approved by regulatory agencies
of the countries of origin. Products not
meeting the quality requirements of the expor-
ting country, including products beyond their
expiry date. may be exported to developing
countries that are not in a position to carry
out quality control measures. Thes practices
are unethical and detrimental to health 24".

It was further claimed by the Director of World Health Organization that:-

"devel0I>ing countries were wasing scarse
resources in purchasing expensive drugs
that were at best only marginally useful
and at worst totally irrelevant to their
health needs 25".

In 1977, there were over 8,000 drugs in Kenya's market, this is very

high compared to 1,200 drugs registered in Yugoslavia and J ,500 drugs

registered in Sweden.



It is in the light of the above clai that st~iugent legal

control is n eded to protect the public fr harmful drugs

and to protect th f~ exploitation r sultin fro elling

drugs that do not t the health Deds.

Control of Importation and Ma~ketiugof Drugs

Multinational companieshave been accused of arketing

hazardous drugs in the developing count~ie8. Drugswhich are

banned or avail 1 on pr scription ouly iu tn United Stats

or Europe are today freely available over the counter in any

African and i countries. Often the drug h ve been b ued

or re tricted in use bec sa of th i~ d ngerou secondary

COIlS quenees, ·S ch drugs y into the country as "hospital

aids". but often they a~e exported by ltinational anies

whof ar heavy losses of th ban of the drugs in the developed

wo~ld. e and money pe~nt in the d vel nt

of newdrugs that do not eet Western stand rds of drug afety-

mayinflueuce "drug dumpinglt
• This to ether wieh the fact

that the goV' nt ti buy drugs fully awa~eof their

being banned in tbei~ countries of origiu may nee rage pharaa-

ceuticait.,) ecnapaniesto continue nufaeturing and expo~ting

dru s which should otherwise be pba d out beeaus of thei~

undesirability. Thus the~e is need for stringe~ laws prohibi-

ting pu~c:haseof any dru s if there is knowledgeth t such a

drug has been banned in its country of origin.

A list bas been c: lied of fourty four drugs which
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are still prescribed in developing countries, but which are

prohibited in ~estern countries. This list include drugs

like melsedin, anakoline, lomitie, tetracyclinep and lymramine.

It has become dangerously e2SY to buy antibiotics from street

peddlers. The result of this is a wide spread bacterial

resistance to the more common products, thus 'cracking' a market

for more advance and expensive products. Since the harmful

effects of drugs are often gradual and difficult to link back

to their source, there is an urgent need for legal intervention

so as to control the importation of these dangerous drugs and

to stop them from getting into wrong h-nds.

Importation of loW quality drugs is another ares. in which

there is need for urgent legal intervention. Drug companies

have been accused of operating in double standards. For

instance British eoapani.es have claimed that they are being

forced to lower their standards in order to compete rival drug

companies' 26 This competition resulting in production of low

quality drugs could have serious consequences on the health of

people ·who use these drugs. Coupled \-liththis, is the problem

of recowmendation of excess dosages by companies. ¥or instance,

Wellcome, a Eritish Drug COID~any~ has been accused of aggresively

marketing the drug 1igr~1 to releve migraine and the dosage they

recommend is more than doub-1:ethe dose uggested for the same

drug in the USA27. Overdosage encourage a increased consumption

which in turn induces more heada~hes. This is also the case

with Glaxo's guanimycin used for the treatment of severe digestive
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sickness. It is tr gic that only particular 'd s' c to

light, Y t they go on all the ti in the course of international

trad. This kind of operation ~s often protected by both th

porting overnment. which does not requir the drugs for

export to conferm with laid down tandards. and i orting ones

influ nced by production and rketing interests of the

ltinatioual drug manufactutres based in the developed countries.

Sales Methods

There is a great need for legal intervention in the

area of promotion and advertis nt of drugs. Tb 'ocist audit'

a London based independent research organization, has found taat

drug multinationals use unscruplous sales methods in the promo-

tion and ale of th ir drug. This s e fact bas been recognized

by th international organizatio 8 uch a WHO. ly that

drug companies promote and advertise drugs for indications that

are not approved by regulatory agencies in tbeir countri s of
• • 28 nd th d db·or1g1n a at platent rugs are pro te y very aggresS1ve

sales c paigns tbat overstate their rits while failing to

indicate the ~ks involved in their use. In many instances,

drugs that should be re trieted in use or banned totally are

sold liberally without ntioning the pos ible fatal side effects.

A lot of promotion is done by sending free dtryg samples

to doctors; in addition to this, the doctors may be given

discQUnta and 'kickback' in drugs. which they thus s 11. Drugs
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are also very heavily advertised in developing countries, for

example in 1973 ,nearly a quarter of Swahili radio advertising

in this country was deveted to the advertisement of patent
edici f\ Th' d h ' d diI D ' 1m 1C1ces. . 1S tren as cont1nue stea 1 y. rug promot10na

methods are to a large extent misleading and do not comply with

the requirements under the Food Drug and Chemical Substances Act.

Also methods to curb mispromotion and recommendation of excessive

dosages in the"normal cause of business" have not been devised.

It is possible for doctors to be influenced by sales representatives

to prescribe their brand of drugs. This can be very dangerous

since doctors may be influenced to prescribe substandard drugs.

There is however nc law to deal with this situation and thus no

measures have been taken against this practice. The total number

of drug representatives in Kenya is over two hundred and fifty

distributed amongst the two thousand practicing doctors and

dentists. This means that there is one drug sales representative

to less than ten doctors. Thus through these excessive sales pro-

motions there are reasons to believe that practices such as 'kick-

backs', pressure and possibly bribery are relatively prevalent

among medical practitioners to prescribe certain brand of drugs.

