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CHAIRPERSON'S FOREWORD

The Cabinet Secretary, Ministry of Iroreign Affairs, submitted a memorandum to the National
Assembly dated lSth May,2022 regarding the ratification of the Afi'ican Union Treaty for the
establishment of the Af ican Medicines Agency (AMA). The memorandum and text of the
Protocols wele committed to the Departmental Committee on Health fbr processing.
Considering that, the House proceeded to Sine dierecess immediately thereaflter, marking the end
of the 12tl'Parliament, the paper could not be considered. The aid treaty was le-tabled befor-e the
House on Thursday. December 1, 2022 in the lStl' Parliament.

The Af ican Union treaty on establishment of the Afi'ican Medicines Agency (AMA) was
approved on 1Zth May, 2022 by Cabinet during its meeting. Considering the protocols, the
Committee held a total of five sittings.

Pursuant to the provisions of Article tt8 (l)(b) of the Constitution on public participation and
section a(s) of the Treaty Mahing and Ratification Act of zotz, the Committee placed
advertisements in two local dailies of nationwide cilcLrlation, on 26tl'January 2o23 r'equesting for
submissions of memoranda on the subject. The Committee received a memorandum in srrpport
of the Afiican Medicines Agency (AMA).

Further, the Committee deliberated on the treaty with the agencies involved, in recognition of
the crosscutting nature ofthe treaty.

The Committee is thankful to the Office of the Spealter and the Clerk of the National Assembly
for the logistical and technical support accorded to it during its Sittings.

Pursuant to Section s(+) of the Tleaty Making and Ratification Act, 2ol2 and Standing Order
199, it is my pleasant duty to present the Ileport of the Departmental Committee on Health on
its consideration of the treaty on the establishment of the Afi'ican Medicines Agency (AMA).

HON. DR. ROBERT PUKOSE, MP- CHAIRPERSON
DEPARTMENTAL COMMITTEE ON HEALTH
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1.O PREFACE
1.r Establishment of the Committee
The Departmental Committee on Health is established pursuant to Standing Order 216

1.2 Mandate of the Committee

The Committee is mandated under Standing Order 2rG (4) and (5) to inter alia-

,) inaestigate, inquire into, and report on all matters relating to the mandate, management, actiaities,

administratiort, operations and estimates of the assigned ministries and departments;

b) study the programme and poliq, objectiaes of minish'ies and departments and the ffictiueness oif
the implementation and effectiaeness oif the implementation;

4 study and reuiew all legtslation referred to iq

d) stu$4 assess and analtze the relatiue success of the ministries and departments as measmzd by the

results obtained as compared with theit' stated objectiaes;

4 inaestigate and inquire into all matters relating to the assigrted ministries and departments as thqt
may deem necessary, a'nd as may be referred to th.em by the House;

"D aet and report on all appointments where the Constitutiott or arry laza requires the National
Assembly to approue, ercept those under Standing Order 2o4,(Committee on Appointments);

g) examine treaties, agreements and conventions;

h) make reports and recommendatiorts to the House as oJten as possible, hrcluding recommendation of
proposed legislation;

4 consider reports of Comm.issions and independent offices submitted to the house pursuant to the

proaisiorts of Article 254, of the Constitution; and

j) etamine any questions raised by Men.bers on a matter within its mandate.

In executing its mandate, the Committee oversights the Ministry of Health;

According to second Schedule of the Standing Orders, the Committee is mandated to consider
the following subjects:

i. Health;

ii. Medical care and Health insurance including universal health coverage.
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1.3 Committee Membership
The Committee comprises the lollowing fifteen (t5) Members;

The Committee was constituted by the House on 27th October' 2022 and comprises the
following Mernbers;

Chairperson
Hon. (Dr.) Ilobert Pukose, MP

Endebes Constituency
UDA Party

Vice-Chairperson
Hon. Ntwiga, Patricl< Munene MP
Chuka/ I gambang'ombe Cons tituency

