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Regulation Number 530/2023

COUNCIL OF MINISTERS REGUILATION
TO ESTABLISH THE ARMAUER HANSEN
RESEARCH INSTITUTE

This Regulation is issued by the Council of
Ministers pursuant to Article 103 of Proclamation
No. 1263/2021 enacted for the Definition of
Powers and Duties of the Executive Organs of the
Federal Government of Ethiopia.

1. Short Title

This Regulation may be cited as the ‘The
Armauer  Hansen  Research  Institute
Establishment Regulation No0.530/2023.

2. Definition

In this Regulation unless the context

otherwise requires:

1/ ‘Research’ means an activity conducted
in a laboratory and outside the laboratory
by applying intellectual knowledge to
discover, interpret and develop method
and system and to adopt or improve
finding;
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2/ ‘Research and development’ means work
directed  towards and
introduction of new or improved product
and service, from concept to ultimately

reaching the market;

innovation

3/ ‘Medical research’ means pre-clinical,
clinical and translational research
conducted to generate new and improved
knowledge;
4/ ‘Pre-clinical research’ means any kind of
health related research undertaken before
clinical trial; which include but not
limited to, immunology, microbiology
parasitology, pharmacology, toxicology,

bioinformatics,  genetics, = molecular
biology, ethnomedicine/ethnobotany,
phytochemistry, pharmaceutical

technology, etc., conducted in laboratory
(ex-vivo, in-vitro) and in laboratory
animals (in-vivo);

5/ “Clinical research’ means a research that
aims to determine the safety and
effectiveness, efficacy of medication,
device, diagnostic product and treatment
regimen intended for human use. This
may be used for prevention, treatment,
diagnosis or for relieving symptom of a
disease;

6/ ‘Biomedical research’ means pre-clinical

research that includes basic, applied and

translational research conducted to
develop knowledge in the field
of medicine;

7/ ‘Basic research’ means a systematic study
and research directed towards greater
knowledge or understanding of the

fundamental aspects of phenomena.;

8/ ‘Applied research® means scientific
research that can be directly applied to
solve practical health problem;
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9/

10/

11/

12/

13/

14/

15/

16/

‘Translational research’ means a research
that aims at making finding from basic
science useful for practical application of
science in solving practical problem that
enhance human health and well-being;

‘Operational research’ means a research
that aims at solving problem in the
implementation of medical or clinical
care;

‘Epidemiological research’ means a
research that analyzes the distribution,
pattern and determinant of health and
disease condition in defined population;

‘Clinical Trial’ means testing medicine
or medical procedure on human through
controlled experiment intended to yield
scientifically valid information on the
effect of intervention on health-related
biomedical or behavioral outcome;

‘One Health Research’ means a research
that investigates on national prioritized
zoonotic disease in an integrated and
holistic manner to provide a more
comprehensive understanding of the
linkage between human, animal, and
their shared environments;

‘Medical biotechnology research’ means
the use of living system and organism or
derivative to develop useful product or
generate relevant knowledge that can
improve clinical care, health and well-
being of the public;

‘Bioinformatics’ means a scientific
method of storing, organizing and
analyzing biological information using
computer technology to improve the
well-being of the public;

‘Bioequivalence study’ means a special
type of study, where two drugs or two
sets of formulation of the same drug are
compared to show that they have nearly
equal bioavailability parameters;
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17/

18/

19/

20/

‘Medicine’ means any substance or
mixture of substance used in the
diagnosis, treatment, mitigation or

prevention of human disease, disorder,
abnormal physical or mental state, or the
symptoms thereof, used in restoring,
correcting or beneficial modification of
organic or mental functions in human; or
articles other than food, intended to
affect the structure or any function of the
body of human and it includes articles
intended for use as a component of any
of the above specified articles;

‘Traditional medicine’ means any health
practice, method, knowledge, and belief
which involve the medicinal use of
animal, plant and mineral, spiritual
therapy, manual technique and practice
either separately or in combination to
care for, diagnose, prevent disease or
maintain health;

‘Medical device’ means any instrument,
apparatus, implement, machine,
appliance, implant, reagent for in vitro
use, software, material or other similar or
related articles and their accessories,
which does not achieve its primary
intended action by pharmacological,
immunological or metabolic means, in or
on the human body, and intended by the
manufacturer to be used, alone or in
combination, for medical purpose and
includes device intended for related

medical  use and  control  of
contraception.;
‘Pharmaceutical’ means any product,

compound, conventional and traditional
medicine, vaccine or therapeutic product,
nutraceutical, medical device, personal
and healthcare product, which is subject
to regulation for human use;
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21/

22/

‘Nutraceutical’ means any substance that
is a food or part of a food and provides
medical or health benefit, including the
prevention and treatment of disease;

‘Industry’ means a facility engaged in

manufacturing  vaccine,  diagnostic,
therapeutics, modern and traditional
medicine, nutraceutical, other

pharmaceutical product, medical device
or personal and health care product,
separately or any combination of these
items;

23/ ‘Personal and health care product’ means

24/

25/

26/

any preparation intended to be applied to
the human body for cleansing and
beautifying the appearance without
affecting the body's structure or function;