No measures have been taken to ensure that drug representatives

do not corrupt doctors to prescribe certain types of drugs especially

substandard drugs. This is mainly because the two people, the

doctor and the drug seller, involved in this practice gain and

therefore cannot complain, yet it is the third party, the consumer,

who suffers if the drugs are defective.
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So of the methods used by multinational companies are ones that

could never be used in their home markets. Business interests

should not be allowed or encouraged to spend large sums of money

telling'ignorant'people to buy products which may by default or

otherwise do the incurable harm. The multinational companies have

failed to act responsibly by encouraging patents of 'wants' that

re irrelevant to real health needs of the country. Since most

people are far from being well informed about health, drug

companies do a great deal of advertisement that exploit the

people's consciousness. It is for the law to step in and protect

these people.

\.

-,

Price Control and Bried Conclusion

The Companies that produce drugs have often raised the

problems of expenses involved in research as the reason for the drugs

being expensive. However, there is also the question of industries

performance in its marketing of existing drugs. In marketing

existing drugs, drug companies deploy large resources in order to

reach individual practiti ers that there are eight doctors to

one drug representative in Kenya. The methods used by these rep-

resentatives induce and influence doctors to prescribe their drugs.

This in turn means that the drugs must cost more than they cost in

Western countries where there is only one drug ,:representative to

about twenty to thirty doctors30• Secondly, this high spending

has the result of doctors and hospitals purchasing drugs that are

more expensive and yet less essential.



The major factor behind over charging of drugs is the
idea of brand names. The cost of drugs varies widely depending
on whether they have brand names or whether they are simply sold
under generic names. Since brand named drugs cost a lot of money
to promote, it follows that they will cost more. Brand named
drugs can sometimes cost as much as ten times its generic
equivalent31, and still sell better because

"the appeal for brand names is so strong
that big drug producers can charge ~"
whatever prices the market will bear

The pric~s charged as regards drugs in the m~rket have little
33relation to the cost of product or prices that are charged by

smaller competitors. This problem is not present only with

imported drugs. The production of drugs in this country is control-

led largely by multin~tional corpo~at:ons th~ough licencing

arrangements or local subsidiaries and thud they continue the

practise of their holding companies.

Overpricing of drugs is not only practised at international

level, but may also be practised internally. For instance, the

~rice Control Act34 has a loophole in that it allows pharmaceuti-

cal d~alers to increase their prices without written authority.

This loophole has been used extensively.

The foregoing are some of the malpractices of drug manu-

facturing companies that call for urgent legal control. They show

that there is a need to devise a method for controlling prices

at the time of importation and at the time of marketing. The
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effect of uncontrolled "drug dumping" and uncontrolled pro-

motion may be very detrimental to health. Legal Control of

malpractices of the pharmaceutical companies is also needed

to save the scarse resources that are being spent on drugs.
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PART ONE

IDENTIFICATION AND EXAMINATION OF PROBLEMS RELATING TO LEGAL CONTROL

Introduction

The problems relating to legal control can be seen as arising

from the fact that Kenya is a developing country. She still has the

inevitable task of meeting the health needs of her growing population.

This creates a large potential market for modern pharmaceutical drugs.

Since Kenya does not produce many of the drugs, she has to rely heavily

on imported drugs. In so doing another problem is encouJntered, namely

that there is a very small amount of foreign exchange available for

spending on the purchase of the drugs and hence there is pressure to

get the most advantageous prices available. Once the drugs have been

imported, the task of testing them brings yet another problem namely

lack of domestic capacity to monitor the quality of these drugs. We

shall examine briefly some aspects of each of these problems.

LACK OF FUNDS

To a large extent many problems encountered in legal control

of sale and distribution of drugs emanate directly or indirectly from

the fact that the financial resources of the countries wherein they are

used, are scarse. Since Kenya has to meet her health problems on the

small available foreign exchange, she theoretically has to buy pharma-

ceutical drugs at the lowest price available in the market. This

increases the probability of importing drugs of unacceptable quality.

In practice however, multinational companies have



been known to overcharge developing countries.1 Indeed certain

British companies have admitted lowering drug standards sold to the

developing countries eo as to compete with their rival multinational

companies. 2 The probability of importing drugs of unacceptable

quality is enhanced by the fact that domestic quality regulations

of the major drug exporting countries, from which Kenya imports her

drugs do not apply to the drugs produced for export.

Similar problem is also encountered in respect of locally

manufactured drugs. Once drugs come into market, it is easy to

copy such drugs and produce cheaper imitations whose qualities cannot

be guaranteed. Generic equalence sometimes differ from therapeutic

equivalance mainly because of manufacturing methods. Failure to

recognise this distinction has in the past resulted in the Ministry of

Health purchasing drugs purpoting to be cheaper but which in fact do

not serve the intended purpose. In the long run, this is more

expensive than purchasing the correct drug initially. Thus the problem

of lack of funds in itself embodies two inherent problems. On the

one hand, there is need to take the most advantageous terms while

purchasing drugs, and on the other hand low prices may mean that drugs

sought to be purchased are of low quality.

