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COUNCIL OF MINISTERS REGULATION No.299/ 2013

COUNCIL OF MINISTERS REGULATIONS TO
PROVIDE FOR FOOD, MEDICINE AND HEALTH

CARE ADMINISTRATION AND CONTROL

This Regulation is issued by the Council of Ministers
pursuant to Article 5 of the Definition of Powers and
Duties of the Executive Organs of the Federal Democratic
Republic of Ethiopia Proclamation No. 691/2010 and
Article 35(1) of the Food, Medicine and Health Care
Administration and Control Proclamation No. 661/2009.

PART ONE
GENERAL

1. Short Title

This Regulation may be cited as the “Food, Medicine
and Health Care Administration and Control Council
of Ministers Regulation No. 299/2013".

2. Definitions

In this Regulation unless the context otherwise
requires:
I/ “Proclamation™ means the Food, Medicine and

Health Care Administration and Control
Proclamation No. 661/2009,

2/ “food” means, without prejudice 1t the
definition provided under Article 2 (1) of the
Proclamation, & product that is produced by
food manufacturer for more than one regional
state or foreign markets,

“food manufacturer” means a manufacturer
producing food intended to sale for more than
one regional state or foreign markets, excluding
micro and small enterprises engaged in the
preparation of traditional foods;
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“food safety” means the proof and control of
food that is safe for use in the process of
delivering food to the consumer through proper
manufacturing, preparation, handling, storage
and transportation;

“food
exposing food to radiation energy to kill

irradiation” means the process of
harmful bacteria and other organisms to extend

shelf-life:

“potentially hazardous food” means food
exposed to or capable of supporting the growth
of disease-causing microorganisms or the

production of toxins;

“pre-packed food” means food that was already
packed by the manufacturer before reaching the

seller:

“food supplement” means a type of food that
supplement the normal diet and which is a
concentrated source of vitamin, mineral or other
substance with a nutritional or physiological
effect, alone or in combination, designed to be
taken in measured small quantities and is
prepared in capsule, pill, powder, liquid, drops
or any other similar forms:

“infant formula” means milk or milk-like
product

formulated industrially in accordance with the

of animal or vegetable origin
appropriate standard for infant formula and
intended to satisfy the nutritional requirements
of infants starting from birth and during the first

six months;

“follow-up formula™ means a milk or milk-like
product of animal or vegetable origin
formulated industrially in accordance with the
appropriate standard for follow-up formula and
marketed or otherwise represented as suitable
for feeding infants and young children older
than six months of age;

“complementary food” food

processed industrially, suitable as a complement

means any
to breast milk, infant formula or follow-up
formula when it become insufficient to satisfy
the nutritional requirement of the infant,

“genetically modified food” means meat and
edible plants modified through genetic
engineering,
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“alcoholic beverage” means any beverage
containing alcohol, whatever its strength;

.
*sell” means to offer, advertise, keep, store,
display, or deliver for sale or to exchange food,
medicine or tobacco product in any manner for
consideration;

“certificate of pharmaceutical product” means a
document issued by the Authority or the

body
confirming that the medicine is manufactured

manufacturer  country  regulatory

by a licensed manufacturer;

"good manufacturing practice” means the basic

principles which any food or medicine
manufacturer should consistently comply with
in manufacturing safe and quality food or safe,

efficacious and quality medicine;

“complimentary or alternative medicine™ means
a raw or partially or fully processed product
which is neither indigenous traditional medicine

nor associated with modern medicine;

“dangerous chemical” means a chemical that
can cause severe injury to human health if not
cautiously kept or utilized and categorized as

dangerous by the Authority;

“hazardous waste” means any waste deleterious

to human health and that cannot be recycled;

“recyclable waste” means liquid waste that
could be treated to avoid injury to human health
or waste that could be transformed into usable

thing through various mechanisms;

“frontier port” means  international airport,
controlling station at border or dry port
designated by the competent body;

“communicable disease™ means disease that can

cause major epidemics by spreading rapidly;

“quarantine” means separation of persons who
are suspected to be exposed or infected with
emergent communicable disease until the

infection is confirmed,;
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“isolation” means separation of a person who is
infected with communicable disease for certain
period so that he may not transmit the disease to
other persons;

“conveyance operator” means airplane or train
captain or the driver of any other operator of

conveyance,

“health professional” means a person registered
as a health professional by the appropriate
organ to protect human health or provide health
services and includes complementary or
alternative medicine practitioner;

“health service™ means a service provided by a
health professional as per the type and scope of
practice permitted by law;

“insufficiently available health professionals”

means health professionals regarded as
insufficiently available by the Minisiry of
Health where the national demand remains

unfulfilied,;

“impairment” means a mental or physical
condition which reduces the competence or
judgment of a health professional in performing
his professional duties;

“mental disorder” means a disorder of thought,
perception, feeling or behaviour that seriously
impairs a person’s judgment, capacity to
recognise reality, ability to associate with others
or ability to meet the ordinary demands of life,
in respect of which treatment is advisable;

“unprofessional conduct™ means the conduct of
a health professional contrary to professional
ethics or obligations

Proclamation, this Regulation or other relevant

stipulated in the

law or standards;

“client” means a patient or user who establishes
contractual or otherwise relationship with a
health professional to obtain health service for
himself or for a third party;

/ “institution” means health or complementary or

altemnative medicine service institution or food
establishment;

“food establishment” means an establishment
undertaking food trade in accordance with
Article 2(2) of the Proclamation, but does not
include food retail trade;
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aEl " AHIET St 1S arge G 35/ “food handler” means any person involved in
Ao9g°s4T 1 N99Nendlt @E9° (levAn  F7L food manufacture, import or export trade
Né- @07 h9°Mr 2C Fnh fAam- Ao Tar activity having contact with the food;

g 9 CINART TINT NFTUNLON @gse 36/ “food fortification" means the addition of one
Neunian ¢+onT hed PoL-87 PhATR or more micronutrients to a food to prevent or
@E® Ptk IPL INT ATLTT AeshAhd correct a demonstrated deficiency of one or
@eF” AL AR o9 hilf NAgL more nutrients in the general population or
TTL NCTT N9 0T aoghool 0 specific population group;

@i/ ‘mS" At INTig hdenfH @E9° hhi 37/ “health” means a state of complete physical,
T PhanPG NF ALIPT PH99A PRIA T social, mental wellbeing and not merely the
FAO7°CS P2TUNE-E RV Gar! absence of disease or infirmity;

@%/ ‘Pvemi AEI  L¥HEF  UReST  CInT 38/ “life saving emergency treatment” means a
Aol hL&2 AR PULTA NN ogd service provided by any person or trained
&t A2mova VYoo +F anf(lF PURES professional to a patient who has encountered
NATAT RONETS L4019 G@- imminent and life threatening disease or injury
mEI aoflFP PhLOT LT LT until the patient has got access to regular health
RS MNAMYT A@ PPLAT WAT=T 0+t care services;

agl “PEITTE MhTT AATNT" TN W84 39/ “emergency medical treatment” means a
WS mE@mT? AL2 AL PULTA @29 NHAd medical treatment provided in health institution
PMS TIC PoLLorM OTiF 0B AT by a health professional to a patient who has
Aomen@ Yeu?+EF (mS L% o-0T encountered disease or injury which could
NmS Aaee-f PULAT FURTS ATATNT result in imminent and life threatening or
-1 permanent health problem;