UDA Party

Members

Hon. Owino Martin Peters, MP
Ndthiwa Constituency
ODM Party

IJon. Muge Cynthia Jepkosgei, MP
Nandi (CwR)
UDA Party

Hon. Wanyonyi Martin Pepela, MP
Webuye East Constituency
Ford Kenya Party

Hon. Kipngolt Reuben Kiborelt, MP
Mogotio Constituency
UDA Party

Hon. Nyikal Jarnes Wambura, MP
Seme Constituency
ODM Partv

Hon. Kibagendi Antoney, MP
Kitutu Chache South Constituency
ODM Party

Hon. Julius Ole Sunltuli Lehalteny, MP
Kilgoris Constituency
KANU

Hon. MaingiMary, MP
Mwea Constituency
UDA Party

Hon. Mathenge Duncan Maina, MP
Nyeri Town Constituency
UDA Party

Hon. LengurisPauline, MP
Samburu (CWR)
UDA Party

Hon. C)ron Joshua Odongo, MP
Kisumu Central Constitrrency
ODM Party

Hon. (Prof )JaldesaGuyo Waqo
Moyale Constituency
UPIA Party

Hon. Mukhwana Titus Khamala, MP
Lurambi Constituency
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1.,1 Committee Secretariat

l. The following are the Secretariat who support the Committee;
Mr. Hassan Abdullahi Arale

Clerk Assistant IIlHead of Secretariat

Mr. Gladys Jepkoech Kiprotich
Clerk Assistant III

Ms. Marlene Ayiro
Principal Legal Counsel II

Ms. Salat Abdi Ali
Senior Serjeant-At-Arms

Ms. Faith Chepkemoi
Legal Counsel II

Mr. Yakub Ahmed
Media Relations Officer Il

Mr. Rahab Chepkilim
Audio Recording Officer II

Ms. Abigel Muendi
Research Oflicer III

Mr. Hiram Kimuhu
Fiscal Analyst III

Mr. Benson Kimanzr
Serjeant-At-Arms III
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2.O ANALYSIS OF THE AGREEMENT

INTRODUCTION

l. Article z(5) of the Constitution of Kenya, 2OlO provides that the general rules of
international law while Article z(6) of the Constitution provides that any treaty or
convention ratified by Kenya shall form part of the law of Kenya under this Constitution.

2. The Treaty Making and Ratification Act, No. ,1,5 of 2,ot2, (heleinafter referred to as "the
Act")was enacted by Parliarnent to give effect to Article z(o)of the Constitution. The Act
governs the making and latification of treaties in Kenya.

3. Section z of the Act defines a treaty as an "international agreement concluded between
States in written form and governed by international law, whether embodied in a single
instrument or in two or mol'e related instruments and whatever its particular designation
and includes a convention".

4. Under the Constitution and the Act, the responsibility of initiating the treaty making
process, negotiating and ratifying a Treaty lies with the Executive. In making this
decision, the Executive ought to be guided by Section 5(z) of the Act which provides
considerations that must be followed including:

a) the need that the new tleaty is to meet;
b) the existing legal regime, including the extent of its applicability to the perceived

problem;
c) the probability of reaching the required measure of agreement on the solution

aimed for;
d) any lelevant legislative efforts related to the perceived problem;
e) the optimal form for the proposed treaty;

0 the likelihood that the proposed treaty shall be accepted by a sufhcient number of
states, where the treaty is multilateral;

g) the anticipated time schedule for completing the treaty-making process;
h) the expected costs of formulating and adopting the treaty to Kenya; and
i) in formulating treaties relating to technical or scientific problems; whether

extensive scientific studies or resealch have been carried out to determine the
palameters of the problem and the lines of potential solutions.

ROLE OF THE NATIONAL ASSEMBLY IN TREATY MAKING AND RATIFICATION

5. Although initiation of the treaty making process is the role of the Executive, Parliament
as the legislative arm decides whether a Treaty shall form part of the law of Kenya upon
which the treaty comes into force. This flows fi'om Article 9+(5) of the Constitution which
provides that "no person or body, other than Parliament, has the power to make pl'ovision
having the fblce of law in Kenya except under autholity conferred by this Constitution
or by legislation".