LACK OF QUALITY CONTROL FACILITIES

Modern pharmaceutical drugs, by their nature and the nature

of their production system, have a special characteristic deriving

from their intended use in and by man: This is the requirement that

drugs must satisfy certain standards with respect to their proven

efficacy and therapeutic quality. There is also need for substantial
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evidence for the performance of a drug in the purpose for which it is

intended. These can be achieved through pre-marketing tests to eliminate

those drugs whose secondary effects out weight their therapeutic

benefits to the consumer. It is in this area that developing countries

are rendered almost helpless and have to depend on the good faith of

representations of the drug manufacturing countries.

Owing to lack of quality control facilities and qualified

personnel, the law embodied in the Food Drug and Chemical Substances

Act3 and the Pharmacy and Poisons Act4 cannot be effected. Tricks

used by drug representatives to sell substandard drugs have not been

detected. Doctors and Patients have had to rely on literature con-

taining information on the drug provided by the manufacturers. This

information is relied on despite the accusations that have been made

against drug manufacturers, that they sell drugs without publicising

possible fatal side effects and giving scanty information as to the

secondary consequences of drugs sold in third world countries5•

Standards of existing drugs are not monitored. Drug offences are not

easily discovered or proved. In other instances differences in opinion

as to quality of drugs arise because of lack of data showing both

benefits and potential dangers of drugs. It thus becomes evident that

in the absence of quality control facilities, law alone cannot be

effective in controlling sale and idistribution of drugs.

LACK OF INTERNATIONAL CO-oPERATION

Problems here include some relatively straight forward issues

like lack of common intern tional system of drugs nomenclature or lack

of adequate exchange of i~nnation among the different countries. Common
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problems are more complicated by the fact that there is no concensus

in procedures that should be used in pre-market testing and evaluation

of new drugs.

While it is recognized that in order to ensure quality,

safety and efficacy of drugs, they should be thoroughly tested prior

to their introduction in the market, national specifioations as to

tests differ enormously. There is no agreed checklist of the factors

that 3hould be considered in the testing of the drugs in order to

ensure their standards. As a result of the different registration

and evaluation requirements of major drug manufacturing countries,

during importing countries are at a di Lema , They cannot tell which

evaluation is better than the other. Attempt by W.H.O to recommend

standard methods for clinical and pharmacological evaluations of

pharmaceutical preparations has neither come up with an approved list

of tests nor indicated an acceptable range of results. Thus no

solution has been found for this problem.

The problem of lack of funds is not only experienced at

national level, but is also at international level. As a result of

funds, WHO has not been able to respond positively to the requevt

of third world countries for assistance in establishing internationally

supported regional testing facilities. Such facilities would make up
,I

for the deficiency of local quality control efforts.

\

Large multinational companies have not supported

internationally aided quality control facilities. These companies

deny the existance of any significant problem with the drugs they

produce. They contend that seriou~ problems in respect of quality of

drugs in international commerce have arisen only in connection with
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the companies export funds by charging their subsidiaries inflated

prices for products supplied by parent companies~ The subsidiaries

in turn sell these drugs to the consumers at more inflated prices.

In such cases national regulations on prices cannot really be

effective, in the absence of international support of the national

price controls.

Drug problem being mainly of international nature, national

control is rendered ineffective in the absence of additional inter-

national co-operation. There is real need for aid and collaboration

at international level. Assistance is not only needed from inter-

national organizations but also from multinational companies themselves

which at the moment are unwilling to commit 'drug suicide'.
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CHAPTER THREE PART TWO

EVALUATION OF THE ADEQUACY OF TIlF. EXISTING 'fECHNIQUES
AS A MEANS OF LEGAL CONTROL

Introduction

Much of 'ii-hathas been said indicates that the techniqut':s

employed in control of sale and and distribution of drugs are not

adequate. Control of drugs can be classified into two general groups

namely national control and international control. While national

control is implimented through legislation~ and subsidiary legislation,

international control is carried on mainly by resolutions and rec.om-

mendations hy internati{'ln.8.lorgans such as the W.H.O.

This Act is the major lXlN1IlS for controlling se le and

distribution of drugs. As has been seen it deals with foreseable

instances of adulteration, standards of drugs, passing off, and or
\misleading labels or advertisements.

111e major weaknesses of this Act is that whereas it contains

broad and simple prohibitions, mauy of the cases it seeks to prohibit

against never come to light because they are usually not detected due

to domestic incapacity to monitor drug qualities. Also for this

reason drugs are not tested physically by an independent body, but

instead a lot of reliance is placed on manufacturers information which

authori ties are left ro do only that which is in the domestic

,
\the Act seeks to control. This leaves most: prohibi tory provisions "\lying in disuse an as dead letters of the laq. In the circumstances, \fhe

\.
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capability. This includes checking the literature containing the

inforruation against the relevant standards by various pharrr~copaeids

to ascertain their standards, seizing and detaining drugs that have

gone beyond their expiry dates and carrying on limited analysis.

In many instances regulations required to supplement the

Act have not been made and where they have been roade, they have not

been implemented. For instance, the Act requires that drugs comply

with the laid down standards~ These standards have not been presc-

ribed as required by the Act and thus there is no reference point

for standards laid down in the country. Other standards required to

be complied with are outside the country and in the absence of physical

testing it cannot be known certainly whether these standards have

been complied with.

The offences created under the Act need constant checking

and reviewing because of the development of new circumstances that

were not foreseen by the Act at the time of enactment. For instance

drug promotional methods have developed to such an extent that

legal intervention is now necessary. There is no section in the Act

aimed at controlling mispromotion as it is today, neither have methods

been devised for use against unscruplous methods used by companies

to sell their drugs. Again, the Act does not provide any- legal tool

with which to beat the drug companies from influencing doctors to

promote and sell their brand of drugs, these being substandard or

otherwise, or to control the sale to doctors through 'kickback'

methods and to limit excessive sales promotion where doctors are

pressed and possibly bribed by numerous drug representatives. Although



such practices are unethical there are no laws to curb them. As

a result of these the consumer is left without protection from

those who are more interested in selling drugs than in his welfare.

