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The following Paper was laid on the Table of the House on Tuesday, June 7, 2022: —NA

- Memorandum on the Ratification of Aftican Union Treaty for the establishment of the
African Medicines Agency (AMA).

Consideting that the House proceeded to Size die recess immediately thereafter, marking the
end of the Term of the 12% Parliament, the paper could not be considered.

The said Treaty was re-tabled before the House on Thursday, December 1 NONN in the
13t Patliament.

Enclosed rﬂnaﬁmr please find the said Treaty for your necessatry action.

R. K. H.VQFPHH

(Encls)

Copy: Clerk of the National Assembly
Deputy Clerks
Director, Legislative & Procedural Setvices
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Dear \Q\:\ St Q;O/

RE: MEMORANDUM ON THE RATIFICATION OF AFRICAN UNION
TREATY FOR THE ESTABLISHMENT OF THE AFRICAN MEDICINES
AGENCY (AMA)

I reter te the aboeve matter.

The Cabipet, during a Meeiing held on 124 May, 2022, approved the
Ratificaticn of the African Union Treaty for the Establishment of the African

Medicirics Agency (AMA).

fursuant © S=ctien & of ihe Treaty Making and Ratification Act, 2012, 1
hereby submit a Memorandum and a copy of the Treaty for consideration by

the National Assenibly.

Yours S|/ /¢ @\\w\

CABINET SECRETARY { sem )
Enels. A BEERAAN VN

MAMO, SC, EGH

Copy to: Dr. Juseph K. Kinyua, BGH
head of Futdic Sevvice
Executive QMfice of the President
NAIROBY

In Pursuit of a Peaceful, ?\c%mwo:w/w:ﬁ@g&@ Competitive Kenya
Ministry of Foreign Affairs, Harambee Avenue, P. O. Box 30551-00100, NAIROBI, KENYA, Tel: +254-20-3318888
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RATIFICATION OF AFRICAN UNION TREATY
FOR THE ESTABLISHMENT OF THE

AFRICAN MEDICINES AGENCY (AMA)
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2.5

2.6

2.7

2.8

3.0
3.1

ordinary session decision Assembly/AU/Dec.735(XXXII) reaffirmed the
Executive Council 34th ordinary session decision EX.CL/1141(XXXIV)
to establish the African Medicines Agency placing an emphasis on

investment in regulatory capacity strengthening.

The Treaty seeks to establish the African Medicines Agency (AMA) to
enhance the capacity of State Parties and Regional Economic
Communities (RECs) to regulate medical products in order to improve
access to quality, safe and efficacious medical products on the

continent.

Twenty-six (26) member states (Algeria, Benin, Burundi, OmBmHo.oP
Chad, Cote d’Ivoire, Egypt, Gabon, Ghana, Guinea, Madagascar, Mali,
Mauritius, Morocco, Niger, Rwanda, Republic of Congo, Saharawi Arab
Democratic Republic, Senegal, Seychelles, Sierra Leone, Tanzania,

Togo, Tunisia, Uganda and Zimbabwe) have signed the treaty

Seventeen (17) member states (Algeria, Benin, Burkina Faso,
Cameroon, Chad, Gabon, Ghana, Guinea, Mali, Mauritius, Namibia,
Niger, Rwanda, Seychelles, Sierra Leone, Tunisia and Zimbabwe) have
ratified the Treaty for the Establishment of the African Medicines
Agency and deposited the legal instrument of ratification to the

Commission.

The Treaty for the Establishment of the African Medicines Agency
(AMA) entered into force on 5t* November 2021.

OBJECT AND SUBJECT MATTER OF THE CONVENTION

The African Medicines Agency is a Specialized Agency of the African
Union with its own rules, membership and resources to enhance the
capacity of State Parties and Regional Economic Communities (RECs),
to regulate medical products in order to improve access to quality, safe

and efficacious medical products on the continent.
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5.0

5.1

5.2

5.3

5.4

S5.5.

€. To complement and enhance collaboration and contribute to
improving patients’ access to quality, safe and efficacious medical

products and health technologies on the continent.

