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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 Health has
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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; itâ€™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 citizenâ€™s health rights. The EFDRE
Constitution, also under Article 44, recognizes citizenâ€™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
other critical curative services, which are determined by regulations.
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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
appoints inspectors to implement the provisions of the Proclamation and other laws and directives
related with food, medicine and healthcare administration and control.
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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 â€œthe
Agencyâ€•) 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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Understanding the Civil and Family Registration
Proclamation No. 1370/2025: A Comprehensive
Overview

By DMLF Team The Federal Democratic Republic of Ethiopia introduced the Civil and
Family Registration Proclamation No. 1370/2025, done on March 17,2025,  to modernize
and consolidate the legal framework for civil and family registration. The proclamation
establishes a unified system for registering vital events that affect the legal identity, social
rights, and administrative entitlements ofâ€¦

July 16, 2025

Understanding the Federal Courts Costs and Damages
Guideline No. 2/2017: A Comprehensive Overview

By DMLF Team The Federal Supreme Court of Ethiopia enacted the Federal Courts
Costs and Damages Guideline No. 2/2017, which governs the determination of costs and
damages across all federal courts and regional courts handling federal cases. This
guideline emphasizes that decisions related to costs and damages should be integrated
within the main case fileâ€¦

April 7, 2025

New Fee Structure for Services Provided by the
Ethiopian Immigration and Nationality Service

By Sinishaw Hailu, Associate at DMLF The Ethiopian Council of Ministers has recently
enacted a significant update with the introduction of Regulation No. 550/2024 here in
after the regulation, which establishes new fee rates for services provided by the
Immigration and Nationality Service. This regulation repealed  the previous Regulation
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No. 38/2022 and introduces a newâ€¦

March 31, 2025

Ethiopiaâ€™s New Health Service Administration
Proclamation: A Step towards Modern Healthcare

By DMLF Team In a significant move for Ethiopiaâ€™s healthcare landscape, The
Ethiopian House of Peopleâ€™s Representatives has approved the Health Service
Administration Proclamation No. 1362/2017. This new legislation aims to enhance the
quality and accessibility of health services. The new law introduces a host of progressive
measures that promise to modernize healthcare and betterâ€¦

February 24, 2025

New Proclamation for Special Economic Zones in
Ethiopia

By DMLF Team In a pivotal move, the Ethiopian Parliament has approved Proclamation
No. 1322/2024, which establishes guidelines for Special Economic Zones (SEZs). This
legislation aims to enhance investment activities through a robust framework of support,
including policies that streamline trade, bolster infrastructure, and improve amenities for
investors.  Within these SEZs, a variety of specializedâ€¦

February 8, 2025

Key Decisions of the House of Federation Regarding
Property Rights and Marriage in Ethiopia

By DMLF Team The House of Federation in Ethiopia plays a pivotal role in adjudicating
matters that significantly impact the CONSTITUTIONAL rights of citizens, particularly
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concerning property rights and marriage. Below is an overview of critical decisions
rendered by the House, which elucidate the legal framework governing these issue. 
Immovable Property as Common Property Inâ€¦

January 25, 2025
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