While other countries are making their drug legislation

stringent, the Act allows drugs whose standards have not been set

to be sold and distributed provided that they conform to the
10standards professed. This is a loophole in this section that

can easily attract drug testing on consumers.

Other provisions relating to nature, substance and quality
1 1demanded does not offer much protection in a society whe re masses

of the people are ignorant as to the nature. qual"ty 2nd ubstance

of drugs, also in the presence of fre enterprise and patent names,

reference of drug~ by their patent names as is often the case will

take consumer out of the protection offered by the section.

Thus although the Act itsef- may seem fairly comprehensive,

there are loopholes in it that can easily be exploited by the drug

manufacturers. Viewed with the background of the society in which

the Act is meant to operate in, namely where the masses are ignorant

of the law and where economic factors do not allow for rigid control

of drugs, ~he Act does not offer much protection to the consumer.
12Under the Act ,the Minister for Health has w'ide powers to make

regul.ations necessary for effectuating the purposes of the Act. Such

regulations are to be made after consultation ,·liththe Public Health

(standards) Board. The section; gives the Minister very wide powers

for making regulations. The ultimate decision on any advise by the

Board lies on the Minister. He is not bound to follow the
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recommendations of the Board. The effect of this section is that

a minister's decision is final even if it is erroneoul'l. hldeed this

has been the case where the Hinister has been unwi Lling to ac1mowledge

the extent of harmfulness of certain drugs such as Depo-Provera. He

has infact defended it despite the Protest by members of the board

and certain embers of Barliament. Thus although wide powers are

given to the Hinister to make regulations for the carrying on of the

purposes of the Act, this wide discretionary power can actually operate

and does operate negatively.

Other Acts of Parliament

Apart from the Food Dru~and Chemical Substances Act,

other legislation whose provisions seek to control sale and dis-

tribution of drugs are the Pharroac. and Poisons

Drugs Act14, and the Public Health Acto 15

13ct ,The D~ngerous

The Pharmacy and Poisons Act regulates the profession

of pharmacy and trade in drugs and poisons. It simly reproduces

certain prohibitions contained in the Food Drugs and Chemical Substances

Act and powers given to authorized officers are the s~e under both

Acts, namely domestic incapability to mOQitor the quality of drugs.

Thus although this Act may seem to comple ent the Food Drug and Chemical

Substances Act, its control of sale and distribution of drugs is very

limited.

The Dangero s Drugs Act controls trade and use of

narcotic drugs. It does not deal directly with control of ?harmaceutical

drugs. The public Health Act is also complimentary to the Food Drug

and Chemical Sub tances Act in that it gives the Minister for Health

wide powers to make regulations in any matter concerning public health.



-6:::'-

These powers are too general and in view of the fact that special

powers are already given to the Minister under the Food Drug and

Chemical Substances Act, this Act does not add any power to the

Minister to do anything that cannot be done under the Food Drug and

Chemical Substances Act.

At the end of 1980, it was announced by the Director of

Medical Services that a new legislation would be passed requiring

registration of all new drugs both imported and locally manufactured.

The purpose of the proposed legislation is to reduce unnecessary

oversupply of various types of drugs in the country. However, the

legislation has not been enacted.

Li!ibility and Compe~tion

Liability and compensation either under the law of torts or

under the law of contract does not relate directly to control except

in so far as they warn the drug manufacturers to avoid acts or

omiss~ons that can cause injury to consu@ers. The major effect of

liability and compensation comes after the occurance of certain

consequences like injury.

There are long procedures involved in cases of claims for

injuries and compensation. A case may take years before it is heard.

This intricaey in the procedure is advantageous to the party who can

best afford time and money involved. In Kenya where a large per-

centage of the population are unaware'of their rights and usually

cannot afford cost of litigation, most people cannot afford to fight

large companies with money and who can afGord the best lawyers

through legislation.
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Thus the whole machinery, though meant to protect the

consumer has a built in advantage for the drug manufacturers because

they can afford to hire the best legal staff as they

financial interest to protect. The majority of the people are

ignorant of their rights and even if they were not, they will not

usually litigate as the procedure is expensive and slow. This is in

addition to the fact that there is risk of ultimately losing the case.

Thus the machinery of compensation and liability of manufacturers

does not really operate in favour of those it purpotedly seeks to protect.

International Control

Since 19508 when W.H.O started to concern itself wih the

quality of drugs moving into internation I commerce, it has made

several efforts. These efforts inter-alia include requiring good

ma~facturing practice. providing for drug information on common

problems and setting up international pharmacopoeia as a reference

source of acceptable standards.

International control however has faited to establish

regional quality control facilities for monitoring drug imports

within the countries that import the drugs. In this area W.H.O has

been incapacitated by financial consideration. W.H.O has t rely on

member countries to donate funds and this is not always easily accepted.

This is a persistent weakness of most international organizations as

a means of control. Another inherent weakness posed by international

control is that only recommendations are made while enforcement of

such recommendations are left totally to the manufacturing countries.