G ST fiAt SEPAL hhAT PP 40/ “tissue” means collection of cells typical in
AMAHCY At HCY  POES P3%  HC structure, composition and function that are
Rao e, OT 3T N ARG NL9° A taken from organs excluding reproductive
@Ft PTLONA L9V PR HPPOTY organs such as male and female reproductive
ALEC hi@yT hhd heaT PoLons. organs, testosterone and progesterone, fetus and
NPCERT NEHTS NFC  Farddg PP blood or blood products taken during blood
FUPH NN Y-k donation;

G5/ “¥Pa -FhA" TIAT NeL TIS CAheCS HE 41/ “transplantation” means substituting, through
chemT haA oLy mpeot had Ao surgery, a patient’s infected organ or tissue or
LA Lk Wney G0 il T that which is unable to perform its normal
Neoar(® P0°17%7 NN PHmsd opf9e ) i
IR o0& 49043 POYLhE™T PAhA function by donated organ or tissue from a
hEA DLF° hAld-1Ph eothT Y- living or dead person;

48 "o QT PEPAL VRIS TIAT FoRL 42/ “artificial reproduction service” means the
PHC %4 RLTCE h"igoear HE OHAF introduction of semen into a
aoptr @f (b @0ME Povd NP RIAT female's vagina or oviduct for  the  purpose
ADAL AT TI0FANST AP N aTie9™ of fertilization by means other than the natural.
Pm3e XS PO HC T4t armul Ne way and includes uniting sperm and egg cells
hrofL@m  “1hdT @0t ATI0EAAT externally with a view to introduce the fertilized
hha i hhd aen, PO WS £OT HCT sperm and egg into such female’s reproductive
TIPAPNT Bebud d-dN i organ;

S "hhé42" 294t TN @B9S oo L1} 43/ “distributor” means a person who distributes
hhie e Mg N7Theden Ad- AL food or medicine products in more than one
Phwadd. Am- ot regional state;
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%5i) QA2 TR PAIPAP P99 44/ “Authority” means the Ethiopian Food,
PaoSLAE MG ik AAFELCS RTTC Medicine and Health Care Administration and
aa j Am }l.' ; fia : Control Authority;

ATy -

GE OAPE AIPR B PROM AT FCAMDYT 45/ other definitions provided under Article 2 of the

' FLRTL GAPSA:: - Proclamation shall be applicable.
e U-AT PART TWO

FOOD AND MEDICINE
PG Pon@ it AOHALCS #TTC ADMINISTRATION AND CONTORL
Coen 1 CHAPTER ONE
P71 LUHITS Tét —
P, AMPAL FOOD SAFETY AND QUALITY

W AMS NI FAVY ogsr rievy | Y- Genenl

PEUTITS VT BLE fAmNE M Mool
@E ANC oNT AT @f @9 AIC AAhT
ANTIT T AhddAT AATH oL ATIPT meye

No food unfit for human consumption or not
complying with appropriate safety and quality
standards may be manufactured, impornted, exported,
stored, distributed, transported or made available for

AVNLFAN TP A@-A ALTAG:
g, MY QAT

sale or use to the public.

& 9N hie hAd NAL L™ Amran, hiIC Food Manufacturing
me Tiesr PoLeeCAl hW9e-T MNA2AMY- 1/ No food manufacturer may, without registration
ALNaoHTING 428 ALTY Povlel@} 97 and permit from the Authority, sale food
ATIgT TIPeQ L9 PI°CT T P9291S product intended for distribution in more than
PYLT AT 1247 AhETAT: one regional state or for export market, or
change the type and production process of the
g 0A/AME QLY AR 0D AR (B) foud.
o0l PoloolM@ LT L2L PULAMM 2/ The Authority shall register or issue a permit in
Poo\hg™  Phaod-dt  heCT it d ] accordance with sub-article (1) of this Article
LTS Pl ANEPE PCavd WS upon ascertaining the fulfilment of good
ANTI® WAL aNdCPT oo A Tar} manufacturing practices, food safety and quality
N97L.971T LAPSA:: laboratory test and other necessary
i fiLy A% 30-h AR (B) £ requirements.
WigtmNd PT QA27ANY avao ) 3/ Without prejudice to the provision of sub-article
PLAVTF DS PRI hEYFT Novanl P (1) of this Article the Authority shall adopt
CONGA:: directive determining the kinds of foods that

&. 2913 DAechANS Aheohds DATTPLA)

shall be registered.

Food Adulteration and Counterfeiting

8 NYWe I AL oot 0L
nLE? AevarnerC?:  avdh?  ATao( 1/ It shall be prohibited to ad_d or m_ix any
DL AAA FaoAdl BA%Y ALNA 162 YIC substalnce to any funf:i s0 as to increase its bulk
BC DEF onbhbA FHRARA § or weight, or make it appear better or for any
aoghhooC LY av + i Wi -
other similar purpose.
& "W at M e o maS e .
i / shall be prohibited to partially or completely
ATR hUFA 0RY UM TES H ' TS0 BORIAGG e pactat e
SUMWYT APARA HOUFA YIC 9C (hLds® embed in any food anything harmful to human
\ : health or that can affect the safety and quality of
_ Py oo-fy Moo eofOAP FhAhA e the food.
(WA b o e B | I [ K T U o b
FCANTT P32 DTS @EIC OV m3ee 3/ It shall be prohibited to present any food as if it
qe9F Af  ART  Noomey® 9. is produced by the real manufacturer or

Nho'rF5ar h9e-T Aretavdt N Ihoo(id
meg*  eIMT  TéTS LU WILde
3L PLhahh o-::

affecting quality and safety by imitating its
package, identification, trade mark, trade name
or any mark.
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9.

Food Storage, Transportation and Display

I/ Any food manufacturer, exporter, importef or
distributor shall store, display, pack or transport
perishable food at appropriate temperature or

cold chain.

2/ Any food manufacturer, exporter, importer or
distributor transporting food on or in any part of
a vehicle may only be possible where that part
has been cleaned to such an extent that
chemical, physical or  microbiological

contamination of the food is prevented.

3/ It shall be prohibited to store, load or transport
any food together with contaminated food,
waste food, poison, any harmful substance,
animal or any other contaminant.

Food Fortification

1/ For the purpose of protection of public health
the Authority may order any food manufacturer
to fortify food with different minerals and
vitamin.

2/ Any food establishment may only manufacture,
import, distribute or sale any food identified for
fortification in accordance with sub-article (1)
of this Article where such food is enriched in
accordance with requirements adopted by the
Authority.

3/ The labelling of fortified food shall contain the
phrase stipulating with what mineral or vitamin
the food is fortified.

Food Irradiation

I/ A food irradiation establishment shall be
designed to meet the requirements of safety and
good hygienic practices.

2/  The radio nuclei remain in any food may not
exceed the acceptable limit.

Food Import and Export

I/ Any person may only import food for public
consumption upon obtaining permit issued by
the Authority after ascertaining the safety and
quality of the food.
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Where the Authority ascertains that imported
food is not safe and is of poor quality, it may
order its appropnate disposal or may cause 10
be returned to the country of origin.