PROBLEM ANALYSIS

An assessment performed by the World Health Organisation (WHO) of
26 African National Medicines Regulatory Authorities (NMRAs) between
2002 and 2009 found that only 15% of these NMRAs were mandated to
carry out functions of marketing authorization, licensing, inspection,

quality control and pharmacovigilance of medical products.

In many cases, not all of these functions were operational, including
having access to a functional national regulatory quality control
laboratory. It is important to note that not all NMRAs are expected to
perform all the regulatory functions on their own, but could rely on
other NMRAs’ decisions such as for Good Manufacturing Practice
inspection of foreign manufacturing sites and marketing

authorisations.

The assessment found that even where local manufacturing occurred,
good distribution practices (GDP) were poorly enforced thereby
increasing the risk of substandard, spurious, falsely labelled, falsified
and counterfeit medical products in the market. In addition to the above
matters, common challenges within the continental regulatory space
include lack of published standards and operating procedures, and

shortage of qualified personnel.

Although the assessment was based on information obtained over
twelve years ago, for the most part, this reflection is still valid in the

current pharmaceutical regulation situation in the continent.

Access to quality health products and technologies, especially for low-
and middle-income countries, during the COVID-19 pandemic

continues to be a challenge due to disruptions in the global supply
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7.0
7.1

7.2

iv)

enhanced collaboration amongst stakeholders including customs,
police and judiciary.

Capacity Building

Expertise built as a result of interaction by professionals from the
various countries, and routine assessment of regulatory systems
encourages regulatory agencies to improve processes. This
translates to enhanced quality assurance systems for medical
products.

Access to the African Continental Free Trade Area

The African Continental Free Trade Area (AfCFTA), makes Africa
the largest geographically integrated trading area in the world,
allowing access without tariffs to a market of over 1.2 billion
potential consumers and by extension creating an African
Economic Community by 2028. This therefore will have significant
implications to public health and safety, hence regulation of
health products and technologies shall be critical to guaranteeing
the protection of this market from fake, substandard, and
counterfeit products and services.

African Industrialisation

The progressive industrialization of Africa, and the possibility of
transforming raw materials into products, including into
medicines, medical devices and technologies; requires Kenya to
strategically position herself as a leader under the AU recognized
RECs. This will be in line to advance the implementation of the

Pharmaceutical Manufacturing Plan of Africa.

CONSTITUTIONAL AND LEGISLATIVE IMPLICATIONS

The Convention is consistent with the Constitution and promotes

constitutional values and objectives, it does not allude to an

amendment of the Constitution.

The Treaty advocates for the adoption of the African Union Model Law

on Regulation of Medical products. This will require Kenya to amend

existing relevant legislation and policies to adapt to this model law in
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10.2 The Office of the Attorney General and Department of Justice and the
Ministry of Foreign Affairs will coordinate the reporting process on State
obligations pursuant to the Treaty Making and Ratification Act No 45
of 2012.

11. RESERVATIONS

11.1 Article 35, permits member States to submit reservations when
ratifying the Treaty on condition that it is compatible with the objects
and purpose of the Treaty. Presently, the Ministry of Health has no

reservations.

12. PUBLIC PARTICIPATION

12.1 Public participation has been undertaken via various fora including

and virtual meetings.

13. RECOMMENDATION TO THE NATIONAL ASSEMBLY
13.1 In consideration of the aforementioned facts, the National Assembly is
invited to:
1. Note the contents of the Memorandum;
2. Consider and approve Kenya’s Ratification of African Union Treaty
-for the Establishment of the African Medicines Agency; and
3. Direct the Cabinet Secretary of Foreign Affairs to prepare and
deposit the relevant instruments to the Depository, the Chairperson

of the African Union Commission.