Thus developing countries are left in no better position than to rely

on the lood faith representations of the drug exporting countries.
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Where a third world country buys drugs or accepts it as aid, fully

aware that it is banned in the country of origin, the international

mechanism for control can do nothing. Again as with the Government

international control has been unwilling to acknowledge the harmfulness

of certain drugs, it has maintained that instances of drug dumping

are very few and that third world countries do not have to ban drugs

simply because they are banned in their country of origin.

The developing countries lack specific data to show as

examples of importation of drugs of inadequate qualities and they

lack sufficient monitoring capability to develop such data so as to

convince W.H.O of importation of drugs of inacceptable quality.
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CHAPTER IV

CONCLU I AND U(:otDmNJ)ATI
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f .ub.i iary 1. i.1ationa have be aad.. lap1 tatio a
.Illor t of th.... .i iuy 1.i.latiou ••• ry Usle •
go •••••_'... • of .uioua dru • t baen lai down.. r quiI'. by the
1.. tional .tati.tice he •

Ot.1' ••• 1'•• li tort. a d contract. haY. en 01 ••1'1 liaitad
•• .iD the society in which t .y PUI'pOl'tto 0 .I'at.in. i. ODe in

ioh t •••••• of the I' t of th.i. ti he.
affor co.tly .uit.. Oth.1' 1'.. • t t r81i 0 ar. 0 1y of
li11it 11'.1 t ..,are i .t cu •• adYiary.

Tb tri.. haY... atri at t .il'lava 1'. ani
factur., • i.tri t••ti of dru •• i. i

t • I'i••a •• t a. t il'dworld tri•• with weak
1. ialatio to t••t aDd eliatri • t a. dru a that 0 t .t

raquil' ta of the country of ori in. t il'd 1'1'. 1'01.
baa 0 ti ally b. t t of 't••t a' el' 1'0 Dds' of dru •
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by 1llU1ti tional ccapaniea dri en out of the rketi atnctur. in the

weatern countri... Large nrea are eploye by thea aulti tional

drug compaai~ to reac::hi ividual practitioner8 and co _1'8. Thi

effort i. very coatraveraial eapecially in a cou try where t gavera-

t h Ith iDfra-struc re ia atill bei develop d bec:auaeof confusion

t lack of proper fl of iufolll4tion. Tb are y fODlBof

Iprac:ticea on y Itinational eompanieswhic:b~although they .ay

comoD!.to the 1 of cou triea of origin, ar i ethical and detriaental

to alth of the individual drug c-on8 ere any of tbae malpl'actic:u

e b diac:ouragd by enactllenl:;.and,entorc t -of atrinaent dAS laws.

The abae e of any stri t law and ill8t th uyi .or accepting aa

aid, drugs that are bann d in the country of origin mayencourage the

nufactore, exportation of druga that Id otherwiae ·be: hued out.

Exi ti activiti a in phat'lllaCeuticalfi Id have ot be n fully

l' aponaive to the expreas prohl .• of dev lopi c tri a. Developing

cou tries ve continued to concern th Iv with quality of ~ort

drugs y t the response of 0 and its. bel' latatea balow,

generally If-hearted easur a taken aaaetimes even tainted wi.th

bias •. R giolla1 quality control facilities have not been developed

efforta at cr atiag ra ional training facilities for natio al quality

trol perao 1 baa er t ken root.Oth r effort. 1ik the int 1'-

tiona1 'phaEDaCtical, Pri ciple. of GoodM facturi Practice

Certification progr be not en p sh d forward with vi our. WHO

haa·also aid iDad qu t attention to the cassity of d loping atandards

peelally for tr ••• it ator e dru 8 thia a rc of

bataDdarcl·ctrugs. Th •• siatance of 1110 haal'lOt led

ational e pac:ity to nitor t e use of ,dru a r gards ,quality or

overall trategy of tter It cas. Initioa)to this. t gove -

t baa not ,viewedp xmae tical druga and relat probl••• aa suffiei utly
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iaporeaae eo juaeify e iDv•• taeae of e·8 scarce resourca. ia eh. 8au-

Dlia~Dt of aaoaitoriag faciliei.s. Ie is therefore DOelikely thae

illteraatioul action by ie.elf vill ever be able to en ure that quality of

drug. aovi into international e_ree, nor ia it likely that inearaatiolUll

action Callbe taken effec:tiq the ecapo.itioa of drug iaports. Iatar-

aational aetioa wouldoaly appear to be appropriate in ••• i.tias to develop

aatioaal coapeteacie8 ia both areas.

Rec:~acJations

Th drllg probl_ ia aa intenatioual probl sad aeeel. sc.e fora

of international or regional collaboration ia oreler to improveeffieieDcy

of utio •• l effort.. Bachcountry however.at fiad .olutions 8uitable

to her OWD peculiar drug prchl•• circuastaace.. Ia KellYathe fir.t

aolution .hould take the fora of law nfora.

The preaent law iapo... peualty for lteraeio of 4ng.. a few

.tatutes eODtrold"ereiaiDs, labelliagaaad .ale of druga2 or prohibit the

adverti •••• at to the public of 4rug. whichpurport to halp i treaa.eut

of .eriou. di.eases like caaeer or vanareal di •••••• 3 or control ehe

exerei.a over flrug8of dap.achlllealike opiua ucl cocai.4• JIovevar. there

is no law e••urius the safety of pheraaeeutical drugs. Thus it i. poasi 1.

for dangerousor i adequately tested drugs to be brought i to the Keny

aarket without registraeioa and viehoue all independent bodybeiag sati.-

fied _eo its safety. For this reason the first ree~eadation is eo

pass a law aiaed at coDtrolliag the safety of flrugs aarkeuct in the country.