The Authority shall, when requested by the
exporter, issue a certificate of laboratory
analysis, a certificate of authorization to sale the
product at the local market or health certificate,

10. Food Supplement and Genetically Modified

Foods

I/

3/

4/

5 J

Any person may only sale food supplements
upon the registration and permit of the
Authority.

No person may sell a food supplement unless in
pre-packed form and its labelling contains the
phrase “food supplement”.

No labelling, presentation or advertisement of a
food supplement may describe that a balanced
and varied diet cannot provide appropriate
quantities of nutrients or attribute to the food
supplement the property of preventing or
treating a human disease.

Special permit of the Authority shall be
required to manufacture, import, export or
distribute genetically modified foods.

No person may sell genetically modified food
unless in pre-packed form and its labelling
contains the phrase “genetically modified
food".

Il. Infant and Follow up Formula and Comple-

mentary Food

1/

2/

Special permit of the Authority shall be
required to0 manufacture, import, export or
distribute any infant and follow up formula or
complementary food,

The Authority shall adopt specific requirements

regarding the marketing of breast-milk
substitute, -

12. Trans-Regional Water Supply

Any person may only carry out trans-regional water
supply services upon the approval of safety and
quality of water by the Authority.

13. Sale of Alcohol

I
]

Any alcoholic beverage produced at industry
level for distribution in more than one region or
for export market or imported for local
consumption shall comply with the standards
prescribed by the competent organ.
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2/ Alcoholic beverage supplied to market pursuant
to sub-article (1) of this Article having less than
ten per cent of alcoholic content shall state its
expiry date on its label.

3/ The Authority shall issue directive regarding
regulation of alcoholic beverage.

CHAPTER TWO
MEDICINE ADMINISTRATION AND
CONTROL
14. General

No medicine the quality, safety and efficacy of

which is not ascertained may be manufactured,

imported, exported, stored, distributed, transported
or made available for sale or use to the public.
15. Manufacturing and Certificate of Registration of

Medicine

I/ Any medicine manufacturer or an agent may

only manufacture or import a medicine that is

included under the national drug list.

Notwithstanding sub-article (1) of this Anicle,

domestic medicine producer may produce
medicine not included in the national drug list
and have it registered in a special circumstance
to sell it to foreign market.

No medicine that is not included in the national
drug list

registration may be supplied to market.

and not having certificate of

The Authority shall issue a certificate of

registration of medicine market authorization

after:

a) assuring the medicine manufacturer's

compliance to good manufacturing

practice;

b) the medicine dossier is evaluated and found
to fulfil safety, quality and efficacy

requirements; and

the medicine fulfil laboratory quality test

requirements.

5/ Any medicine manufacturer may change any
information submitted during application for
certificate of registration of a medicine after
issuance of the certificate only upon written
notification to and approval of the Authority.
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6/ Any manufacturer who has got registered

medicine shall submit an application to thes
Authority for the renewal of the certificate of
registration of the medicine s5ix months before
the expiry of the period stipulated under Article
13(3) of the Proclamation,

16. Storage, Transportation and Distribution of

17.

18.

Medici
1/ Any medicine manufacturer, exporter, importer
or distributor shall store, transport or distribute
medicine al appropriate temperature or cold

chain.

2!  Any medicine manufacturer, exporter, importer
or distributor may transport medicine by any
conveyance only where the compartment of the
conveyance that has link with the medicine has
been cleaned 1o the extent that chemical,
physical or microbiological contamination of
the medicine is prevented.

Medicine Adulteration and Counterfeiting

1/ It shall be prohibited to add or mix any foreign
substance to any medicine so as to change its
amount, content or weight, or to make it appear

better or for any other similar purpose.

2/ It shall be prohibited to partially or completely
embed in any medicine anything harmful to
human health or that can affect the quality,

safety and efficacy of the medicine.

3/ It shall be prohibited to present any medicine as
if it is produced by the real manufacturer by
imitating its package, identification, trade mark,
trade name or any special mark or present it by

altering its content and nature.

Importation of Medicine

I/ Any persen may import medicine. upon
obtaining pre-import permit and a permit of
entry from the Authority at a port of entry.

2/ The Authority shall cause the disposal or the

return to the country of origin of imported

medicine, as may be appropriate, when its
safety, quality or efficacy are not up 1o the

standard.

I _l-n-r-
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3/ The Authority shall issue appropriate evidence
for the disposed medicine when requested by

medicine importer.

Raw Material and Packing of Medicine

I/ Any person may only produce, import, export,
distribute or store raw materials and packaging
of medicine after obtaining permit from the

Authority.
2/ The Authority shall issue detailed directive
regarding raw material and packaging of

medicine.

Import of Medicine Not Registered

The Authority may, on any one of the following
grounds, grant a special permit for the import of
medicine not registered:

I/ for clinical trials or any other scientific
investigations;

2/ for personal use of a patient, when prescribed

by physician;
3/ for conducting laboratory quality test for
registration purpose;
for natural or man-made disaster or similar
emergency aid;

§/ for use of diplomatic missions; or

6/ for medicine lacking motivation of importers or

for medicine used for the treatment of diseases
not given adequate attention.

Poisons and Radioactive Pharmaceuticals

No person may manufacture, import, export,

distribute, store or possess poisons or radioactive
pharmaceuticals without obtaining a certificate of
competence from the Authority.

Clinical Trial

I/ Clinical trmial on
authorized by the Authority after the research
proposal is being evaluated and accepted from
scientific, legal and ethical perspectives.

human subjects may be

-

Any researcher applying for authorization in
accordance with sub-article (1) of this Article
shall submit to the Authority the research
proposal, relevant information about himself
and his associates, the medicine for the trial,
permit from Clinical Trial Ethics Committee
and other necessary documents,



at.

aa,

TR IAATIE LEEA 1240 UM £TC I TC 1% +3 ¥03 9.9°.

o MBAMCT!

i/
NPLHa NeeAhd® Phnd®S NCTT aowdt
avf.fory SEMMEAT hhdAL UPT AT
TGh AIRELT LI WIEET° PLCIAT
TSt @R B1eTTIA RSP
AYEAGT NPLmEP° Fed AIATNT AL
WIG.mA LAPRA:

fhh?™s om-hd- 9700 LR 4N
angy

MA2A0Tr  Chh?™S  evhd A7-7°0C

Nt AEMAlL Ahd FERTIN:

al

Pehh?q eo-hd. A27-9°90C0 bk H4molg
A IPELR@ Polgdov: Phn?™S av-hi-
A goNG hTLE2TT hats BATING
Bh A TRV hhdAL T AT
hiRgdoo £LCIN::

g/

Bl Pahges eohd- A9-9°NMC bt HPmals
Ahd ANANL MA2Z2ATr P9 8LLhIC

BPGA::

P rhnd™g ao-hd- A7 b4 +Hmals
A OALYET Aev@Tt PORPNTAGr
HCHE ooavd§ majg::

Phhg°S oo-hé ARLLD TR PF

PhhP®S avhéd hZE1M PY°CI°C Mmud=
NELoLe  AMNA2AT  APA@-PS NNAs»
AT ALALE TIé-@ul AL TAP::

&/

g Phnres ewhéd ARLLM NAAYAMY-
fleo-héd-m AL ATLPECTD. hbti
0T N9 AT PPN TS Pood-O0c

LA mANd::

foo-h

hehh?®g  oohé-
FanM APy e,

hL 1@ Pahhoeg
e 7mn ogs™
heTA:

N+ePH hL.m@em
fin++C Fhhd"s eo-hid-
av-hd- ATLRLMT A
N2 N§ e ool iy

20

NATILZF 1 Ll
A@ @LF N“FURT @-0T 0A B AL P91.849
fhh?"S oo-hé-

NAPAR  ATPER IH(@) eohidt  MEAMCT?
NATLETE ARMA oom? AALLO A@ @e9°
TURT @i'? A A AL Phn?PS  evhéde

AhS®OT 729 Am- et hebt-t s P

g A T@  NLITT RIFSA:-

NA2ATr L2 POM@7 Phh?™T ov-hie

23.