‘Production” means any stage of
medicine, vaccine, diagnostic,
therapeutics, nutraceutical and other

pharmaceutical product manufacturing
process from production of active
pharmaceutical active ingredient to
formulation and/or packaging;

‘Technology transfer’ means the process
of sharing of skill, technologyy, data,
design, invention, material, software,
technical knowledge, trade secret,
method of manufacturing device and
equipment among manufacturing
industry, universities, government and
other research institution to ensure
scientific and technological development
is accessible to a wider range of user
who can then develop and exploit the
technology into new product, process,
application,  material  or
applicable to improve public health;

service

‘Ministry’ or ‘Minister’ means the
Ministry of Health or Minister,
respectively;
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3.

27/ ‘Region’ means any region constituted as
per Article 47 of the Constitution of the
Federal Democratic Republic of Ethiopia
and includes Addis Ababa and Dire
Dawa City Administrations;

28/ 'Person' means any physical or juridical
person;

29/ Any expression in the masculine gender
includes the feminine gender.

Establishment

The Armauer Hansen Research Institute
(hereinafter ‘the Institute’) is here by
establish by this Regulation an autonomous
Federal Government Office having its own
legal personality.

Head Office

The Institute shall have its Head Office in
Addis Ababa and may have branch offices as
may be necessary.

Objective of the Insti

The Institute shall have

objectives:

the following

1/ Undertake research, based on the national
health research agenda, on priority to
health and nutrition problems related

with communicable and non-
communicable diseases, and thereby
applying scientific and technological

knowledge to improve health and well-
being of the public;

2/ Promote health innovations and undertake
research on traditional medicines,
vaccines, diagnostics and therapeutic
tools and strategies;

3/ Promote and strengthen local production
of pharmaceutical
industry products to improve access to
healthcare products through quality
production;

manufacturing
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4/

5/

6/

6. P

Serve as a hub for knowledge and
technology transfer in health research
and development ;

Conduct clinical trials and bioequivalence
studies; and

Build national human capacity in health
research and development and secure
competitive research grants

rs and Duti f the Institut

The Institute shall have the powers and duties

to:

1/

2/

3/

4/

Conduct  basic, applied, medical,
preclinical, clinical, translational,
operational, epidemiological research on
communicable and non-communicable
diseases, one health research, medical
biotechnology, traditional medicine and
medical practices based on the ministries
national research priority areas;

Conduct research on clinical nutrition
and nutraceuticals for the prevention,
diagnosis, and management of nutritional
changes in patients linked to chronic
diseases and related conditions, primarily
in health care; conduct product
development, fortification and evaluation
of nutraceuticals;

Strengthen Knowledge management; data
synthesis and utilization, dissemination
of research findings through publication
and other means;

Submit policy briefs to concerned bodies
based on the research findings for
evidence-based decision making;
establish Ethiopian Traditional Medicine
data repository and undertake
bioinformatics studies so as to aid and
hasten the drug discovery process;
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5/ Identify and transfer relevant technologies
applicable to the development of

vaccine, diagnostics, therapeutics,
traditional medicine and other
pharmaceutical product to
manufacturers;

6/ Develop new or improved diagnostics,
vaccines, therapeutics, traditional
medicine, and other pharmaceuticals,
algorithms and relevant technologies;

7/ Formulate strategies and action plans that
promote and strengthen local production
of wvaccines, diagnostics, therapeutics,
traditional medicine, and other
pharmaceuticals and implement the
action plans;

8/ Perform product development activities
and  production; transfer these
technologies to the industry, support
them enter the market and establish
research and development units;

9/ Establish pilot plants and laboratories to
develop prototype and support the
industry ;

10 Identify clinical trial sites; conduct and
strengthen clinical trials;

11/ Establish Ethiopian traditional medicine
data repository and undertake
bioinformatics studies so as to aid and
hasten the drug discovery process;

12/ Establish and administer up to level four
laboratory to facilitate vaccine and
therapeutic research and development of
highly pathogenic organisms;

13/ Collaborate with concerned organizations
and traditional medicine practitioners
for the conservation, protection,
documentation, utilization and
commercialization of medicinal plants
and indigenous knowledge;
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17/

18/

19/

20/

traditional medicine practitioners and
researchers;

Provide support to pharmaceutical
manufacturing sectorial associations and
medical, traditional medicine
practitioners and other related
professional associations so that they
play their proper role in the development

of the health sector;

Award researchers who have got
outstanding results in the field of health
research;

Provide service on selected diagnostics,
training, consultancy and other services
upon request and charge fees for the
services it renders in accordance with the
rate stipulated under regulation issued by
the Council of Ministers;

Conduct activities that would help to
review research outputs and determine
validity to improve clinical care and
identify further research needs for
medical researchers;
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21/Provide technical support and consultancy

22/

23/

24/

25/

26/

service to the Industry on pre-feasibility
and feasibility study, production process,
production  planning and  quality
assurance to the sector; further support
and consult on basic, applied, medical,
preclinical, clinical, translational,
operational, epidemiological, medical
biotechnology, traditional —medicine
research to other institutions;