The aev law8hoald require.. facturer8, especially those subaietiag

a.evflrugs for approval,to provide suitable reports on relevaat exp rille ts

on aniaals (.ad huaaDvolunteer. if auy)whieh should ahov the modeof

seeion, eaiey, efficacy aacIp y.io-ehmeal propertie.. The experi.aenes

should inclucla eeaebagof c1ru• on the foabIB of apprepriaea pregaaae
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animals to avoid possible bad effects on unborn children.
The same law should set up a board composed of people with relevant

knowledge and qualifications in the phanaaceutieal field to act as inde-
pendent body asse sing the data submitted by the drug uufactures and
should have the powers to approve or disappr.ove drugs after the asses ent
of the data. Such a systea would be desirable bec:a se it does not transfer
the responsibility of drug testing ~o the boar.; instead the manufacturers
continue to be responsible for laboratory testing, with the board only
reviewing the data and the results of clinical trials. The board should
also collect reports frOBgeeeral practitioners as to the possible adverse
reactions of the drugs in~their clinical use.

A c ission of experts she ld also b set up who sbould from
t~e to t~e report on use of drugs, report on drugs that should be for
general aale and those whose sale should be restricted. The c:ommissio
should also report and advise on importation, marketing and distribution
of drugs.

One weakness of the sethod of reviewing data submitted by the anu-
fac:turers is that most drugs used in this country are imported and there-
fore there is still dependance on anufacturing country's good faith in
providing the correct information .•' Thus although the responsibility of
testing of drugs should basically remain with th manufacturer, the commi-
ssion should have the power to arrange for independent testing whenever it
is doubtful of the information s bmitted by the facturers. Therefore
there is need to set up drug control laboratory adequat ly equipped and
staffed to make full analysis of any drug.

The law should .ate it a mandatory pre-condition to obtain a
licence to market new drugs. Technically tbe granting ofauch a licence
ahould be by the Minister- for Health, but b¥case of ministerial refusal
to grant 'such a liceftQean appeal should lie with the commission..who would



review the decisio. A situadoD where t ulu.ate decisioa lies with

o e p reon ould be avoid d•. Th rules for granting lie nee especially

as regards .newdrugs should b stringent DOughso as to exclude all d gs

witb disastrous side eff cts. However.,were benefits aay outweighthe

losses, . a.fety rule should be relaxed only far as is ab olutely

us •• ry. Por instance in a case of a disease that kill a victim a dru

that is effective in treating such a disea should be accepted even

thougb it ay have a high level of toxity. In such caes howeYr the

e ission should take the task of monitor! the adv rse ction through

reports by edical practitioner and hospitals.

For drugs that are already in rket their afety standard and

effic cy, ch ical, clinical and anufacturiug dat bould be au itted

to the c ission for review. Aniuve tigatio hould be iDitiated if

an allegatiothat· drug is substandard exists. If the allegation i.

proved, t e drug a Id either be ra.oved frea the market or its u e

ahould b 1'8 tricted according to tb fi ding of the investigatio

by e • Big er staDClars bould best blish d for s •• i

drugs saf ty, quality and efficacy.

The licence for importation andmarketiug of drugs specially

should b denied if acturing data, s ftted for asses ent, ar

inconclusive or if proposed labelling is fal e or ai Ie di In certai.

circu.ataDcea wherenecessary faeturi data hould be su it~ d with

tenders for supply of drugs, especi Ily W l' aIr e eo l' like

Ministry of Health is. concerned, ia deciding whether or not to grant a

licence, the caDaiasion should have powerto review any other relev t

information apart from that submitted by the drug factur r.

It hould he tory for the manufaetur r to furnish the

c i8Sioo with infoDl8tion on the aide ffect·s clinical infozaatio

after a drug bas been put into market or give any other iuforaatioll which

iaitiat

the
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tropical climate. Such will be only a ,few instances.·
The second rec eDdation is for th country to establish a coapre-

hensive'drug policy based on understanding of priority·of health probl
.An-essential start for such a policy would be to establi h the type.of
~rugs that are neede4 and ·register.them. In doing this·a list of three or
four categories of .rugs·. tbe a start. The first· list should contain a
li tof drugs that can be used by par' edicaIs even i the 'smallest
clini·cs in tbe health needs. The seeead list would be available at
district or regional hospitals ani the othe): one or two categories would
be' a specialist drug whose use would be severely restricted, and perhaps
the largestJlist of those drugs explicity.excluded. These drugs would
be categorbed by their great expenses but their relevance only to trivial
disorders, or by there being cheaper drug of equal efficacy. This would
avoid overstocking of drugs' as well as help check the life span of drugs
80 that .they'would be sed before they reached their expiry dates. Seco dly
it would help to liait the unnecessary ov.ersupply of drugs. Supervision
and ~hecks on possible errors will be made conaiderably eaay Ad thus
reduce neglegence and'corruption that has always acccapanied lack of
registration. and.overato.£king. I ,

There should be an abolition of brand es an a reduction in
patent protection so that the real price competition ybe fostered.
The..basic, li.st,bo Id be aade of generic. names •.