24,

Federal Negarit Gazette No. 11 24™ January, 2014 Page 7194

3/ The Authority shall regulate the progress of an
authorized clinical trial regularly in accordance
with good medical procedure, suspend or stop
the clinical trial where necessary, evaluate the
results and authorize the use of the result in

such a way that it benefits the public.

Clinical Trial Ethics Committee Supervisory

Body

I/ The Authority shall establish a Clinical Trial
Ethics Committees Supervisory Body,

2/ The Trial Ethics Committees

Supervisory Body shall be responsible for

Clinical

recognizing and monitoring clinical trial ethics
committees established at different levels and,

where necessary, for establishing them,

3/ The Director General of the Authority shall be
the Chairperson of the Clinical Trial Ethics
Committee Supervisory Body.

4/ The Clinical Trial Ethics Committee
Supervisory Body shall issue directive

necessary for discharging its responsibilities.

Obligations of the Researcher

I/ The researcher of the clinical trial may not
disseminate the result of the research without
notifying to and getting approval from the
Authority.

2/ Theresearcher of the clinical trial shall have the
duty to allow access to and cooperate with the
Authority in inspecting the place of the trial

and the trial documents,

3/ Except covering reasonable costs incurred in
the clinical trial, the researcher of clinical trial
may not make any payment, in cash or in kind,

1o the person subject to the clinical trial.

. Clinical Trials on Pregnant Women, Nursing

Mothers, Minors or Foetus

Clinical trial on pregnant women, nursing mothers,
minors or foetus may only be carried out in
accordance with Article 15(4) of the Proclamation
upon ascertaining the fulfilment of the following

conditions:
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3/ the informed consent of the person with mental
disorder is obtained if he is capable to give his
consent or, where he is not capable to give his
consent, the consent of his guardian is obtained
after being briefed about the clinical trial.

Clinical Trial on Prisoners

1/ Clinicai trial on prisoners may only be carried
out in accordance with Article 15(4) of the
Proclamation upon ascertaining the fulfilment
of the following conditions:

a) the clinical trial is to diagnose, prevent or
treat a disease that may particularly affect
prisoners; and

b) the prisoner participating in the clinical
trial make decision whether to
participate in the trial free of any undue
influence.

can

2/ The concerned prison administration shall have
the right to be made aware of, and have the
responsibility to provide the necessary
cooperation for, the conducting of clinical trial
on a prisoner pursuant to sub-article (1) of this
Article.

Withdrawal from Clinical Trial

Any person, who has given his consent for a clinical
trial to be conducted on him, may withdraw from
the clinical trial at any time.
CHAPTER THREE
TRADITIONAL AND COMPLEMENTARY
OR ALTERNATIVE MEDICINE
ADMINISTRATION AND CONTROL

Registration of Traditional Medicine

I/ Any person may apply to the Authority for the
registration of traditional medicine by
submitting information with regard 1o the
source and use of the medicine and other
necessary information.

2/ The Authority shall issue certificate of
registration upon ascertaining the efficacy,
safety and quality of the traditional medicine.

3/ The Authority shall ensure the confidentiality of
the information obtained in accordance with
sub-article (1) of this Article.

Registration of Complementary or Alternative
Medicine

The provisions of Article 15(2) of this Regulation
stipulating on the registration of medicines shall,
mutatis mutandis, be applicable for registration of
complementary or altermative medicine.

i\ — o — — I
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CHAPTER FOUR
POST MARKETING SURVEILLANCE,
FOOD AND MEDICINE
SEIZURE AND DISPOSAL

31. Post Marketing Surveillance

1/

2/

3/

4/

5!

6/

The Authority shall undertake post marketing
surveillance on food or medicine supplied for
sale, and based on the results, take necessary
measures against non compliance with the
relevant requirements.

Any food establishment shall have the duties to;

a) inform the Authority where there is
unprecedented problem in food safety and
quality;

b) refrain from distributing unsafe and low
quality food for human consumption;

c) collect and dispose, in accordance with the
directive issued by the Authority, the food
he offered for sale if it is found unsafe and
low quality.

Any health institution shall have the duties to;

a) report to the Authority on unprecedented
adverse drug reaction, product safety

update or complaint on the safety, efficacy

and quality of medicine; and

b) refrain from distributing any medicine that
the Authority has notified as having safety,
efficacy or quality defect.

Any food establishment or health institution
shall with the Authority in
undertaking post marketing surveillance.

cooperate

Where the Authority orders the recall of any
medicine in accordance with sub-article (3)(b)
of this Article, the medicine manufacturer or its
agent shall have the duty to recall and dispose
the medicine.

Any medicine manufacturer,
distributor shall be responsible 1o establish a

importer  or

pharmacovigilance system for continuously

. monitoring the safety of the medicines for

which it has obtained market authorization and
fo take comrective measures in case of

irregularities.
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7/ Any health professional shall immediately
inform the Authority any adverse drug effect as
well as problems that he encounters with

respect to the efficacy or quality of medicine.

32. Food or Medicine Seizure and Disposal

1/ The appropriate organ may secize food or
medicine and order disposal or sending back to
the country of its origin where the food or
medicine:

a) does not have market authorisation;
b)
c)
d)
e)

is counterfeit:
has expired;
is of deteriorated quality;

is stored, distributed, offered for dispensing
or dispensed by a person without certificate
of competence issued in accordance with
this Regulation; or

f) used in unauthorised clinical trial.

2/ The appropriate organ shall issue a certificate 1o
the owner or possessor of the food or medicine
disposed in accordance with sub-article (1) of
this Article upon request.

PART THREE

CONTROL OF TOBACCO PRODUCTS

33. Requisite of Permit

No person may import, distribute or sell a tobacco
product except with the permit of the Authority
upon confirmation of the product’s compliance with
requirements.

34, Protection of Minors from Tobacco Product

Mo person may directly or indirectly sell to or create
temptation upon a minor to use tobacco products.

35. Packaging and Labelling of Tobacco Product

1/ The labelling of any tobacco product shall
describe the characteristics of the product and
the health problem and hazard it causes, and
may not directly or indirectly create the
impression that it is less harmful than any other
tobacco products.

