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NATIONAL DRUG POLICY
OF
THE TRANSITIONAL GOVERNMENT OF ETHIOPIA

5. Introduction

Based on economic development and the living standard of its people Ethiopia is
considered to be one of the least developed countries. Although the fundamental
cause for this is the backward socio-economic system which prevailed for centuries,
recent man-made and natural calamities have played a significant role in aggravating
the situation. Thus, the major problems which are apparent in the health and
pharmaceutical sectors are reflections of the cumulative effects of these state of
affairs.

The most prominent and general weaknesses in the sector are that the services do not
match to the needs and capabilities of the broad masses and that the limited resources
allocated to the sector were not used in an appropriate, efficient and effective
manner.

During the Imperial rule, attempts were made to create a health care system that involved the
participation of the private sector in the supply and services of drugs. To administer this
system some isolated laws and regulations were issued. In addition to the problem

encountered in implementing them, the laws and regulations, were not periodically revised
or adjusted to the progress made within the sector and the relative modernization which was
under way in the country.

Although “A Primary Hedlth Care Strategy” was adopted by the Dergue regime as the
country’s hedlth service guide, there was no new drug related policy, law or regulation
enacted except the points raised in the strategy and indicated in the Ten Year Perspective
Plan drafted in 1985. If at al there was any activity in the Pharmaceutical sector during this
era, it took the form of over emphasizing the role of the public at the expense of the private
sector. Conversdly, the mgor attention of the regime was directed to the pursuit of war
which caused reduction in the availability of drugs, both in variety and quantity, which in
conjunction with natural calamities aggravated the health problems.

The masses of the Ethiopian people still rely mainly on traditional drugs to prevent or cure
diseases. Yet, there was little effort made to investigate their safety and efficacy so as to
encourage their wider application, Even the limited research capacity that existed did not
focus on resolving concrete problems in the pharmaceutical sector, particularly on assessing
the safety and efficacy of traditional drugs widely used by the community.

Regarding the supply of drugs, the endeavor towards strengthening local
production capacity was minimal and Drug importation from abroad and it's
distribution within was haphazard and unjust that the majority of the rura
community hardly had access to modern drugs. Furthermore, the failure to have a
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strong system of drugs administration and control has resulted in massive wastage
during storage and distribution. Apart from the low administrative and technical
capacities to ensure the safety, efficacy and quality of all drugs, the control on
narcotics, psychotropic drugs and poisons was particularly weak.

Though it is incumbent that drug services should take into account the, social
conditions, psychological make up and financial capacity of the society, the
indiscriminate practice that prevailed in drug prescription, dispensing, data
collection, dissemination of information and promotion, gave way to the rampant
existence of a situation in which patients prescribed and self administered thereby
jeopardizing their safety.

Since medica equipments in health institutions are mostly old and obsolete problems
of maintenance, handling and use exist aggravated by a low standard of technical,
managerial and operational capacity.

Accordingly, the issuance of a drug policy, which is part and parcel of the health
policy and in line with the transition period charter and the economic policy of
Ethiopia, should be given high priority in order to direct the various features of the
sector.

The Transitional Government of Ethiopia:

1. Aware of the importance of health for public welfare and productivity and the role of

drugs in hedth care;

Convinced of the need for a just and equitable distribution of pharmaceutical services
to al citizens and aware of the fact that to implement this goals pharmaceutical
services should ensure the participation of the community based on the principles of a
free market economy and in a decentralized manner throughout the regions;

. Cognizant of the need for a strong drugs administration and regulation to maintain
public health and safety, in a situation where most of the drugs are imported with
possihilities of both desirable and undesirable effects;

. Conscious of the need for a strong drugs administration and regulation to maintain
public health and safety, in a situation where most of the drugs are imported with
possihilities of both desirable and undesirable effects;

. Aware of the impact of the lack of a drug policy on manufacturing, import,
distribution utilization and also in the use of traditional drugs.

Hereby issues the following policy which safeguards the interest of the mgjority of the
people based on the principle of self-reliance. The activities, structures, participation and
control system involved in implementing the policy are also indicated.
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In this

policy, DRUG means any substance or mixture of substances or medical

equipments or supplies, used for human and animal heath care (i.e. diagnosis,
treatment, mitigation or prevention of diseases or symptoms) including poisons,
narcotics and psychotropic substances chemicals, blood and blood products, vaccines,
sera, radio-active pharmaceuticals, pharmaceutical cosmetics and sanitary products.

6. OBJECTIVESOF THE POLICY

To meet the country’s demand for essential drugs and to systematize its
supply, its supply, distribution and use.

To create conducive situations to make the prices of drugs compatible with the
peopl€e’ s purchasing power.

To ensure the safety, efficacy and quality of drugs.

To develop a domestic drug manufacturing capacity and gradual supply to the
export market.

To expand the training of manpower and drugs research and development.

To devise ways and means for the utilization of traditional drugs in the regular
health services after ensuring their safety and efficacy.

