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                         Introduction

The Ethiopian health sector is one of the areas that has shown good progress in the recent past.
Following the change of government in 1991, the new Government of Ethiopia put in place many
political and socio-economic transformation measures. Among these, it developed a first national
health policy, which was followed by the formulation of four consecutive phases of comprehensive
Health Sector Development Plans (HSDPs), starting from 1996/97. The policy and the first HSDP were
based on critical reviews of prevailing national health problems and a broader awareness of newly
emerging health problems in the country. At the core of the health policy are democratization and
decentralization of the health care system; developing preventive, promotive and curative components
of health care; assurance of accessibility of health care for all parts of the Population; and encouraging
private and NGO participation in the health sector. During the past fifteen years, the Federal Ministry of
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Health has built an impressive framework for improving the health for all, including maternal and
neonatal health.

Providing an effective and adequate legal framework for the health sector plays a crucial role in
enhancing the development of the health sector by advancing the quality of service and its coverage.

There are only a few scattered laws and regulations enacted to govern and regulate the health sector.

                                Legal Framework of Health Sector

FDRE Constitution 1995 

The legal framework plays an important role in promoting, developing, and regulating the health sector.
The health sector deals with the life of a human being; it’s all about the protection of the health of
citizens; hence, strict and effective regulation is very important. The purpose of laws is not only
regulation; they also play a significant role in promoting the development of the health sector by
encouraging the participation of the private sector and all other stakeholders in the health sector. The
EFDRE Constitution provides a general framework for the state structure, rights, and duties of citizens
and government. The 1995 FDRE Constitution also provides a general framework with regard to public
health and the right to a clean and healthy environment. The Constitution, under Article 41(4), imposes
an obligation on the state to allocate ever-increasing resources to provide public health, education, and
other social services. States play an important role in providing good public health in developing
countries like Ethiopia, where the private sector is not strong enough to provide effective health
services to the public. The health sector also deals with citizen’s health rights. The EFDRE
Constitution, also under Article 44, recognizes citizen’s right to a clean environment, and it provides
that all persons have the right to a clean and healthy environment. This right is also among the rights
that obtain international recognition through different treaties and conventions. Ethiopia also enacted a
proclamation that regulates environmental issues. The Constitution also imposes an obligation on the
state to establish and implement basic policies for public health, which is provided under Article 51 of
the Constitution. The government also has a duty to protect and promote the health, welfare, and living
standards of the working population of the countries. Ensuring access to public health and a clean
environment are also among the duties of government provided under the constitution. This general
framework provided in the constitution is implemented by proclamations, regulations, and directives
issued by the representatives of the House of Representatives, the Council of Ministers, and Health
Minister, respectively.

                    Proclamations governing the health sector

In order to encourage the expansion of health services, the government enacted Social Health
Insurance Proclamation No. 690/2010. Social health insurance is one of the sustainable health care
financing mechanisms that enhance equitable access to improved health services through cross-
subsidization. The main objective of this proclamation is to ensure the expansion of health service
coverage, which plays a significant role in the accelerated socio-economic development of the country.
The other objective of social health insurance is to provide quality and sustainable universal health
care coverage to the beneficiary through the pooling of risks and reducing financial barriers at the point
of service delivery. This social health insurance ensures the expansion of health services through cost
sharing between beneficiaries and the government in the health sector. This social health insurance is
playing a crucial role in ensuring health service coverage, especially in rural areas. The health service
package given to beneficiaries of this social health insurance includes all essential health services and
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other critical curative services, which are determined by regulations.

The health sector is one of the areas that needs strict and effective regulation.. Unless  regulated,
unsafe, inefficacious, and of poor quality modern and traditional medicines can cause serious health
problems in the society. To prevent such risk Food, Medicine and Health Care Administration and
Control Proclamation, PROCLAMATION NO. 661/2009 is issued. Primary objective of this
proclamation are:  

To protect the public health from unsafe, inefficacious and poor quality modern and traditional
medicines;
To protect the public from health risks emerging out of unsafe and poor quality food;
To avert health problems due to substandard health institutions, incompetent and unethical
health professionals, poor environmental health and communicable disease;
To control and deter illicit production, trafficking and use of narcotic drugs, psychotropic
substances, and precursor chemicals;
To make the fragmented and poor quality administrative and regulatory system in the health
sector efficient and effective, it is found necessary to establish a new and coordinated food,
medicines and health care regulatory system.

Unlike Proclamation No. 690/2010, which focuses on encouraging the expansion of health services,
Proclamation No. 661/2009 is concerned with the regulation of the health sector, especially with regard
to medicine, food quality, drugs, and chemicals, and providing an effective and efficient legal
framework for the health sector.

                                                     Entry Regulation  

Health professionals to engage in this activity of providing health services, first of all, they have to
obtain a license or certificate issued for a health professional to provide medical or other health-related
services. Proclamation No. 661/2009, under Article 33, provides that no person shall practice as a
health professional without having obtained a professional practice license issued by the appropriate
organ.