6. After the Treaty has been approved by the National Assembly, it therefore becomes
binding upon Kenya and Kenya cannot invoke the provisions of its domestic law to justify
any lailure to perform its obligations under a treaty ratified by it.
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1. According to the Vienna Convention on the Law of Treaties, 1969 which governs the
making and latification of treaties internationally, a treaty becomes binding on a state
upon ratification.

8. Section z of the 'freaty Making and Itatification Act defrnes ratifrcation as the "the

international act by u,hich the State signifies its consent to be bound by a treaty and

includes acceptance, approval and accession where the treaty so provides".

9. Under section 7 of the Act, where the Government intends to ratif,y a treaty, the Cabinet
Secretary of the relevant State de1;artment shall, in consultation with the Attorney-
General, submit to the Cabinet the treaty, together with a memorandum outlining-

a) the objects and subject matter of-the treaty;
b) any constitutional implications including-

i. any proposed amendment to the Constitrrtion; and
ii. that the treaty is consistent with the Constitution and promotes

constitutional values and objectives;
c) the national interests which may be affected by the ratification of the treaty;
d) obligations irnposed on Kenya by the treaty;
e) requirements for implementation of the treaty;
f) policy and legislative considerations;
g) financial implications;
h) ministerial responsibility;
i) irnplications on matter-s relating to counties;
j) the summary of the process leading to the adoption of the treaty:
k) the date of signature;
l) the numbet'of states that are party to the treaty;
m) the vievvs o{'the public on the ratification of the treaty;
n) whether the treaty sought to be ratified permits leservations and any

lecommendations on reservations and declarations;
o) the proposed text of any reservations that should be entered when rati{ying the

treaty in order to ltrotect or advance national interests or ensure conformity with
the Constitution; and

p) whether expenditure of'public funds will be incurred in implementing the treaty
and an estimate, where possible, of the expenditure.

Consideration by the National Assembly

The Treaty Making and Ratilication Act, No. 4,5 of gote

lo. Section 8 of the Treaty Making and Ilatif-rcation Act, No. 4,5 ol' 2ot"2 provides for the
consideration of'Treaties by Parliarnent. Upon approval of' a Treaty by Cabinet, the
relevant Cabinet Secretary shall subrnit the Treaty together with a memorandr,rm on the
-freaty to the Speaker of the National Assernbly for tabling pursuant to the Standing
Orders.

11. Section 8(3)olthe Treaty Mahing and Ratification Act, No. +5 of "2otz provides that the
relevant parliamentary Committee in the National Assembly is taslted with consideration
of the Treaty and shall ensure public participation in the ratification process in accordance
with the laid down parliamentary procedtrres. (Section 8(3) of the Act).
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Decision on Ratification by the National Assembly

12. The National Assembly may:

a) refuse to approve the ratification of a Treaty-where the National Assembly refuses to
approve the ratification o{-a tleaty, the Clerkof the National Assembly shall submit the
resolution of the House to the relevant Cabinet Secretary within fourteen (t+) days of
such resolution (Section s(z) of the Act) and the Government shall not ratify the said
Treaty;

b) approve the ratification of a Treaty without reservations to specific provisions of
the treaty (Section s(+) of the Act)-where the ratification of a treaty is approved by
National Assembly without any reservations to the treaty, the relevant Cabinet Secretary
(the Cabinet Secretary for the time being responsible the subject matter of the treaty)
shall, within thirty (so) days fi'om the date of the approval of the ratification of treaty
request the Cabinet Secretary to prepare the instmment of ratification of the tt-eaty;

c) approve the ratification of a Treaty with reservations to specific provisions of the
treaty-where a treaty is approved for ratification with reservations to some provisions of
the treaty, the treaty shall be ratified with those reservations to the corresponding article
in the tleaty.

13. Proposed reservations made by the National Assembly are introduced as a provision into
the Tleaty in line with the procedure set out in the Standing Orders (Section s(5)of the
Act).