AMB. RAYCHELLE OMAMO, SC, EGH
CABINET SECRETARY
MINISTRY OF FOREIGN AFFAIRS
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during the recent outbreak of the Ebola virus disease (EVD) in Africa and the attendant

dearth of medical product candidates for clinical trials; i

RECOGNIZING the contribution of the African Vaccines Regulatory Forum (AVAREF) in
facilitating approval of EVD candidate therapies and vaccines and efforts undertaken by
the African Union (AU), regional economic communities (RECs) and regional health
organizations (RHOs) to mobilize human, financial and material resources and continental 4
expertise to deal with the outbreak of EVD: and subsequent establishment of regional
expert working groups (EWGs) on clinical trials oversight in East African Community
(EAC) and the Economic Community of West African States (ECOWAS) as part of the
implementation of the decision of the Assembly of the Union, §
Assembly/AU/Dec.553(XXIV) on Ebola Virus Disease (EVD) Outbreak, of January 2015},

TS Bt

DESIRING the use of ¢ontinental institutional, scientific and regulatery resources to f
improve access to safe, efficacious and quality medicines; and AWARE OF the ‘
establishment of the African Medicines Regulatory Harmonization (AMRH) in 2009, under
the management and guidance of the NEPAD Agency working with RECs and RHOs, to
facilitate harmonization of regulatory requirements and practice among the national
medicines regulatory authorites (NMRAs) of the AU Member States to meet
internationally acceptable standards, and provide a favourable regulatory environment for
pharmaceutical research and development, local production and trade across countries

on‘the African continent;

APPRECIATING the launch and subsequent implementation of Medicines Regulatory
Harmonization (MRH) Programmes and collaborative efforts in and between the East
African Community (EAC); Economic Community of West Zmom: States (ECOWAS) and
the West African Economic and Monetary Union (WAEMU); and the Southern African i
Development Community (SADC); i

RECOGNIZING other on-going efforts on cooperation between the Economic Community
of Central African States (ECCAS) and the Organization for Coordination in the Fight ]
against Endemic Diseases in Central Africa (QCEAC) on implementation of the AMRH w

Ik

Programme in the Central African region; and the North-Eastern Africa regional

o ] TR e, e A e, rr—— P .
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PART ONE
THE AFRICAN MEDICINES AGENCY AND ITS OBJECTIVES

ARTICLE 1 w
ACRONYMS

“AU” refers to the African Union;

“Africa WDO: refers to the Africa Centres for Disease Control and Prevention;
“AMA” refers to the African Medicines Agency;

“ANRC?” refers to the African Medicines Regulators Conference;

“AMRH? refers to the African Medicines Regulatory Harmonization Initiative of the
African Union;

“API” refers to Active Pharmaceutical Ingredient;
“GMP” refers to Good Manufacturing Practices;
“NEPAD” refers to New Partnership for Africa’s Development; . ;
.:2_<=~>= refers to National Medicines Regulatory Authority;

“OAU” refers to Organization of African Unity;

“PMPA" refers to refers to Pharmaceutical Manufacturing Plan for Africa;
“RCORESs” refers to Regional Centres of Regulatory Excellence;

“RECs” refers to Regional Economic Communities recognized by the African
Union;

“RHOs” refers to the regional health organizations;

“TC” refers to Technical Committee; _ ;

T By

== LITERROTINAED |




T I A T A S T 2 0 TR SR T T L T R R A ST TR R SIS

T e T e~ L T S ¢ AL SR U T T RIS P T T S

‘VINY @U) 0 |eIauan) 103081l 8y} sueaW Jeiouss 10393l1d,,

“SUOIIPUOD |BOIPBW JBYJO0 JO SaSEaSIp JO UO[J09}ap o sisAjeue
oy} 10} PasSN SOUEBISONS JO 82IA8p [EOIPAW JO Suldipsw B suesu «ohysoubelq,,

'UOJUN UBDLJY 28U} JO 1Oy SANNISUOD BUj sueswl 32V 9AIIN}IISU0y,,

. Ayes1|
S|y} 0} Solled SU} JO S0USI9JUOY BU} SUBSW SBIHEd SSJEIS JO S0USIRJU0D,,
"SUONIPUOY |BOIPSW 19UJ0O pUE SOSESSIP JO Juswies)]

ay) ul J1 spisBuoje pasn og Aew jng suIpaw [euonuUaAU09 jo odods sy} puoksq
le} 1ey) seidesauy yyeeay jo ebuel e Jo Aue suesw saulaipajy Arejuswejdwon,,
‘UOISSIWILIOD UOIUN UBDLJY 8y} suesw Luoissjiwwo),,

