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ABSTRACT

Mm‘ror:’ng of adverse drug reaction (ADRs) has
become an integral part of drug development and
patient care. in most developing countries, however,
ADR monitoring is virtually non-existent. Suggestions
are offered for the setting up of a National Committee
to initiate and oversee ADR monitoring in Ghana.
The advantages of such systematic ADR monitoring
are given. Problems that may hinder efforts to initiate
and maintain ADR monitoring are reviewed and
solutions suggested. It is hoped that the two Teaching
Hospitals in Kumasi and Accra will take the lead in
setting up ADR monitoring systems that would spread
to involve most parts of the country.
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INTRODUCTION

The clinical trials conducted before a drug is released
on the market can only include a limited number of
patients treated for a limited period. It is therefore
necessary to continue to monitor drugs for ADRs after
they are released on the market (Post-Marketing
Surveillance) especially in order to detect uncommon
(but potentially serious) side effects.

Many western countries have evolved various Post-
Marketing Surveillance systems to monitor ADRs on a
routine basis. An example of “spontaneous” ADR
monitoring system is the “Yellow Card” system in the
UK]J1] in which doctors are required to fill in and post
(free) to the Committee on Safety of Medicines (CSM)
all suspected ADRs.

Adverse drug reaction monitoring is also advance in
Sweden. In most developing countries, however,
structured ADR monitoring is virtually non-existent.
Recently a spontaneous ADR monitoring system was
introduced in India[2]. The recent influx of several
brands of drugs especially from Eastern Europe, and
the attempis to integrate herbal and other traditional
medicines into mainstream clinical practice, make it

imperative that an ADR monitoring system be
introduced in Ghana.

SETTING UP A CENTRAL MONITORING
COMMITTEE

The first step in instituting a national ADR monitoring
system is to set up a national Central Committee to
oversee and coordinate the work. This committee could
be on the lines of the CSM of the UK[1]. Such a
Committee would be made up a Clinical Pharmacologists,
Physicians, Pharmacists, Epidemiologists,
Biostatisticians and would work in concert with the
Pharmacy Board and other bodies responsible for drug
policies in the Ministry of Health, as well as the Ghana
Standards Board. The functions of the committee could
inchude:

1. The scrutiny of all new locally manufactured
drugs by requiring a clinical trial certificate to be issued
only after thorough pre-clinical pharmacology and
toxicology studies.

2. The scrutiny of all imported brand name and
generic drugs to ensure that they possess a valid
product licence in the originating countries.

3 Supervision of the release of drugs
manufactured locally under license by the requirement
of minimal data on bioavailability and efficacy.

4. Rationalisation and standardization of the
many herbal and traditional medicines in the country.

5. The setting up of an ADR monitoring system.

6. The dissemination of information to improve
the education of all prescribers.

The Pharmacy and Drugs Act of 1961 which set up the
Pharmacy Board confers on the Board the power to
ensure the quah'ry of drugs supplied in Ghana. Section
31 states: “No person shall supply any drug which is
unfit for its purpose by reason of deterioration, impurity,
adulteration or other defect”. Section 32 gives the
Board the power to call for information on proprietary
drugs while Section 33 empowers the Board to prohibit
sale of proprietary drugs which are substandard.

However, the Act does not make it mandatory for
companies to submit data on pre-clinical pharmacology
and toxicology studies except at the invitation of the
Board.

The Ghana Standards Board is responsible for ensuring
the quality of all manufactured goods, including
pharmaceutical products, in Ghana. Since the range of
goods for which they are responsible is so wide, it
would be more appropriate, in the case of

pharmaceutical products, to have a more specialized
outfit to ensure the quality of drugs.
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ADVANTAGES OF ADR MONITORING
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distributed to doctors to improve their knowledge and
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PROBLEMS OF ADR MONITORING IN GHANA

Several obstacles peculiar to Ghana and other
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SUGGESTIONS AND CONCLUSIONS:

The problems of ADR monitoring in Ghana can be
overcome. Reiricval of information on drug treatment
can be simplified by providing a summary of all drugs
taken by the pationt in the past or still being teken.
This sheet (or card) can then be placed on the first
page of the inpatient folder on discharge of the
Information on dose, indication and duration of
trestmeont can them be easily retrieved.

There is an urgent need to devise means of enforcing
current legislation ing the sale of

drugs. A CSM - like committee conld lead in efforts to
all kinds of drugs are sold on the open market. An
intense public education prograxmme can reinforce efforts
to enforce the law,

Involving traditional medical practitioners in ADR
reporting is aformidable challenge. Initially, a few educated
practitioners can be involved. If the programme is non-
threatening in nature the cooperation of these traditional
doctors would be forthcoming; especially so when they




realise that ADR reporting could improve their practice
and give them access to expert professional and academic
help.

The participation of private medical practitioners would
be crucial. Here again the doctors should be reassured
that reporting ADRs casts no slur on their therapeutic

competence.

Cost is always a consideration. in Ghana. An ADR
mommtmgsystﬁnwﬂlmlbc&wbmthscoslshouﬂbc
manageable. The Ministry v1 Health is currently giving
deserved attention to health research and should be able
to contribute most of the budger.

Drug companies may also be asked to contribute to the
cost of ADR but must not be allowed to
iafluence policy unduly. To keep down costs initially, the
scheme could be started on a pilot scheme in one or both
of the Teaching Hospitals with gradual expsasion to
involve other parts of the counlry. Monitoring of ADRs
can bring benefits such as the withdrawal of toxic drags
sod enhanoed prescriber education. This enhanced
eduocstion can, in turn, help prescribers to tackle the
ptoblmuofmogmﬁon.wmmdmtﬁcﬂ&mcf

Inthe long run, the patient will benefit from more informed
presceibing, snd the doctor from a sense of satisfaction of
ajebvundm
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