7. GENERAL POLICY

1.

Determine the types of drugs to be used in the health services on the basis of
the country’ s health problems and capability.

Provide essential drugs in line with the responsibilities of the government for
public health care.

Facilitate the gradual integration of traditional drugs with modern medicine
by giving due attention to traditional practices and identifying the beneficial
and harmful aspects through investigation and research.

Offer incentives to public and private industries involved in the production of
raw and packing materials directly related to the manufacture of drugs.

Give special incentives to manufacturers who manufactur e essential drugs
and market them in their generic names.

Create favourable conditions to encourage private investors to participate in
the manufacture, import and distribution of drugs.
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10.

11.

12.

13.

14.

Establish an effective system of drug administration and control at al levels,
especially by developing the capacity to ensure drug safety, efficacy and
quality.

Make the necessary efforts to establish rational use of drugs among the health
professionals and the public at large.

Devise a programme for the training of pofessionals able to contribute to
solving the health problems of the country as required and create conditions
for the application and development of their skills.

Conduct a coordinated research on modern and traditiona drugs attuned to the
country’s problems and capacity and strive for the application of their results.

Create favorable conditions for the transfer and further development of
appropriate technology and modern know-how that could assist in meeting
the drug needs of the country.

Create favorable conditions for the export of local products.

Make the necessary efforts to deter the illegal manufacturing, distribution and
consumption of narcotics and psychotropic drugs.

Strengthen National and International relations to help develop and expand
the pharmaceutical sector and give due attention to the implementation of
international obligations.

8. GENERAL STRATEGIES

1. Selection of Drugs

1.1 Based on the country’s health problems, trained manpower, financia

12

resources and infrastructure, a National Drug List will be formulated with
full consideration of safety, efficacy, quality and cost.

A National Drugs Advisory Committee composed of highly skilled
professionals in medicine and pharmacy shall be established. The
Committee shall select the drugs to be used in the country; prepare lists of
drugs of different categories, formularies and pharmacopoeia; evaluate and
decide upon drugs useful for specific diseases which are not included in the
National Drug List and perform activities in related fields.
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2. Drug Supply

21

2.2

2.3

24

25

2.6

2.7

2.8

29

210

The government shall establish drug manufacturing plants either on its own or in
joint venture with private investors. Favourable conditions shall also be created
for private investors to participate in the manufacture of drugs on their own,

The government shall provide the necessary support and encouragement to
manufacturers directly involved in the production of raw and packing materials
for drugs, as well as for those who produce essential drugs and market them in
their generic names.

Compounding of drugs in hospitals, pharmacies and drug formulation |aboratories
shall be carried out by pharmacists and by adhering to the required quality and
standards.

The government shall establish an enterprise, which shall be independent of
producers and suppliers, to procure and distribute drugs at national and regional
levels.

Domestic procurement and distribution of drugs shall be effected through drug
distribution networks to be established at regional levels.

Favourable conditions shall be created for government drug procurement
enterprise/s so that the public is served with essential and generic drugs which are
reliable in terms of their safety, efficacy, quality and are affordable in price.

Both the public and private sectors shall procure drugs through suitable methods
of procurement.

The government shall give incentives to private importers and distributors who
are engaged in the import and distribution of essential drugs with generic names
and at reasonable prices.

Foreign procurement shall be carried out in such a way that it does not weaken
local drug manufacturing. On the other hand the necessary precaution will be
taken to avoid monopolistic tendencies by local manufacturers.

Imported drugs, secured either in the form of international aid or as part of health

related programmes, shall be on the basis of the national need and shall be abided
by the pharmaceutical laws of the country.
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3. Stock Management and Distribution

31

3.2

3.3

34

3.5

Specification for the establishment of storage facilities which are suitable for proper
stock management and pertinent to the climatic conditions of the locality shall be
issued. The availability of storage facilities which meet the required standards at
points of entry and distribution shall be ensured.

The movement of drugs from ports and distribution points shall be given priority
and an efficient transport services shall be provided for timely delivery to
consumers.

Every distribution network shall be subject to strict drug inventory control,
supervision and data exchange in order to forecast drug demands, to prevent
wastage and avoid shortage of drugs.

Distribution of drugs shall be carried out in accordance to a standard list of drugs
appropriate for the level of the health institution and retail enterprise.

Public health institutions and pharmacies within them shall be given priority by the
government owned drug distribution system.

4. Drug Administration and Control

4.1

4.2

4.3

4.4

4.5

4.6

4.7

4.8

The Nationa Drugs Advisory Committee shall evaluate the safety, efficacy, quality, price
and other vital information about drugs and register them before they are marketed.

Regigtration certificates shall be issued for drugs that meet the required standards. Drugs
aready on the market shall also be subject to periodic evauation and registration.

Drug quality standards shall be set. Government operated quality control laboratories will
be established both centrally and regionally.