‘saipied SOJBIS 8U} JO 99USJBIU0YD BU} JO Nesing 8y} suesul neaing,,

‘WINY 98Ul Jo pleog Buluienos) Sy} sueaw ,plieod,,

‘SUOIIPUOD [eDIpalll JOUJ0 JO S8Seas|p JO Juswieal} Sy} Ul 8sn 1o}
<

1
poo|q uewny wolj paiedsid sougisgns ognadelat; Aue suesul (§1onpold poolg;,

| ‘uolun uesyy
oy} JO JUSWUISAOS) pue 8jelS JO spesH Jo Alquassy 8yl suesw Ajquassy,,

‘e o)oIPY Jepun paysljgelse Aouaby sy} suesw fouaby,,
:9sIMIBY}0 salinbal 1xajuod au} sso|un ‘aniels siul uj

SNOILINI43d
¢ 310118V

‘uopeziueBlO YesH PHOM 2U} O} S195al ,OHM.

:Ayeal] siuy sepun
pajn)suoo spadxa Jo pasudwod dnoig) BupBliopa [B21UYDS ] BU) 0} Sl8jel (SOML.,

G

T T R




T

TR TR

6

ST

“Food Supplement” means a product intended for ingestion that contains a 3
dietary ingredient intended to add further nutritional value to (supplement) the diet.

AL

“Medical Device” means any instrument, apparatus, implement, machine,
appliance, implant, in vitro reagent or calibrator, software, material or other similar
or related article: ’

€)) intended by the manufacturer to be used, alone or in combination, for

humans or animals for: ;

0 diagnosis, prevention, monitoring, treatment or alleviation of
disease; ;

(i) diagnosis, monitoring, treatment, alleviation of or
compensation for an injury; ,

(iiiy  investigation, replacement, modification or support of the
anatomy or of a physiological process; 3

(iv)  supporting or sustaining life;

(v)  control of conception;

(vi) disinfection of medical devices; or i

(vii)  providing information for medical or diagnostic purposes by ”.
means of in vitro examination of specimens derived from the '

human body; and

(b) which does hot achieve its primary intended action in or on the human
or animal body by pharmacological, immunological or metabolic means,

but which may be assisted in its intended function by such means;

“Medical Products” means medicines, vaccines, blood and blood products,

diagnostics and medical devices; §
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ARTICLE 3 3
ESTABLISHMENT OF THE AMA

The African Medicines Agency is hereby established as a Specialized Agency of i
the AU.

AL S

'ARTICLE 4

OBJECTIVES OF THE AMA ;

Theé main objective of AMA is to enhance capacity of States Parties and RECs,
to regulate medical products in order to improve access to quality; safe and

efficacious medical products on the continent.

ARTICLE 5
GUIDING PRINCIPLES 1

The guiding principles of the AMA shall be as follows:
1. Leadership: The AMA is an institution that provides strategic direction and

promotes good public health practice in States Parties through capacity

building, and the promotion of continuous quality improvement in the

delivery of medical products regulation;

2. Credibility: The AMA’s strongest asset is the trust it cultivates with its :
beneficiaries and stakeholders as a respected, evidence-based institution.
It will play an important role in championing effective communication and

g information-sharing across the continent;

3. Ownership: the AMA is an Africa-owned institution. Parties will have
primary ownership of AMA to ensure that the financial, human,
infrastructural and other resources are adequate for performing its :

functions;
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ARTICLE 6
FUNCTIONS

The AMA shall perform the following functions:

(a) Coordinate and strengthen ongoing initiatives to harmenize medical products

regulation and enhance the competence of GMP inspectors to do so;

(b) Coordinate the collection, management, storage and sharing of information
on all medical products including SF medical products, with all its States

Parties and globally;

(c) coordinate joint reviews of applications for the conducting of clinical trials and
Provide technical support in quality control of drugs at the request of Member
States which do not. have the structures to carry out these

examination/controls/checks;