2/ The label of any unit packet, package and

outside packaging of tobacco products shall:
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bear health waming describing the harmful
effects of which
constitute 30 % or more of the principal

tobacco use shall
display areas;

b) describe the health warnings in words or
picture that smoking causes cancer, cardiac
or bronchitis diseases or immature death or
serious health problems caused as a result

of tobacco use:

¢) be written in Amharic or English in large,
visible, legible and irremovable manner;

and
d) contain information on the major
constituents and main hazardous

constituents found in the emissions of the
tobacco products,

3/ For the purposes of this Article, the term
"oputside packaging " in relation to tobacco
products applies to any packaging used in the
retail of the product.

36. Places Prohibited for Smoking

1/ No person may smoke tobacco in a place for
public gathering or use.

I

Places for public gathering or use shall include
the following;

a) rooms of health institution;

b) class rooms of educational institution;

¢) public conveyances,

d) dining places like hotels and restaurants; and

e) such other places prohibited for smoking,
as may be determined by the appropriate
organ.

3/ Notwithstanding the provisions of sub-article
(1) of this Article, smoking in places for public
gathering or use identified by the Authority may

be allowed at a designated smoking areas.
PART FOUR
HYGIENE, ENVIRONMENTAL HEALTH AND

COMMUNICABLE DISEASES CONTROL

37. Dangerous Chemieal

|/ The production, import, storage, transportation,
distribution, sale or use of any dangerous
chemical shall comply with the requirements set
by the Authority to prevent any hazard to public
health.
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2/ In case of violation of the requirements
prescribed pursuant 1o sub-article (1) of this
Article, the appropriate organ may seize of
recall from market and order the disposal of the
dangerous chemical or sending it back to its
country of origin and take other necessar)

measures.

Transportation and Disposal of Dead Bodies

1/ It shall be prohibited to bring into the countr
or send abroad a dead body or human remain:
unless otherwise permitted in accordance with

the requirements set by the Authority.

No dead body may be exhumed before sever
years from the date of burial except by the ordel
of a court or where burial place is required fo
public purpose in accordance with the relevan

faw.

The provisions of sub-article (1) of this Articl
may not be applicable with respect to th
human  remains fo

transportation  of

archaeological or tourism purpose.

Waste Handling and Disposal

1/ It shall be prohibited to burn or dispose by an!
other means a poisonous or contagious wasle
without obtaining permit from the appropriat

organ.

2/ No person may engage in recycling or dispos:
of poisonous or contagious wastes withol
obtaining permit from the appropriate orga
upon by th
Authority.

fulfilling requirements set

3/ The appropriate organ shall, prior to tf
designation of a place for disposal or recyclir
of waste, confirm that the disposal or recyclir
of waste at such place may not cause damage
public health.

4/ No person may discharge liquid waste to
environment unless treated in accordance wi

standards to be issued by the appropriate orga

Institutions Subject to Health Related Control

The appropriate organ shall ensure that institutic
subject to health related control satisfy the necess:

hygienic and environmental health protectic

requirements and take necessary measures thereof
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41. Sound and Air Pollution

Any person shall comply with the requirements for
the prevention of sound and air pollution set by the
Authority for the protection of public health.

€. Pl ovIA1F oRAR LT 42. Toilet of Public Facility
GO9I  PhHN ovIA1P aoRBE N Any toilet of a public facility shall fulfil the
AN2AM-  PONTF@D  ovhACET 799947 requirements set by the Authority.
Adn::
F. PIAP° A4S oo’ VIE2BF hi0t 43. Vaccination of International Passengers
B P3A9° APE oo ¥VI2TF RPOET  POLOaT 1/ Vaccination of international passengers shall be
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LTCNAA person to the country of his departure covering
the expenses of his stay.
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at the time of epidemic and public health emergency
without
obtaining

may not enter or leave the country

health
permission al a frontier port.

undergoing inspection  and
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46.

47.

48.

Suspected Person and Duty to Report

I/ Any international entry passenger shall be
obliged to respond to quarantine inspﬂm;ﬂn
through verbal or written request for protection
of public health.

2/ In the course of travel, if any passenger is
suspected to be infected with any
communicable disease, the conveyance operator
shall inform the head of the nearest or
destination frontier port about the type of the
discase, principal symptoms and any other
relevant information,

3/ The head of the frontier port receiving
information in accordance with sub article (2)
of this Article shall immediately report the
information to the inspector at the port.

4/ For the purpose of this Article “head of frontier
port” means the head of the frontier port
aviation or Revenue and Customs Authority
station.

Quarantine and Isolation

I/ Suspected person shall be quarantined
immediately. The Authority shall immediately

send the suspected person to the public health

emergency management body for quarantine.

2/ The Authority shall ensure that any suspected
person upon confirmation of his infection be
transferred to an isolation room in a health
institution and provided with the necessary

curative and rehabilitative treatment.

3/ The public health emergency management body
shall organize quarantine centres in the main
frontier ports or designate the nearest health
institutions as isolation centres.

Measures taken to Control Communicable

Diseases

I/ The Authority may take the following measures
to control communicable disease:

a) ordering the closure of schools and other
public places for a certain period,

b) establishing temporary controlling posts in
any part of the country; and

¢) taking any other necessary measures.
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49.

50.

52.

2/ The relevant bodies shall cooperate with the
Authority at frontier ports to effectively

undertake control of communicable diseases.
PART FIVE

HEALTH CARE

CHAPTER ONE

HEALTH CARE SERVICE

Vaccination _ Obligation and HIV/AIDS
Counselling Service

1/ Any health institution and health professional
emploved by the institution shall, based on the
medical standard and the service provided, have
the obligation to give vaccination and access to
HIV/AIDS counselling service to maternal and
pregnant women.,

2/ Parents or guardians shall have the obligation to
vaccinate children in accordance with the
directive to be issued for the implementation of

the Proclamation and this Regulation.

Health Education

Any health institution shall, based on the services
provided by it, have the obligation to provide health
gducation and current information to clients.

. Curative and Rehabilitative Medical Service

I/ governmental health institution shall provide
medical service in accordance with the referral
system and its capacity.

2/ Medical service may be provided at a health
institution, at a work place, at the patient’s
home, at the place of accident, in an ambulance
or at any other similar place according to the
standards to be issued by the appropriate organ.

Patient’s Informed Consent

I/ Medical service may not be provided without
obtaining the patient’s informed consent.

