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REGULATION NO. 528/2023

COUNCIL OF MINISTERS REGULATIONTO
ESTABLISH ETHIOPIAN BLOOD AND TISSUE
BANK SERVICE

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

1. Short Title

This Regulation may be sited as the “Ethiopian
Blood and Tissue Bank Service Establishment
Regulation N0.528/2023”.

2. Definition
In this Regulation unless the context otherwise

requires:
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1/ “Tissue” means a collection of groups of
structurally and functionally similar cells
taken from donors with the exception of
reproductive organs, ovaries, sperm,

embryo or blood and blood components

taken during blood donation;

2/ “Blood Components” mean red and white
blood cells, platelets and plasma;

3/ “Donation” means a voluntary humanitarian

deed of provision of blood or tissues
irrespective of gender, race and religion
which requires participation of the public at

large;

4/ “Cornea” means the clear outer layer at the
front of the eye that helps to focus light;

5/ “Donor” means a living or deceased person
who donates blood or tissues for medical,
research or educational purposes to an

authorized institution;

6/ “Transplant” means the transfer of tissue
from a donor or deceased person to a
recipient to replace infected tissue for those
not functioning properly;

7/ “Plasma-Derived Medicinal Products”

means products made from blood plasma;

8/ “Transfusion” means giving of blood or
blood products to a patient when the patient’

need of blood is ascertained by a health

professional;
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3.

9/ “Recipient” means a person receiving a
medical service using blood, blood

components or tissue;

10/ “Region” means any state referred to in
Article 47 of the
Federal Democratic Republic of Ethiopia
and includes Addis Ababa and Dire Dawa
City Administrations;

Constitution of the

means the
Health,

11/ “Ministry” or “Minister”
Ministry  or  Minister  of
respectively;

12/ “Person” means any natural person or body

that is given rights by law;

13/ Any expression in the masculine gender

includes the feminine ones.

Establishment

Ethiopian Blood and Tissue Bank Service
(hereafter referred to us the “Service”) are
hereby established as an autonomous Federal
Government Organ having its own legal
personality.

Head Office

The Service shall have its head office in Addis
Ababa and may have branch offices elsewhere,

as may be necessary.

Objectives of the Service
The objective of the Service shall be to provide

adequate, safe, and timely prepared blood,
blood components, tissues and other related
services to all persons who need it in Ethiopia.
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6.

Powers and Duties of the Service
The Service shall have the following Powers

and Duties:

1/ Collects blood and tissue from donors,
conducts necessary testing, processes, stores

and distributes to health facilities;

2/ Enhances the number of donors by creating
public awareness through mass media and
other different means regarding services of

blood and tissue;

3/ Provides service through establishing
systems to facilitate the administration and

internal control of blood and tissue;

4/ It provides blood and tissue services

according to the standard;

5/ Conducts exchange of plasma and cornea by
establishing systems for exchange of plasma

and cornea with foreign institutions;

6/ Ensures safety and quality of the bloods,
blood components and tissues delivered to

recipients;

7/  Makes follow-up and improves appropriate
use of blood and blood components and

hem vigilance service by health facilities;

8/  Monitors the process and effectiveness of
cornea transplantation;

9/ Provides service of ensuring safe and
adequate blood and blood products are
available nationally and establish a system
to ensure adequate stock at all health

facilities that provide blood treatment;



&

Ton%

FEL L e 1ot o drc 1 eNET B 4 BOIE 990

Federal Negarit Gazette No. 10, 8" February, 2023 ...... page

14628

I/

g/

bS]
)
~

v

e
pE
Fag)

bS]
IN)
~

Ty
=
[y

bS]
P
~

a/

Pehll VPO ADDT AS APATT 0IC APE
Povao 'l 22CoT LHEIAE
PP0L Fm00E HCHC Nhé-P ovlB R

(T TN

Wm0 HCHE @o-aT PAm7 PH40L AR
Nov-A.  Q29°-+ 07010+
N TFh P 7PA -FhA AIANWCT RS0
PLCIN:

ov- (. -1

PPLav A1 J°Covi- POTO-GTA:

PANANNT AN od-: h&LANT Ao-PIG
ENTAR, 2C 1 Maw g RIADNET PHIGTA:
LAL I

MIC APe LLE LI°: PRY° +POA AT hlll
VPO AeeAAA:  ATTHIET: ATIw LT
ANO1E AT AMNIPT  ANANT ATIPA
PoLLATA PANGC 2CoT LHLIA:

DTANTY POLTT PhhICS PG LonCPA:
neg®  1Poh ALY 9J°Covi P9 LI107A-
CRETTTT RS PhALT ANNTT AR L

TNBe TOHNCA A PHIBA:

PARRavpl7 G477 ATIANT oo 9477 hAaT-
949° hPe: AUVIC APE 0L NAAP
LCEAT AT QaLCh  AhaT ¢ 010NC
LACA:

ARNAA L£9° AT ML VPO OFh ANANNT
A7904.A0 7 LT 9°hAC LaMA: (10NC
LAOLNT WIANEET 0220 FANC VIC hdPs
Panls  RTT PRLFNT PHRTVT PThosoC
PCYTT LAPEA:

0°22.0°+CTF 9°nC 0+ N°%.00 10+ 66 avw it
A“20N T RIAMCET PAMANNCT  he e
LAaNnaa:

wb/ P1TRLavA 1T 9477 ATIANT POLLATA AACT

01T POTOTA::

10/

11/

12/

13/
14/

15/

16/

17/

18/

19/

20/

Establishes Tissue donors and recipients

national registration system;

Administers recipient waiting list of

national data base;
Considering health status of recipients on
waiting list allows equitable transplant

service;

Conducts pre-donation tests;

Enhances the service with up-to-date

modern knowledge and technology in the
field;

Provides service of establishing system
nationally for blood components and tissue
collection, preparation, distribution, discard
and use for medical purposes and monitors

its implementation;
medicinal

Produces plasma-derived

products from surplus plasma;

Prepares testing reagents from blood
components and prepare cornea preservative

solutions;

Works in

continental and domestic organizations to

collaboration with foreign

achieve its objectives;

Provides, as necessary, support and
technical assistance to regional blood and
tissue banks; works; manage national
database and ICT system and establish

linkage system across the institutions;

Collects service charge according to tariff

determined by Council of Ministers;

21/ Performs other activities as may be necessary

for the attainment of its objectives.
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The Service shall have:

1/ Director General to be appointed by the
Prime Minister;

2/ Deputy Director Generals ;and

3/ Other necessary staffs.

. Powers and Duties of the Director General

1/ The Director General shall be the chief
Executive Officer of the Service and shall
direct and administer the activities of the
Service.

2/ Without prejudice to the Sub - Article (1) of
the Article, the Director shall have the
following Powers and Duties:

a) Exercise the Powers and Duties of the
Service specified under Article 6 of this
Regulation;

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

¢) Effect payments in accordance with the
approved budget and work plan of the
Service;

d) Represent the Service in its dealings with
third parties;

e) Prepare and submit to the Ministry and
relevant bodies the performance and

financial reports of the Service;

f) Prepare and submit to the Ministry the
annual work program and budget of the
Service, and implement same when

approved.

3/ The Director-General may delegate part of
his Powers and Duties to other officers and
employees of the Service to the extent
necessary for the efficient performance of
the activities of the Service.



&

TonEEd bl 1D6F DM kPG T POEE B b7 E0TE 9.9°  Federal Negarit Gazette No. 10, 8" February, 2023 ...... page 14630

. PhtA PS ALLENTC AMTS  0C

=+

NN PSS LLNTE Pl ACT A ANTS

TET LTI

&/ PRIANNCAT AT NP L (171.L46ET:
ewge it 2GS N7NHANC PS SLonte)
LA

g 0Ps Seonts Aagdo PoLAmMCT AT
2EPTT PNToGTA::

P/ Ps Seehtd N7METCNT L 0P
LSeenté AL To- (o-hAST  CL0ma-7
40T PNTO-GTA

. PAIA N OET
PAIADNE: (T (o7 o0 LavfOA::

1m)

14, eAh7IN oo Oaoo PH
&/ AIANE CETLAS  ThNAT PP Pt
a1 L LHA::

€/ PAIANNLE: AP0 ooNNTS  17HAN 1h
AT OPSo- A%TC 0L9 PTo- A8HC
n*10Lavm h%-TC (9%av-k Lavldavlin::

Tmu)
R

. A4 T
PP L9° 0N AMANNT 9RRoy e L7
®pC FPA/CAZ OHY L7 0N A NZA::

. A TS 18I PF v tANE

1ma)
=

PAché-P L9° 70 WIAINT ao11G 2L, P
ALY L7710 AATNANT: TAALPA:

9.

10.

11

12.

13.

Powers and Duties of the Deputy Director

General

The Deputy Director General shall have the

following Powers and Duties:

1/ Support the Director General in planning.
organizing, leading, and coordinating the
activities of the Service.

2/ Perform other duties specifically assigned

by the Director General.

3/ Perform duties specifically assigned through
delegation in the absence of the Director
General.

Budget of the Service
The budget of the Service shall be allocated

by the Government.

. Books of Accounts

1/ The Service shall keep completes and
accurate books of accounts.

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

R led L aw

National Blood Bank Service Establishment

Regulation No. 330/2014 is repealed by this

Regulation.

Transfer of Rights and Obligations

Rights and obligations of National Blood

Bank Service shall be transferred to the

service.
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14. Effective Date
The Regulation shall enter into force on the

2N I o0 P77
date of publications in the Federal Nagarit

Done at Addis Ababa, on this 8" Day of

A%0 ANQ Phit & 7 E0IE 9.9
February 2023.

0L hvuang: (2/C) ABIY AHMED (Dr.)
PRTCRP bofl-AP STNEOLP PRIME MINISTER OF THE FEDERAL
DEMOCRATIC REPUBLIC OF ETHIOPIA

STANAR mPAL 10 1C
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