(d) Promote the adoption and harmonization of medical products regulatory
policies and standards, as well as scientific guidelines, and coordinate

existing regulatory harmonization efforts in the RECs and RHOs;

(e) Designate, promote, strengthen, coordinate and monitor RCOREs with a

view to developing the capacity of medical products regulatory professionals;

() Coordinate and collaborate, where required and on a regular basis, the
inspection of drug manufacturing sites, including the regulatory oversight and
safety monitoring of medical products, as determined by State Parties and/or

the AMA, and make reports available to States Parties;

(g) Promote cooperation, partnership and recognition of regulatory decisions, in

support of regional structures and NMRAs, that takes into account
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Evaluate and decide on selected medical products, including complex
molecules, for treatment of priority diseases/conditions as determined by the

African Union, and WHO;

Provide technical assistance and resources, where possible, on regulatory
matters to States Parties that seek assistance and pool expertise and
capacities to strengthen networking for optimal use of the limited resources

available;

coordinate access to and network the services available in quality control

laboratory services within national and regional regulatery autherities; and

Promote and advocate for the adoption of the AU Model Law on medical
products regulation in States Parties and RECs to facilitate regulatory and

legal reforms at continental, regional and national levels.

PART TWO
STATUS OF THE AFRICAN MEDICINES AGENCY AND ITS STAFF

ARTICLE 7
LEGAL PERSONALITY

The AMA shall have legal personality that is-necessary for the fulfilment of its

objectives and the exercise of its functions in accordance with this Treaty;

For the smooth fulfilment of its objectives, the AMA shall, in particular, have

the legal capacity to:

(a) enterinto agreements;
(b)

(c)

acquire and dispose of movable and immovable property; and

institute and defend legal proceedings.
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ARTICLE 11
ESTABLISHMENT OF THE CONFERENCE OF THE STATES PARTIES

The Conference of the States Parties is hereby established as the highest policy-

making organ of the AMA. It shall have the power to undertake such functions as

are provided for in this Treaty and as may otherwise be necessary to achieve the

objectives of this Treaty.

ARTICLE 12
COMPOSITION OF CONFERENCE OF THE STATES PARTIES

The Conference of the States Parties shall be composed of all Member

States of the African Union who ratify or-accede to this Treaty;

The States Parties shall be represented by Ministers responsible for health

or their duly authorised representatives;

The Conference of States Parties shall, after due consultation and on the
basis of rotation and geographical distribution, elect a Chairperson and other
members of the Bureau, namely, three (3) Vice-Chairpersons and a

Rapporteur;
The Members of the Bureau shall hold office for a period of two (2) years;
The Bureau will meet at least once every year;

In the absence of the Chairperson or in case of a vacancy, the Vice-
Chairpersons or the Rapporteur in order of their election shall act as the

Chairperson;
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(e) Provide policy direction to the AMA;

e

() Recommend the location for the headquarters of the AMA in
accordance with the AU criteria adopted by in 2005;

Loz un

(@) Approve Regional Centres of Regulatory Excellence (RCORES), an w
the recommendation of the Governing Board which makes such
recommendation after consultation with the Bureau;

{ (h) Adopt a scheme to alternate the terms of members of the Board, to
ensure that the Board at all times comprises a mix of new and old
members;

T

(i)  Adoptits rules of procedure and for any subsidiary organs;

() Recommend any amendments to this Treaty to the Assembly for
. _ consideration. |

ARTICLE 15
ESTABLISHMENT -OF THE GOVERNING BOARD g

The Governing Board of the AMA is hereby established by this Treaty. It shall be

appointed by and answerable to the Conference of the State Parties.

ARTICLE 16
COMPOSITION OF THE GOVERNING BOARD

, 1. The Board shall consist of Nine (9) members, composed as follows:

(a) Five (5) Heads of NMRAs, one (1) drawn from each of the AU-

recognized regions;

_AE One (1) Representative of RECs responsible for regulatory affairs, to be
appointed by the RECs on rotational basis;
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3. The decision of the Board shall be taken by consensus and failing which,

by a simple majority vote of the Members present;

4. In the event the Members are not in a position to attend personally, duly
accredited representatives shall represent them in accordance with the w

§ rules of the governing board;

5. The Board shall consider and recommend its Rules of Procedure and those
of the Technical Committees to the Conference of States Parties for

adoption;

6. All members of the Board shall be subject to the rules of confidentiality,

declaration of interest and conflict of interest;
7.  The Board may invite such experts as may be required, to its meetings.