Provide support to pharmaceutical
Industry to use renewable energy sources
and operate in a reduced negative
environmental and social impact;

Provide support to the manufacturing
Industry to get good manufacturing
practice certification so as to make them
competitive at national and international
market;

Work in collaboration with concerned
authorities to obtain intellectual property
rights and patents at national and
international level, and to ensure security
of research data, findings and technology
outputs developed by the Institute;

Foster networking with national and
international partners to strengthen the
conduct of quality health research, secure
technical support, develop competence
and leverage funds, boost technology and
knowledge transfer and mutual benefits;
work in collaboration with other
stakeholders, prepare and conduct
practical training on technology and
technical matters that may assist the
development and competitiveness in the
Industry;

Cooperate with national and international
universities and relevant institutions to
advance the national capacity in human
resource development on diagnostics,
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vaccines, therapeutics, nutraceuticals and
other pharmaceutical research and
development and manufacturing activity;

27/ Ensure the Institute’s research work
comply to the national and international
research ethics guidelines to protect
research participants and others;

28/ Promote national health innovations
through identifying and supporting
innovative ideas;

29/ Undertake joint health research in
collaboration =~ with  national  and
international institutes; provide support
to other organs to undertake a joint
research as deemed necessary;

30/ Administer competitive research grants
from national and international sources;

31/ Own property, enter into contract, sue and
be sued in its own name.

7. Orsanization of the Insti

The Institute shall have:
1/ A Director General appointed by the
Prime Minister;

2/ Deputy Director Generals as deemed
necessary,

3/ The necessary staff; and

4/ Scientific Advisory Board (hereinafter
called the ‘Board’).

8. Members of the Board

1/ Members of the Board, including the
chairperson, shall be presented by the
Institute and appointed by the Minister.

2/ The Board shall be responsible to the
Ministry.
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9.

10.

3/ The term of service of the Board members
shall be 5 years and may not be elected
for more than two terms.

Duties and R nsibilities of the Boar
The Board:
1/ Support the Institute to foster its

competitiveness and sustainable growth
in technology and innovation by advising
the Institute in research policy, strategy
and other fundamental issues of the
Institute;

2/ Advise and support the Institute to devise
advanced and problem-solving scientific

methodologies to ensure its global
competitiveness;
3/ Support the Institute to create

collaboration with similar institutes and
partners; participate in national and
international health research development
works and engage in cooperative works;

4/ Evaluate the Institute’s annual report and
give advisory directions.

Meeting of the Board

1/ The Board shall meet regularly or as
frequent as its function requires.

2/ There shall be quorum where more than
half of the members of the Board are
present at a meeting.

3/ The Board shall draw conclusions by
consensus or a majority vote and, in the
case of a tie, the Chairperson shall have a
casting vote.

4/ Without prejudice to the provisions of
this Article, the Board may adopt its own
rules of procedure.
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11. P rs and Duties of the Director General
1/ The Director General, shall be the chief
executive officer of the Institute and
shall, direct and administer the activities

of the Institute.

2/ Without limiting the generality of Sub-
Article (1) of this Article, the Director
General shall:

a) exercise the powers and duties of the
Institute specified under Article 6 of
this Regulation;

b) employ and administer the employees
of the Institute in accordance with
the Federal Civil Service Laws;

c) cause the preparation of activity
plans and budgets of the Institute
and ensure the implementation of
the same upon approval ;

d) effect payments in accordance with
the approved budget and work
program of the Institute;

e) represent the Institute in its dealings
with third parties;

f) prepare and submit to the Ministry
the performance and financial
reports of the Institute.

3/ The Director General may delegate some
of his powers and responsibilities to the
Deputy Director General or to other
officials at all levels for the efficiency of
the Institute.

12. P rs and Duti f the D tv Director
General

The Deputy Director General shall:

1/ Execute wing activities he is assigned
on; execute other responsibilities that is
given by the Director General;
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2/ Represent the Director General in his
absence, when there are more than one
Deputy Director Generals and the
Director General has not given special
delegation, the Deputy Director who
comes first in terms of appointment shall
represent the Director General.

13. Budget and Sources of Income

The Budget and sources of income of the
Institute shall be from:

1/ The Budget allocated by the government
in cash or in kind;

2/ The income generated internally; and

3/ The competitive or gratuitous research
grants from local and international
organizations.

. Books of Accounts

1/ The Institute shall keep complete and
accurate books of accounts.

2/ The books of accounts and financial
documents of the Institute shall be
audited annually by the Auditor General
or by an Auditor designated by him.

Repeal Regulations and Inapplicabl

Laws

The Armauer Hansen Research Institute
Establishment Council of  Ministers
Regulation No. 376/2016 is here by repealed.

. Effective Date

This Regulation shall enter in to force on the
date of publication in the Federal Negarit
Gazette.

Done at Addis Ababa, on this 14" day of
February, 2023

ABIY AHMED (DR)
PRIME MINISTER OF THE FEDERAL

DEMOCRATIC REPUBLIC OF
ETHIOPIA
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