2/ Notwithstanding the provision of sub-article (1)
of this Article, medical service may be provided
to a patient without obtaining his consent when:




_—

™ IED L0dd 124640 UM £TC T TC Tk +9 g 9.9
-_————mmmmme ™ e ———m—m—m—m™—™—™—™m™m™m—m—-—-—-—-—-— - - m-m—-m - - --——-— -y ——— — s— ss-s-s— , e

L.

i

o/

&/

V) Hh9lar LP2E oohmt  PUILTA

AP &25  hoihtideT XIS
Phm LPe-
(&) Ah"io QRE L2877 MNIAN

TaT Goha@ Oari

(§) &2 AeohmT o-hdS P4Omar
@ had fdhela PHAC 4851
AET @AET @329" MLy huil
m e

(#) e og™ N$ce 01 oM
L2L AIRAT NAMY  NOmo-
Q- §

) AFhTL@ IS hdevhimd  heE
PUNLTNN MS AL PoLenhitd 1PS
L%

Ao NTAF oL N1 a9
aol\lr  Phhd™S WA kT hRoY
BAATT hAA@+S mh?SarT N9
NAheim m3rt AR HAe 41
ferLehhTA ALP3::

ch)

MO fMmS Qe P4 L@ 170
AR, Phaorid L2 NMYTIE FILOD-G
TLT 29847 AANT::

LA5T tmEd HhITat hdeer LAY
AMe W PmS QAeo P L0
nmSm Ag dA“LeahtAm @ma 1ARAT
Bt lovs “MndenT L5C NFd:

MLy AME eowlt MWL @R9* NAA
YOS @1 POLAT  L2Z 1T ANA
PLTAD  P@AT  Phh9PS GRYRTD
N*LevpAht NPA @£ N2CLT NIANT
Novaod @ hivé+L MOHPC MR s PHINA
LT e

FEYVIEE mhges

al

&/

T PmS PRI L@l AR
LV Phhets R1ADNT Pevhiml 7L
AN

IO PG L M 2T £LR

ao\dls  POLmOENT?  PEVIES  Pamhees
AN Paolymil T8a WA
CEFIIE  WNPS RCAF RN hATa-

WA 2C NeolfF AL.95 MLCTES Nhhdnd
(i (k- oot iml: BFAA:

Federal Negant Gazette No. 11 24™ January, 2014

33

Page 7204

a) the patient is unable to give his consent and

such consent is given by:

(1) a person authorized by the patient in

writing to give consent on his behalf:

(2) in the absence of a person authorized

to give such conseni, the spouse,
child, parent, brother or sister of the

patient;or

a person authorized to give such
consent in accordance with the law or

a court order;

b) failure to treat the patient, may resultin a

serious risk to public health;

c) the patient has not expressly or in any other
way refused to get the medical service and
any delay in the provision of medical
service could result in irreversible damage
on his health,

3/ Any health shall make

reasonable effort to obtain the patient’s

professional

informed consent,

4/ The health professional shall explain to the
patient who refused to get medical service,
the possible risks of his refusal on his health

and shall record same in writing.

5/ A consent given under this Article shall be
valid when it is obtained from the patient or
any other third party in writing, unless it is
permitted by directives to be expressed orally
or through conduct with respect to specific

types of medical services.

Emergency Medical Service

I/ Any shall have the

obligation to provide life saving emergency

health institution

treatment.

et

Any health shall have the
obligation to provide emergency medical

institution

treatment in accordance with applicable

standards of health institutions.

3/ Emergency medical treatment may be provided

in all emergency and epidemic cites in
collaboration with the relevant organs.
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54. Referral System

l ]

2/

3/

4/

1/

1."

4/

Any health institution shall have the obligation
to provide medical services in accordance with
health service standard to be issued by the
appropriate organ.

Where any health institution is unable to provide
the proper examination or treatment to a patient,
it shall refer the patient to the appropriate health
institution where he can get the proper service in
accordance with the referral system.

Any health institution shall have the obligation
to admit a patient sent to it in accordance with
the referral system and give feed back to the
sending health institution.

The referring health institution shall, before
referring a patient for emergency treatment,
have the obligation to make sure that the
receiving health institution can admit the
patient.

Any person shall have the obligation to observe
the directive on the implementation of referral
system.

Death and Post-Mortem Examination

Death shall be ascertained when there is no sign

- of life as approved by a competent heaith

professional based on examination of functions
of brain, heart and breathing organs.

Post-mortem examination may be conducted
only where the spouse, child, who attains
majority age, parent or guardian of the deceased
or the appropriate organ requests to know the
cause of death.

Examination to determine cause of death may
be carried out by a competent health institution.

Notwithstanding the provisions of sub-article
(2) of this Article post mortem examination for
education or research purposes may be carried
out where the deceased has given his written
consent during his lifetime or where the
deceased has not prohibited such donation
during his lifetime and the consent of his family
has been obtained.

Medical Certificate

Every health

institution shall issue medical

certificate to a patient containing the following
information:

1/
2/

name, age and address of the patient;
examination result and medical treatment
provided to the patient and, as the case may be,
sick leave and board decision,
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A person may, at any time, revoke the act by
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The following acts shall be prohibited:

a) trading in human organ or tissue;

b) receiving, giving or promising to give
monetary or non-monetary benefit for

organ or tissue donation;
¢) advertising demand or supply of organ or
tissues;

d) using animal organ or tissue for the purpose

of transplanting it to human.

60. Organs and Tissues Collection from Deceased

Person

1/

3

4/

5/

6/

Where a person has consented to donate his
organs or tissues upon his death, the organs and
tissues that can be used for transplantation may
be collected upon his death.

Mo health institution may collect orzans and
tissues pursuant to sub-article (1) of this Article
without obtaining special license from the
Authority.

Where there is no written evidence showing
express prohibition of donation made by the
deceased, while alive, and where the spouse,
children or parents or siblings of the deceased,
in the order of their list, agree with the
donation, organs and tissues that can be used for
transplantation may be collected from the

deceased.

Where the individuals listed under sub-article (3)
of this Article are suspected of crime for the
death of the deceased, they may not have the
right to give consent with respect to donation of
organs and tissues of the deceased for
transplantation.

Unless the donor ordered a particular recipient
as beneficiary in accordance with provisions of
transplantation, selection of organs and tissues
recipients shall be based on compelling medical

reasons and the principles of justice and equity.

Health professionals who declare the fact of
death of the donor may not be less than two;
and be different from, and have no monetary
relationship with, those who conduct the
transplantation.
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or_Tissues Collection from__Living

I/ Collection of organ or tissue from a living
person may be carried oul where competent
health professionals believe removal of organ or
tissue from the donor does not pose any serious
and permanent danger to his health or life and
where:

a) the donor has capacity to give consent and
enter in to juridical acts, and agrees in
writing , based on informed consent, in the
presence of two witnesses; and

b) it is established by the National

Transplantation Committee referred to in
Article 62 of this Regulation that;

(1) there is spousal bondage or relation by
consanguinity or affinity between the

donor and the recipient; or
{2) in the absence of spousal bondage or
relation by consanguinity or affinity,
there is no monetary relationship

between the donor and the recipient.

2/ Notwithstanding paragraph (a) of sub-article (1)
of this Article, bone marrow tissue may be
collected from a minor upon the consent of his

guardian.

2/ No health institution may collect organs and
pursuant to this Article
obtaining special license from the Authority.

lissues without

Transplantation

I/ No health institution may transplant organs anc
tissues without obtaining special license fron
the Authority.

2/ The Authority shall
Transplantation Committee with a view
ensuring that organ or tissueé collection an

carried out i

accordance with professional ethics. ,

establish N ations

transplantation is being

3/ Any transplantation may not be performe
unless the National Transplantation Committe
approved the transplantation request; provide
however, that the National Commitiee ma)
where necessary, give delegation of power to

established

transplantation  committee

regional level.
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PART SIX
HEALTH PROFESSIONALS

CHAPTER ONE

PROFESSIONAL LICENSING AND REGULATION

63. Designation of Health Professions and Requisite
of Professional License

64.

63.

I/

k4

The Authority shall designate, register and
license health professionals and set their scope
of practice.