ARTICLE 18
FUNCTIONS OF THE GOVERNING BOARD

SN

T

1.  The Board is responsible for providing strategic direction, technical decision-

making, guidance and monitoring the performance of the AMA;
2.  The functions of the Board shall be to: )

M (a) approve the Strategic Plan, Programme of Work, budgets, activity

_M and reports submitted by the Director General;

(b) recommend for endorsement by the Conference of the States
Parties, the appointment and dismissal of the Director General of :

AMA;

am e,

(c)  appoint and dismiss, if necessary, the independent auditor of the

AMA;
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The Commissioner of Social Affairs (which will become Commissioner for
Health, Humanitarian Affairs and Social Development) shall hold a

permanent seat;

The Board shall elect, by a simple majority and for a three (3) year non-
renewable term a Chairperson and Vice Chairperson of the Board from
among the heads of NMRAs, taking into account the Union’s principle of

regional rotation and gender equity.

_ ARTICLE 20
ESTABLISHMENT OF TECHNICAL COMMITTEES OF THE AMA

The Board shall establish permanent or ad hoc technical committees to

provide technical guidance on specific areas of regulatory expertise;

The areas to be considered may include but not be limited to: dossier
assessment for advanced therapies, biologicals (including biosimilar and
vaccines); medicines for emergencies, orphan medicinal products; clinical
trials of medicines and vaccines; manufacturing site inspections of active
pharmaceutical ingredients (API) and finished pharmaceutical products,
quality control laboratories; bioavailability and bioequivalence studies;

pharmacovigilance risk assessment; and African traditional medicines.

ARTICLE 21 .
FUNCTIONS OF THE TECHNICAL COMMITTEES

The technical committees shall be responsible for carrying out scientific
assessments and conducting scientific reviews of dossiers, including quality
aspects, and clinical trial applications; inspection of manufacturing facilities;

and providing scientific opinion to facilitate the proper functioning of the AMA;

PPN
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(b)  ensure effective implementation of the decisions of the Board and the

Conference of the States Parties;

e

(c) coordinate the programmes and work of all technical committees and
the Board.

(d) establish and maintain capacity building and regulatory systems
strengthening programmes for the benefit of Member States;

() prepare the strategic plan, work programmes, budget, financial
statement and annual report on the activities of the AMA, for
consideration and approval by the Board and the Conference of the

States Parties;

® perform any other duties as may be assigned by the Board and the
Conference of the States Parties and other relevant structures of the

African Union.

ARTICLE 24
THE DIRECTOR GENERAL OF THE AMA

1. The Director General shall be the Head of the Secretariat and shall be

responsible for the day-to-day management of the AMA,;

2. The Director-General shall be appointed by the Conference of the States

Parties upon the recommendation of the Governing Board;

3. The Director General, shall serve as the Chief Executive Officer and shall
represent the AMA in all matters, and shall report to the Board, the

Conference of the States Parties and the African Union, as appropriate;

. ER B — T T

mu.llq.uJ'a Y B i e T L S T T B D Y T N T S T B 4 Tt T2 A T S B I £, 2. XS I S T eme ey vt 2

{]
I3




S e RS

e TR T T ST

Eaa

e e

-uonoalqo 1o} sainpasold dojanap jleys pieod syl

‘sainpaooid paaibe ay} 5_3

aul| ul uoios{go ayj JopISuod 0} joued juspuadsapul ue dn }8s ||BYs pleog 8yl

‘preOg 2y yim uonoalqo sieyy obpo| Aew ays/ay "VINY Ag panss! suoisiosp Jo

so1Ape ‘uoiuido oyiuaIos e 0} s3[qo Anp Ajus Jo uosiad e 1By} JusAs ayj U|

SNOINIdO D14ILNFIOS OL SNOILO3rdo
GZ 10119V

"IN 9} O] [BUIS}XS [ENPIAIPUL 1O AjlIoyine ‘a1els Aue woly suoionsul

1de0oE 10 3295 Jou ||jeys [eiauag) Jojoailq au) sennp tay/siy Jo abieyosip auj uj