The establishment of a baSic list fGr drugs that are needed should
in itself help.reduce ~he cost of drugs to the health authorities. Cost
effectiv.e purchasing is hamper d by'abundanc of branded products and
canfu ion as to their composition. By listing generic products, a lot
of funds can be saved. Funds further could b saved by inviting tender.
for generic drugs rather than'brand name products.
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Health thori ties, however,have b preve ted frca buyi cheap

e ries becauaeof CODcernover uali ty whit hi ltiaatioaala who

aall brand ed drug8 at l' lati ely high pricea frequently poiDt to t

arant••• of quality 7 offar. I f ct lti tionala.ark 0 ~ill ia

DO guarantee of ita ality. 1'01'i tancet t e caee baa already been

aeutio vb re d eroualy aubat dard druga iaport frca an Asian

country re packedandaarked as producta of Borrou Wellccaet a . ·01'

ritiah Ccapany.

A general co clu8io can h dr that the da er of sub8tandard

dru a are .are likely to ariae frc:a tb fact that enol'llOU8profit aar il18

are eara ODbrand a that attract ••• 11 dia 0 at blitatora. Liati

of. iDYiti t &derafor ge eric a •• y 80lv t is probl_.

propoaedpolicy ia unlikely to develop a1 the idealiz

li • iD tha cODtextof fre ent rpria ethic. whichallows the traffickera

i patent icia • to di rt co1ftm-r .p ndi to prod cta ich aatiafy

v ry little or only illuaory h 1t

atri gent control ODadvertia

ada. ee t ere is need to put

tio of dru 8.

The third re

Two•• jor critici

endatio ia the ref or. of t a preaaDt.l of tort.

b .ade as regard. liability ccapa atio i

tort. • fact that t eo er at prove lige ce i order to avec

th efecta of the proce-Ai t the facturer of defective drug.

ural fr_toral within hich t e partia. op rate ia an obatacle to l' ra.a,

a solutio to ich.. be fo iD the iIIpositioD of 8trict liability 0

facturer. III this case the iaj red party doe not have to pr

gligence 0 th part of aayo

e ligence.

t only that i. i jury rea lt d fr

The oaition of 8trict liability on t e facturer aay cre te

further &UIi_lieawithout r·e.~vi~ the inh l' t akDee. lik coatly court



procedures. It is t erefore arguul that t is re lly needed i. a

foUl of ccaprebeuaive i ur; ee eutitli all proveDly injured persODS

to c:c:apeuation fr a central fund. Such a sol tion howeverbaa further

ntal, political and social difficulti • i additio to &8S .sing it.

econaaic and adaini trativ viability.

The fourth recommendationconcerns inter tio 1 co trol. Inter-

netio 1 aid should coi cide with tional dru policy. WHO baa tried to

utaltliah a schameof control of phamaceutical drugs aovi.q into inter-

Mtional t.rade. This sehae relies however0 cerlificatio by the

_porti. COUlltrythat tSn.s aeet local staDelarda. This system ia clearly

open to abase in the ahseace of additional iDte tional control and it

is ea eially so since DOstdru ezportiaa countries do act require that

elross produce4 for . port .eet th etaaciar req ir e, WHO howeYer

could be of great elp in co trol of rug trade. It could set up re ional

ageDcies whichwouldadvise on dru s which are suitable for the e try's

needs, beari in ai reI vaat cliaatic, sociol ieal and eco ·c factors

which it a 'ld be abl to monitor clos ly. S ch also

be able to aclvise on,evea coatrol, prices ia vi w of the exhorbitaat

pric s charged f~T drugs especially in developing couatries. Such aclviee

however, .hould also riewed by national as neies as they aay b tainted

with racial bias.

WHO shoultSalso look iato vays and .~1lIl8 of assisti in establishi g

Mtoral or regional testi faciliti s to monitor the quality of dru

imports. Siaee VHO baa from tiae to t· giVeDthe acuse of lack of fuada,.
there ia for greater co-operatio fre...aber stat.. to c~t

diti I res.ras to wao for the establis t of ch faciliti. •

apport .bould 81so be r coapani•••

Devel states should also he able to ra idly r ch at O1I~~he

desirable r gional group! • and stronaly support the locatio offaciliti s
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in agreed sites. If WHO cannot oper te a national or regional quality control
facilities, i~ should assist ore in traiaing and upgrading national
regulatory authoriti s.
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A P PEN D I X

Questionaires used in collecting
materials.

Part one of the questionaire are
general questions relating to sale
and dist~ibution of drugs~

Part two are questions relating
to the adequacy of law relating
to drugs.



PART ONE

Legal Control of Sale and Distribution
of Substandard Drugs

J '-.

1. What 1S the percentage of drugs
i) imported into Kenya?
Ii) manufactured?
iii) manufactured by Kenyan owned companies?

2. Which arc the major countries which export drugs to Kenya?
i) which companies manufacture these drugs?

3. Are new drugs in the market evaluated for:-
i) safety
ii) efficacy for their intended use 1n Kenya
iii)efficacy for their intended use by the

exporting countries.

4. Are the drugs imported into Kenya used
(widely, moderately or hardly if any), in
the countries where they are manufactured
and subsequently exported to Kenya?

5. Are there any measures taken to show that
drugs approved for marketing continue to
meet specific standards of:-
i) quality
ii) efficacy

6. What measures have been taken to show that drug
labelling and advertising informs, but does not
mislead physicians or patients?

7. Are new data obtained on the impact of an
existing drug promtly made available to
physicians and to the regulatory authorities?

8. What methods are used to
i) withdraw drugs from the market
ii) to restrict the use of an approved drug

if new data warrants such action?



9. Have there been any cases as in (8) involving
i) imported drugs?
ii) locally manufactured drugs?

9(a) in your opinion, was the action taken
effective and / or necessary?

(b) have there been any prosecutions?

10. What sector (proportion), urban, rurual etc)
of the population mostly use
i) imported drugs
ii) locally manufactured drugs?