No health professional with professional license
may provide health services beyond the scope
of practice of his profession unless with special
decision of the appropriate organ in exceptional
compelling circumstances. '

Any person qualified with more than one health
profession shall be entitled to a professional
license to practice all of his health professions

so far as he satisfies the necessary requirements.

Health Professionals Register

I/

3|.-'

The Authority shall have a register for
registering every health professional practicing
in Ethiopia comprising his name, nationality,
principal residence and place of business and
such other necessary particulars.

Any higher education institution shall send its
graduate lists in health profession to the
Authority and appropriate organ,

The register to be kept in accordance with sub-
article (1) of this Article shall be open to the
public as may be necessary,

Issuance of Professional License

1/

2/

Any health professional shall be granted with
health professional license upon fulfilling the
requirements set by the Authority for health

professionals.

The appropriate organ may issue restricted
professional license, as may be appropriate, for
impaired health professional.

No health professional may in any manner
ransfer or rent his professional license to third

party.
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66. Renewal of Professional License

1/

2/

67.

In applying for renewal of professional license
in accordance with Article 33(2) of the
Proclamation any health professional shall
present:

a) certificate of completion of the required
continuing professional development in his
profession; and

b) medical certificate proving his fitness 1o
practice the profession.

For the purpose of this Article “continuing
professional development” means a training
periodically attended by a health professional
during his practice to maintain his professional
knowledge and skills and enhance his
professional competence in accordance with
the directive to be issued by the Authority.

Inactive Status

| /3

Tk

3/

Any health professional who did not practice
his profession for more than two years for any
reason shall notify the appropriate organ prior
to resumption of practicing his profession,

The appropriate organ may authorize the
professional referred to in sub-article (1) of this
Article to practice his profession upon requiring
him 1o produce evidence of completion of
continuing professional development or causing
him to attend training, or to work under the
supervision of a competent health professional
working in a health institution chosen by the
Authority.

If a health professional who did not practice his
profession for more than two years engages in
practicing without notifying the appropriate
organ, he shall be deemed as practicing without
professional license.

68. Health Professional Trained in Foreign Country

Without prejudice to the provisions of Article
65(1) of this Regulation, any person with a duly
recognized foreign educational background
applying for professional license shall:

a) produce

evidence of equivalence of

qualification issued by the competent body;

b) complete from six months to a-yearlong
internship program at assigned health
institution by the appropriate organ where
he did not practice his profession in any
foreign country for more than two vears,
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Notwithstanding the provisions of sub-article
(1) of this Aricle, a health professional with
more than two years of professional practice in
any foreign country shall complete internship
program as determined by the Authority if the
disease pattern of the country of his training or
practice is incompatible with Ethiopia's disease
pattern.

Notwithstanding the provisions of sub-article
(1) and (2) of this Article, the Authority may
issue temporary professional license for a health
professional  with  foreign  educaticnal
background, where the professional intends to
provide health services in short term charitable
activity, emergency humanitarian crisis or other
health services to be determined by the
Authority.

The institution which brought the health
professional on temporary basis shall:

a) upon the completion of the professional’s
mission, notify the Authority and ensure
the surrender of the temporary professional
license;

b) bear civil responsibility for any damages
caused by the health service provided by

the professional.

Surrender of Professional License

Any health professional shall have the obligation to

surrender his professional license where his license

is suspended or revoked or he completes his mission

or relinquishes practicing his profession.

CHAPTER TWO

HEALTH PROFESSIONAL CODE OF CONDUCT

70. General Principles
Any health professional:

7L

1/

2/

may not practice his profession in any manner
that violate the Proclamation, this Regulation or
any other relevant law;

shall provide health services to the client
without any discrimination;

3/ shall give the utmost consideration for the health

and need of the client.

Health Professional Ethics Committee

A Health Professional Ethics Commities

(hereinafter the "Committee”) is hereby
established.

Members of the Committee shall be
professionals drawn from the relevant

institutions and be designated by the Minister,
and their number shall be determined as
necessary.
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72, Powers and Duties of the Committee
The Committee;

1/ shall examine, investigate and propose
appropriate administrative measure to the
Authority on complaints made with respect to
substandard health services and incompetent

and unethical health professionals;

2/ shall, where it proves availability of sufficient
evidence to support the complaint, send
summon to the health professional or institution
against whom a complaint is lodged with the
notification to respond within 30 days;

3/ may, where appropriate, assign an independent
researcher in consultation with the Authority to
investigate the complaint;

4/ may propose suspension of license or certificate
of competence to the Authority until the
appropriate decision is passed on the complaint;

5/ shall, upon identifying the root causes of
frequently lodged complaints and grievances,
propose policy directions intended to provide
sustainable solutions to the problems;

6/ shall perform such other duties that may be
assigned to it by the Authority.

73. Meetings of the Committee

I/ The Committee shall meet as frequently as its
functions requires.

2/ The presence of more than half of the members
at any meeting of the Committee shall
constitute a quorum,

3/ Decisions of the Committee shall be passed by
majority voles; in case of a tie, the Chairperson
shall have a casting vote.

4/ Without prejudice to the provisions of this
Article, the Committee may adopt its own rules
of procedure.

74. Main Responsibilities of Health Professionals
Any health professional shall:

1/ be accountable for the health services he
provides and for his decisions as per his
assigned duty;

2/ obtain informed consent from a patient, in
accordance with the relevant law, before
rendering a service;
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3/ provide genuine and adequate information

during communication with

colleagues and clients;

professional

4/ respect patient confidentiality, privacy, choices
and dignity;
5/ maintain the highest standards of personal

conduct and integrity;

6/ discharge his professional duty in a team work
respecting the contribution of other health
professional;

7/ provide appropriate counselling service to the
client;

8/ update his professional knowledge and skills to

new medical technologies and innovations;

9/ maintain proper and effective communication
with his patients and other health professionals;

10/ register and keep accurate client records;

11/ avail himself and provide professional service

in his working place during assigned duty

hours;

12/ ensure public participation and acceptance in

designing and implementing public health

programis;

13/ comply with any lawful instructions and

procedures of the appropriate organ with
respect to his profession.

Fees and Commission

Any health professional may not:

1/ accept commission or any benefit apart from
service charge from a person or another health
professional or institution in return for the

services he renders;

2! pay commission or offer benefits to any person

for recommending patients;

3/ offer or accept any payment or benefit which is
intended to induce to act or not to act in a
particular way not professionally indicated or to

over-charge patients;
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4/ charge or receive fees for services not rendered
personally or by his employee or partmer or

substitute:

5/ receive pavment or any Dbenefit for

recommending or referring patients to another
for treatment for

health professional, or

participation in clinical trials or other research,

6/ provide health service, for his benefit, that does

not serve the needs of his patient.

Practicing with other Health Professionals

1/ A health professional shall employ a health
professional who is licensed by the appropriate
organ.

2/ Unless health

professional may not work with or give any

for training purposes, a

kind of professional support to another health
professional not licensed by the appropriate

organ,

Professional Confidentiality

1/ A health professional may not disclose, verbally
or in writing, information regarding a patient
unless the appropriate organ believed that there
is a prominent health risk to the public
demanding to do so, it is ordered by a court, he
gets written consent from the patient or the
patient’s guardian or it is permitted by law.