Proclamation No. 661/2009 has regulatory purpose. Hence executive organs play significant role in this
regulatory activity by: 

prepare and submit to appropriate organ health regulatory standards for safety and quality of
food, safety, efficacy, quality and proper use of medicines, competence and practice of health
professionals, hygiene and environmental health, competence of health and controllable health
related institutions; 
 Issue, renew, suspend and revoke certificate of competence for specialized health institutions,
food and medicine processing plants, quality control laboratories, bioequivalence centers,
importers, exporters, storages and distributors and trans-regional health service institutions. The
other power and duties of the executive are provided under Article 4 of Proclamation No.
661/2009

                      Regulation after entry

The law regulates not only at the point of entry or license, but even after health professionals obtain a
license to provide health services, they are subject to regulation and inspection. The executive organ
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appoints inspectors to implement the provisions of the Proclamation and other laws and directives
related with food, medicine and healthcare administration and control.

The other proclamation is Drug Fund and Pharmaceuticals Supply Agency Establishment
Proclamation, PROCLAMATION NO.553/2007.Primary objective of this proclamation are:  

to supply quality assured essential pharmaceuticals at affordable prices in a sustainable manner
to the public;
to design a system of mobilizing funds from different sources to ensure uninterrupted and
sustainable supply of pharmaceuticals to all public health facilities and thereby serve the public in
an equitable manner

This proclamation establishes the Pharmaceutical Supply Agency (hereinafter referred to as “the
Agency”) as an autonomous federal organ having its own legal personality. The objectives of the
agency include:

to enable public health institutions to supply quality assured essential pharmaceuticals at
affordable prices in a sustainable manner to the public;
to play a complementary role in developmental efforts for health service expansion and
strengthening by ensuring enhanced and sustainable supply of pharmaceuticals
to create enabling conditions for enhancing the accumulation of the Fund in its revolving and cost
recovery process

The other legal framework is the Proclamation on Public Health, Proclamation No. 200/2000. This
proclamation is issued to promote the health of society and the creation of a healthy environment for
future generations by enhancing the active participation of society in the health sector. This
Proclamation imposes a duty on the Public Health Authority to appoint qualified inspectors to
implement the provisions of Proclamation No. 200/2000 and other laws and directives related to public
health. Public health proclamations regulate food quality, food standard, water quality, waste handling
and disposal, the availability of toilet facilities, the disposal of dead bodies, control at entry and exit
ports, communicable diseases, etc. The primary concern of this proclamation is to protect public health
by regulating and setting standards in order to protect society from any health issues. This
Proclamation is also one way by which the government implements its constitutional duty to protect
public health as stated under Article 90 of the EFDRE Constitution.

                                                   Conclusion 

The health sector is one area that is showing good progress in terms of quality of services and
coverage. Legal frameworks also play an important role in regulating and promoting the health sector.
In this short brief on the legal framework of the Ethiopian health sector, we try to discuss constitutional
frameworks and different proclamations enacted by the House of Representatives to govern the health
sector and promote the development of this area. The legal framework governing the health sector in
Ethiopia is more scattered and disorganized, and the number of articles and commentary written on
this area is also very few. We recommend that an effective, efficient, and organized legal framework is
very essential to the development of the health sector and protecting public health.

For related inquires, you may contact us at info@dmethiolawyers.com
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RESPONDING TO CHILD ABUSE AND NEGLECT 

By Dagnachew Tesfaye, Partner at DMLF The Alternative Child Care and Support
Directive Number 976/2023 by Ministry of Women and Social Affairs, October 2023,
incorporates a section namely Responding to Child Abuse and Neglect. The State is
given  the responsibility to respond to child abuse and neglect. The procedure of
reporting, assessment, court approval, emergency…

June 30, 2024

Gold Purchase Price Adjustment

By DMLF The National Bank of Ethiopia has introduced an amendment Directive namely
NBE Amendment Procedure on Price of Gold Purchase No 1/2024, effective as of June
17/2024. This Directive is an amendment to a similar Directive number 3/2023. The
amendment Directive encompasses price adjustment for provision of gold in terms of its
weight and…

June 23, 2024

The New Public Holidays Proclamation

By DMLF The House of Peoples’ Representative in its session on June 11/2024 enacted
the Proclamation to Determine Public Holidays and Celebration of Public Holiday
Proclamation Number 1334/2024. The Proclamation identifies 12 celebrated public
holidays that governmental and non-governmental institutions shall be closed for public
services. These public holidays and rest days are salaried days.…

June 16, 2024
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Membership to American Bar Association (ABA)

Partners to DMLF namely Mr.Dagnachew Tesfaye Abetew and Mrs.Mahlet Mesganaw
Getu are proud to announce the membership to the American Bar Association (ABA).
We hope the ABA membership will provide us with professional advantages in building
networks for rendering life changing legal services for our communities.

June 9, 2024

The Madrid System for the International Registration 
of Marks

By DMLF The Madrid System for the International Registration of Marks is a centralized
system that simplifies the process of registering trademarks in multiple countries. It’s
administered by the World Intellectual Property Organization (WIPO). Under this system,
trademark owners can file a single application with WIPO to protect their mark in multiple
member countries. This…

June 9, 2024

Ethiopian National Dialogue

By DMLF The Ethiopian National Dialogue Commission (hereafter the Commission) was
established by Proclamation 1265 /2021( hereafter the Proclamation). The Proclamation
was done as of 13th of January 2022. The term of office of the Commission is  three (3)
years.The term of the Commission shall begin from the time Commissioners have been
appointed in accordance…

June 2, 2024
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