II.

12.

What are the methods, i.e creteria'for tenders,
used for purchasing drugs from:-
i) overseas manufacturers?
ii) local manufacturers
What methods are used for refusing or withdrawing
tenders from:
i) overseas manufacturers?
ii) local manufacturers?

a) have there been such cases
b) which drugs, sold primarily by which company / companies
c) when?

13. What measures have been taken against any 'tricks'
to sell substandard drugs?

'Tricks' such as

14.

15.

i) change of name after a drug has been rejected
ii) mislabelling of drugs that cannot meet

registration requirements
iii) circulation of drugs through countrieswith weaker

legislations
iv) ineffectual change of manufacturing formulae

Are there any measures taken against those people who
copy and come up with cheap imitations whose qualities
are not guaranteed?

a) have there been any such cases?
b) row were they handled?

How does the government ensure that doctors get the
right information as to:
i ) effects
ii) side effects of drugs?



16.

17.

18

19.

20.

21.

22.

23.

24

Are there any measures taken to show that the drug
companies while competing with others do not
i) lower the standards of the drugs?
ii) suggest that their drugs, though considered

dangerous to the developed coun t ries , 1S

good enough for use in Kenya.

What are the measures taken against:~
i)
ii)

Hi)

mis-promotion of drugs
r ecomrnendnt ion (If exe ssi.vo
misprescription?

dosages

What measures have been taken against unscruplous
methods for'sale used by'drug companies?
Is it possible for a drug company to influence doctors
to prescribe their brand of drug, the drug being
substandard or otherwise?

Is 'it po'ss'i.bLe for doctors to buy drugs from
thes,~,<;o,~p~n~,~~,,:t~r_()W~~r~~ick-back'method?
Is t\W·pr 9-, ,l>.o,~~t9_t.H.~¥»of doctors being corrupt
thrOugh this?

I ' I " ' ".' \ l' f .) , • ;. ~:' r.: ; L!.~I, ' ;-,

Is I the.re,:a.po~si,b,U,iF~·i_frl~H.·i.t,hb'7U&1;\i~c'r_~~;i;Yt~".s~I'r~"J'i>"II',".'
promoti.on do'c tors are pressed, possibly bribed, by
the numerous drug representatives to use / sell
their drucrs? "',' 11'l "'1;11' ,;.I',y'LI··I',' .','" ,). I I. C;?, l, I I': '•.Il t.' t , .• , •..•. ..: l •. 1.)<,..1. .J. ~ ,

i)
ii)

: j ,tll,,'~ ,I I. ; 1 '·f·,j'.~~~?
w:~a.F1l\easureshave been taken against this?
how many drug representatives are there

-fo r vevery number d.f,id·octors·?!!U:'I ,·L.;,>ll "',:

, •. -t' , . I. • ,_".'-,',:; :t-L1•.i1. l .lo.l}l'lU l... 1IlL\'~ I.

What, measures "are ·.t'akenll.:tlo.:..ensurethat these
drug s saLes .rep,res.e~~~t~Yl~~'h~?'~8,~,,:,-:-,-i' :. wI,.I \.,,," I
i), '.;corrupt,·thedoctors in any way so as to

'promote their. subs uanda rd vd'rugs-' >J"'''.,

ii) misinform the doctors in any way so as to promote
t.hej r ~1,l1;>,sta.~d.aJ;'<;l<l\.<Hpg,~,,?1~11:, L ,Iii)",' ,)Cd, I,,'

iii) influence the doctors in anyway so as to promote
their substandard drugs?

Is there over-pricing of drugs in Kenya as compared
with other markets? Is this under any regulation?

Is there a possibility of pharmaceuticals withholding
information about possible side effects of drugs?

i) have there been any such cases? Was anything
done about them?



25.

26.

What is usually the reaction of government / drug
companies to new data showing possible bad effects
of drugs in the market?

Are there instances where drugs, officially
determined to be worthless and potentially
lethal in domestic markets in developed world,
have found their ways into Kenya.

i) what drugs would you say is such an example?

ii) how did they find their way into Kenya, and
from which countries did these drugs come?



THE ACT & LEGISLATION ( PART THn)

(The Act means Food Drug and
Chemical Substances Act)

I. Is there a need for legal intervention and
distribution of:-

i) imported drugs
ii) locally manufactured drugs

2. Is the present Law adequate 1n controlling:-
i)
ii)

iii)

standards
efficacy
safety of drugs (a) manufactured in Kenya

(b) imported into Kenya

3. If not where does it fail?

4,. How can it be improved?

5. Is the consumer well protected by the Act~

6. Does this Act facilitate exploitation of
masses by not providing for their protection?

7. Does this Act respond adequately to drug problem
as it is understood today?

8. What is the effect of uncontrolled sale and
distribution of drugs?

s. Are there other Acts which can help this Act
to be more effective?

10. What 1S the social attitute

i) mass ignorance
ii) ignorance of dangers of side effects

iii) unwillingness to acknowledge the extent
of harmfulness of substandard drugs.

iv) institutionalization by i.e chemicst, clinics
hospitals - have created marked resistance
to perceiving them bad?

11. Is the present law adequate in ensuring
that imported drugs are safe and effective?

12. Is the law adequate to reject goods banned
in domestic markets of exporting countries?



u. Does the law require exporting countries
to label both potentially:-

i) useful effects of their products?
ii) harmful effects of their products?

iii) is this practice adhered to?

14. Does the act give effective protection against
harmful drugs?
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