Drug samples for quality control shall be collected from manufacturing plants, distribution
outlets, retailers, etc. and substandard products shall be withdrawn from the market.

An appropriate system shall be devised for the collection of new information about the
harmful and beneficial effects of drugs from health professionas compiled and analyzed,
the findings shall be publicized at nationa and international level.

Qualified inspectors shall be assigned to enforce laws and regulations issued to
implement the policy.

Rules and regulations governing the clinical tria of drugs shall be issued.

Laws and regulations shall be instituted and enforced governing the supply, stock
management, distribution, use and disposal of narcotic and psychotropic drugs.
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5.

4.9 A national committee consisting of different organizations shall be set up to carry
out a coordinated control on narcotics and psychotropic drugs on the basis of
international conventions.

4.10 Lists of radio-active pharmaceuticals, poisons and chemicals shall be issued along
with guidelines about their handling, distribution, use, disposal and compensation
for damage.

4.11 Regidtration, classification and licensing of professionals in the sector shall be
carried out by the appropriate body.

412 Any drug manufacturing, import, wholesdle and retail enterprise, as well as
manufacturers of drug related cosmetics and drug quality control laboratories, can
only be established under license from the policy enforcing body. The undertaking
shall also be operated under the technical responsibility of a licensed professional
only.

Manpower Training and Utilization
5.1 Formal pharmaceutical trainings shall be based on the requirements and health needs
of the country. Strategies shall be devised to upgrade professionals who are in

service,

52  Appropriate strategies shall be designed for the loca training of biomedical
technologists.

5.3 Professionalsin the sector shal receive on the job training and continuing education.

5.4 Conducive situations shall be created so as to engage trained manpower in the best
possible service of the public.

5.5 Trainers and beneficiary groups shall collaborate and coordinate in the training and
utilization of man power.

55 Various incentives and conducive career structures for professionals shall be
ingtituted in accordance with the characteristics of the job and post.

Drug Information and Promotion

6.1 The content and distribution of drug information to health professionals and the
public shall be subject to monitoring and control.

6.2 Current and accurate information and reference materials on drugs shall be produced

and distributed to practitionersin the field.
6.3 Drug promotion shall be carried out by trained professionals who have appropriate

registration. Mass media promotion shall also be monitored and controlled.
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6.4 Control shall be exercised to ensure that free medical samples are not offered for

sale, but distributed to appropriate health professionals.

7. Trading Agencies and Scientific Bureaus

7.1 Manufacturers shall be allowed to set up scientific bureaus for the purpose of

promoting and the dissemination of scientific information about drugs. However,
regulations for their establishment and control, shall be instituted to regularize their
functions. These functions shall be managed by competent professionals in the field.

7.2 1t will be permissible to operate as representative agent of drugs manufacturers and

suppliers, however such undertakings must be run by licensed professionals. The
same shall apply for commission agencies.

8. Drug Use

8.1  Alist shal be prepared to show prescription and non-prescription drugs.

8.2 A standard prescription form to be used al over the country shall be instituted and
its usage shall be controlled.

8.3  Hedlth practitioners shall be advised and encouraged to prescribe drugs in their
generic names.

84  Drug dispensing shall be undertaken and closely monitored by licensed
professionals. Licensed professionals and enterprises shall be monitored and
controlled to ensure that they comply with the rules of drug dispensing.

85 A pharmacist shall have the right to dispense generic drugs as substitutes for
prescribed brand names.

8.6  Appropriate education, promotion, counseling, etc. shall be offered in every

possible way to raise public awareness about drug use.

9. Traditional Drugs

9.1

Attention shall be given to strengthening the sector through research and
development. Research priorities shall be given to those traditional drugs which
are in wide use.
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10.

11.

12.

9.2

Favourable conditions shall be created for the application of traditional drugs
ascertained to be safe and effective for treatment. Private participation in the field
shall be encouraged.

Resear ch and Development

10.1

10.2

Favourable conditions shall be created for the introduction of appropriate
technology and know-how to vitalized the drug sector. The government shall
provide appropriate incentives and support to those engaged in such activities.

Appropriate means shall be instituted to strengthen the drug sector through
research and development. Research and development activities shall be
conducted at drug manufacturing plants, compounding laboratories, training and
research institutions, etc.

10.3 An independent research center shall be established to carry out drug research and

10.4

devel opment.

Research and studies shall be undertaken on procurement methods, stock
management, distribution, use of drugs, etc. in order to strengthen the
pharmaceutical service's quality and competence at al levels.

Drug Pricing

The government shall make all efforts to make sure that the public gets drugs which are
within its means.

National, Regional and International Relations

12.1 National, regional and international relations shall be established with the aim of

strengthening and expanding the sector.

12.2 Due attention shall be given to the implementation of conventions on narcotics,

psychotropic drugs, radioactive pharmaceutical and poisons, which the country is
signatory to.

13. Policy Enforcement

Relevant laws, regulations and rules shall be instituted to enforce the policy.
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