‘spadxa pue yeis YNy 1o

1oNpuo9 0 2p0o2 3y} Bulojuow 1oy a|qisuodsal ed |jeys [eieuag Jojoald 8yl
‘Aued SOIE]S B JO [eUOljeu B 29 ||Bys |Blaul9 Jojoalig Syl

‘senss| pajejal Jo Ajeal | SIy} jo
Jspew joalgns ayj ul gouanadxa pue asipadxe 'Ajubajul pue Ange diysiapes|

‘oouslodwod pejeljsuowisp 4O uoslied B &g |BYS |eleus l1ojoallig =Yl

‘salped so)e1g Jo 9ouaIBuo au} Aq panoldde ainpaoold pue ainjonis

Syl M BUlj Ul JBLBJRI0SS BUL JO HEIS JINIdSI [[BYS |eJjeus) Joyalig 8yl

‘5u0Ije}0) [euoiBal Yjim SOUBPIOODE Ul 'S0UO Sjqemaus)

‘s;eak () inoy jJo wid) e 1o} pajuiodde oq |eys |eijsueg Joypallg Syl

A

[ e R T T S R R T Ry L IO sl o TSR

Aot aTL sk T T A £ 4 N ER, DRl SR TR N AT T LR

LRI e AR Y 2 AT TR S0 T I Ty B R AT R 2 g i




ﬁ ". STLIEINITING N LA T IR T Y E RTINS A I s 3 17 Ty T L T TR T 1 T YA ST A T S A e A R I T T R S L TR e e TS S T T S et
S
. s

| 24 |
W PART FOUR :
FINANCIAL PROVISIONS m

] ARTICLE 26
4 FINANCIAL RESOURCES )

—

The Conference of States Parties shall:
(a) setthe annualassessed contribution to be paid by the States Parties;

(b) adopt the annual the budget of the AMA;

(c) determine the appropriate sanctions to be imposed on any Party that
defaults in the payment of its contributions to the budget of the AMA g

] 2 ; in line with the sanctions regime as adopted by the Assembly. ]

2. The AMA shall devise ways of resource mebilization;

35 | The AMA may also receive grants, donations and proceeds for its activities
, from international organizations, governments, private sector, foundations i
and other entities in accordance with guidélines set by the Board and 4
approved by the Conference of States Parties, provided there is no conflict

of interest;

4, Peénding the adoption of the AMA Financial Rules by the Conference of States
Parties, it shall abide by the AU ‘Financial Rules and Regulations where
appropriate.

ARTICLE 27
EXPENSES

1. The Secretariat expenses for administrative, operational and investment

purposes shall be in accordance with the approved programme of work,
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26 g
(a) World Health Organization (WHO);
(b) Africa Centres for Disease Control and Prevention (Africa CDC);
(c) Regional Economic Communities (RECs);

(d) Any other UN agencies, inter-governmental organizations and non-
governmental organizations or other institutions, including
specialized agencies other than specifically provided for in this
Treaty, that AMA considers necessary to assist in achieving its

objectives.

PART SIX
FINAL PROVISIONS

ARTICLE 31
WORKING LANGUAGES

The working languages of the AMA shall be those of the AU, namely Arabic,
English, French and Portuguese.

ARTICLE 32
SETTLEMENT OF DISPUTES:

1. Any dispute that may arise between State Parties with regard to the
interpretation, application and implementation of this. Statute shall be settled
by mutual consent between the States concerned, including through

negotiations, mediation, conciliation or other peaceful means;

o

2. In the event of failure to settle the dispute, the Parties may, by mutual i

consent, refer the dispute to:
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ARTICLE 34
WITHDRAWAL

At any time after three years from the date of entry into force of this treaty, a

State Party may withdraw by giving written notification to the depositary;

Withdrawal shall be effective one year after receipt of notification by the

depositary, or on such a later date as may be specified in the notification;

Withdrawal shall not affect any obligations of the withdrawing State Party
prior to the withdrawal.