2/ A health professional may release or transfer

information regarding patients for the purpose

of conducting scientific research or studies

where the information released is in such a

manner that it does not identify directly or

indirectly any individual patient.

A health professional shall encourage a patient

with communicable diseases to disclose his

status to individuals with potential exposure 10

the infection,

Lad

Preferential Treatment and Referral of Clients

I/ Any health professional shall render the same
level of care to his clients in itinerant and

resident practice.

2/ Any health professional may not provide any
preferential treatment to a client by considering
the relationship established with him in another
health institution where the same professional

works.
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3/ A health professional may not refer a patient to
another health institution where he works unless
for services unavailable and necessitating
referral upon declaring the vested interest of the
professional in the referred health institution.

4/ For the purpose of sub-article (1) of this Article,
“resident practice” means a practice which a
health professional conducts on full time basis
regularly while “itinerant practice” means a
practice which a health professional conducts
other than the resident practice.

79. Prohibition of Secret Remedies

1/ No health professional may use secret remedies.

2/ Every health professional shall, in the conduct
of his practice, use only an apparatus or health
technology or intervention which is proved
upon investigation to be capable of [ulfilling the
claims made in regard to it.

3/ For the purpose of this Anticle “secret remedy”™
means a medication or treatment that cures a
disease or disorder or relieves its symptoms that
is known by only a few people or professionals
and intentionally withheld from general
knowledge.

80. Advertisement of Profession and Service

I/ Any health professional may not advertise:

a) his services if the advertisement is
unprofessional, untruthful or misleading;

b) his services wunless otherwise he is
authorized by the appropriate government
organ;

¢) in a manner that directly or indirectly

encourages the unnecessary use of health
services,

d) his services in a manner that affects or
unidermines the services of other health
professionals;

e) his services by drawing attention to his
personal qualities and superior knowledge;
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2/ A health professional shall issue genuine and
complete sick leave or certificate of illness.

86. Prescriptions and Medicine Dispensing

87.

88.

89,

1/ No health professional may prescribe medicine
or formulations about which he has no
knowledge about its composition and

pharmacological action.

2/ A prescription on which a health professional
prescribe shall be standardized and prepared in
accordance with the standard of the institution
and type of the profession.

3/ Any health professional shall prescribe
medicine registered in the national drug list
unless for compelling reason.

4/  Any professional dispenser of medicine may
not dispense or keep any medicine obtained
through illegal channel.

Waste Disposal and Disease Prevention

1/ Any health professional shall dispose of
disposable healthcare wastes in an appropriate
manner for the sake of himself, the client and
the public health. '

2/ Any health professional shall respect safety
provisions that ensure the non transmission of
diseases from himself to client, from client to

client or from client to health professional.

Disclosing Prognosis

1/ A health professional shall explain the nature
and possible outcome of the terminal or sever
illness to the patient or, in case of a minor or

mentally ill person, to the guardian.

2/ Motwithstanding the provisions of sub-article
(1) of this Article, a health professional may-
only cémmunicate the nature and possible
outcome of the terminal or sever illness to
family members of the patient where he
believes that the patient may harm himself due

to emotional instability,

Reporting of Impairment and Unprofessional
Conduct

Any health professional shall report the following to

the appropriate organ:
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I/ an impairment in another health professional if

he is convinced that such professional is
impaired,

2/ his own impairment if he is aware of it or has
been publicly informed, or he has been advised

by colleagues to obtain help in view of an
alleged impairment;

3/ the provision of health service by a person

without professional license or whose
professional license has been suspended or
revoked; and
4/ any unprofessional conduct of another health
professional.
PART SEVEN
INSTITUTIONS

Certificate of Competence

I/ No person may establish and run institution
withowt obtaining a certificate of competence
from the appropriate organ.

2/ A certificate of competence issued to any
institution shall be renewed annually.

3/ Any institution shall undertake its business in
accordance with the requirements on the basis
of which its certificate of competence issued.

4/ The appropriate organ may issue or renew a
certificate of competence subject to restrictions
on the type of the product or service, means of
production, processing, storing and any other
necessary conditions relating to the quality and
safety of the product or service.

5/ It is prohibited to transfer in any manner a
certificate of competence to a third party
without the permission of the appropriate organ.

Surrender of Certificate of Competence

Any institution whose certificate of competence is
revoked, cancelled or denied renewal or which has
ceased operation shall surrender its certificate of

competence to the appropriate organ.

Professionals Health Examination

I/ Any institution shall make health professional
or food handler who has contact with clients to
undertake pre-employment and annual medical
examination, except for HIV/AIDS.
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Mo health professional may undertake medical
for himself in accordance with
sub-article (1) of this Article.

examination

Any food handler shall notify the institution
food

communicable disease. Any food establishment

where he s infected by borne
shall screen a food handler infected by food

bome communicable disease,

Any food establishment shall remove any food

handler who is infected by food bome
communicable disease from activities involving
contact with food until the disease becomes non

communicable.

The Authority shall issue directive on the type
that a health

professional or food handler who has contact

of medical examinations

with clients shall undertake.

Institution Requirements and Prohibitions

1/

3/

4/

5

Any institution shall develop internal waste
management system to manage its hazardous
substances and wastes.

An exporter institution shall obtain special
the Authonty for
medicine or food from foreign country to

permit from fransiting

another country.

Mo institution may import, keep or distribute
prohibited or expired food or medicine.

No wholesale or import institution may
distribute food or medicine for a person with no

certificate of competence.

Any health institution which permits a student
on practical training to provide health service
shall be responsible for any damage the student
may cause to a patient.

PART SEVEN

MISCELLANEOQUS PROVISIONS

94. Duty to Furnishing Information

1/

Any health professional shall cooperate with the
appropriate organ whenever requested to show
his professional license or provide information
about his professional performance or that of
others,
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2/ The organ shall
confidentiality of information obtained in
accordance with sub-article (1) of this Article
unless otherwise permitted by law.

appropriate keep the

Duty to Report

1/ Any person who believes that a health
professional is unfit to practice or commits
unprofessional conduct shall notify the

appropriate organ.

2/ Any person who in good faith notifies the
appropriate organ in accordance with sub-article
(1) of this Article may not be legally liable.

Service Fees

Every person shall pay service fees to the
appropriate organ at the rate approved by
government for obtaining or renewing professional
license or centificate of competence, registering
medicine or receiving other certificates and services.

Repealed and Inapplicable Laws

1/ The following are hereby repealed:

a) the Licensing and Supervision of Health
Service Institutions Council of Ministers
Regulation No.174/1994, and

b) the Ethiopian Health Professionals Council
Establishment  Council of
Regulation No.76/2002.

Ministers

2/ No regulation, directive or customary practice
shall, in so far as it is inconsistent with this
Regulation, be applicable with respect to

matters provided for by this Regulation.

Power to Issue Directives

The Authority may issue directives necessary for the
implementation of this Regulation.

Effective Date

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

Done at Addis Ababa, this 24" day of January , 2014,
HAILEMARIAM DESSALEGN

PRIME MINISTER OF THE FEDERAL
DEMOCRATIC REPUBLIC OF ETHIOPIA
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