ARTICLE 35
DISSOLUTION

The AMA may be dissolved by the agreement of two-thirds of the States
Parties to this Treaty at a meeting of the Conference of the States Parties

and upon endorsement by the AU Assembly;

At least six {(6) months’ notice shall be given of any meeting of the Conference
of the State Parties at which the dissolution of the AMA is to be discussed;

Once agreement has been reached on the dissolution of the AMA, the
Conference of the States Parties shall establish the modalities for the
liguidation of the assets of the AMA.
ARTICLE 36
AMENDNMENT AND REVISION
Any State Party may submit proposals for the amendment or revision of this
Treaty. Such proposal shall be adopted at a meeting of a Conference of

States Parties;
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3.  For any member state of the Union acceding to the present treaty, the treaty
shall come into force in respect of that State on the date of the deposit of its
instrument of accession.

M ARTICLE 39
DEPOSITORY

This Treaty shall be deposited with the Chairperson of the AU Commission, who :
shall transmit a certified true copy of the Statute to the Government of each |
signatory State.
ARTICLE 40

REGISTRATION ]
The Chairperson of the Commission upon the entry into force of this Treaty shall
register this Treaty with the United Nations Secretary General in conformity with
Article 102 of the Charter of the United Nations.

ARTICLE 41
AUTHENTIC TEXTS

This Treaty is drawn up in four (4) original texts in the Arabic, English, French and i

Portuguese languageés, all of which are equally authentic. .W

IN WITNESS WHEREOF, WE the Heads of State and Government or duly 3
authorised representatives of the Member States of the African Union have signed
and sealed this Treaty in four original texts in Arabic, English, French, and

Portuguese languages, all texts being equally authentic. :

ADOPTED BY THE THIRTY-SECOND ORDINARY SESSION OF
THE ASSEMBLY, HELD IN ADDIS-ABABA, ETHIOPIA

: 11™ FEBRUARY 2019
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| Direciorate of Legislative &
Procedural Services

i The Table:OFficai .

MEMO

TO

: DIRECTOR, AUDIT, APPROPRIATION AND
OTHER SELECT COMMITTEES’ SERVICES (NA)

FROM : PRINCIPAL CLERK ASSISTANT I

DATE - DECEMBER 5, 2022
SUBJECT : PAPERS LAID

/j

The following Papers were laid on the Table of the House on Thursday, December 1, 2022
(Afternoon Sitting): -

#&1) Memorandum on the Ratification of African Union Treaty for the establishment of the
African Medicines Agency (AMA);
ii.) Annual Report for the Financial Year 2020/2021 from the Parliamentaty Service
Commission;
iii.) Reports of the Auditor — General and financial Statements of the following Institutions
for the year ended 30* June, 2021 and the certificates therein:

PN AL

9
10.

Kitale National Polytechnic;

Bungoma Notth Technical and Vocational College;
Lugari Diploma Teachers Training College;
Mathioya Technical and Vocational College;

Kenya School of Government;

Institute of human Resource Management;
National Housing Corporation;

Kenya Urban Roads Authority;

Kenya National Highways Authority; and

Lake Basin Development Authority.

v.) Repotts of the Auditor — General and financial Statements of the mo:o/ﬁbm constituencies

for

the year ended 30t June, 2021 and the certificates therein:

1. Rangwe; 9. Magarini;

2. Suba South; 10. Awendo;

3. Likoni; 11. Nyatibati Chache;
4. IKtutu Chache; 12. Bonchati;

5. South Murirango; 13. Taveta; and

6. Bobasi; 14. Kilifi «oRTH

7. Mvita; .

8. Malindji;

Enclosed herewith, please find the said papers for your necessaty action.

tr A,
RACHEL KAIRU
Copy: Cletk of the National Assembly

(Encls)

Deputy Cletks -
Ditector, Legislative & Procedural Setvices