14,. In making the decision on the approval for ratification ofa Treaty, Section s(s)of the Act
provides that the National Assembly shall not approve:

a) the ratification of a treaty or part of it if its plovisions are contrary to Constitution;
and

b) a resen,ation to a treaty or part of it if that reservation negates any of the provisions
of the Constitution e\ren if the resen,ation is permitted undel the relevant treaty.

15. Section t2 of the Act provides that a Treaty cannot be ratified unless the same has been
considered and approved by the Cabinet and Parliament. A per-son who ratifies a Treaty
without following this process commits an offbnce and shall be liable to imprisonment for
a term not exceeding fifteen (tS) years or to a fine not exceeding twenty (zo) million
shillings or to both such fine or imprisonment.

1. The National Assembly Standing Orders

16. One of the functions of Departmental Committees under Standing Order zto(s)(fa) is to
" e.ram.hte treaties, agt'eentents and conaentiotls".

17. The procedure of ratifrcation of treaties is guided by Part XXI and in particular Standing
Order tToA of the National Assembly Standing Orders. Standing Order 17oA provides:

"(t) A treaty submitted to the National Assemb$,for ratfication shall be latd on the

Table of the House and stand commfited to the relevant Committee;for consideratrcn.

(z) The cornm ittee shall u ndertake public parttcipation before subm ittirtg its report to the

House.

o
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(s) In addition. to the htformatiort required to be submitted to the National Assembly tmder'
zaritten laza, the co'mmittee may require the releaant Cabinet Secretary to submitfitrther
irfo r m. a tio n, inc h d ing-

,) the social and enaironmental impact of the trea$ in tlrc short-term., medium term
and long-term; and,

b) the nahrre and eaidence of any ltublic participatiott conducted on the trea$t.

(<) The report of the committee to th.e ITouse shall include-

,) information on th.e aieuts of the people on the ratfication of the h'ea$
emanatingfi'om. public participatton conducted by the committee;

b) theftndntgs of the committee on the h'eaty and any other information
the co'mmittee 'may deem. necessa?y; and

4 a recommendation that the llouse-
(i)approaes the rattftcation of the h'eal4 or

(ii) approaes the rattfication of the treal zuith reseraatiorts, or'

(iii)relects the rattfication of the trealy.

(S) In approaing rattftcation of a Treag, zuith reseraatiorts, the House shall specfy the

fficted proaisiorts of the Trea$, and the proposed tert of each reseraation, which may

include prescription of tim.elines within which an obligation is to be fuftlled before

implementation of the Trea$t.

(o) Upon decision of the House on a Treag, the Clerk shall, withirl seaen (r) days, nottfy
the releaant Cabinet Secretary and enter the htformation h the register oif treaties."

A. OBJECTIVE OF THE TREATY

18. The Af ican Union (AU) Treaty for the trstablishment of the Af ican Medicines Agency
(hereinafter' "the Treaty") was adopted by the 32ud ordinary session decision of the
Assembly of Heads of State and Government on l ltl' February 2o19.

19. The Treaty establishes the Afi'ican Medicines Agency (AMA) under Article 3. AMA is a
specializ.ed agency of the AU with its own rules, membership and resources, intended to
enhance the capacity of state parties and Regional Economic Communities (RtrCs) to
regulate medical products in order to improve access to quality, sale and eflicacious
medical products on the Afi'ican continent.

2o. Weah regulatory systems har.,e resulted in the circulation of substandard and falsified
medical products in many Af ican Union member states causing rish to public health,
harm to patients and undermining confidence in healthcare delivery systems. The AMA
therefore intends to:

a) Provide a platform {br coordination and strengthening of'on-going regional
and continental harmonization initiatives

b) Complement efforts of IltrCs and contribute to their capacity building towards
improving access to quality assured medical products with the agenda of
Universal l{ealth Coverage and Sustainable Development Goals
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c) Defrne acceptable standards in the regr.rlation of rnedical products in the
continent

21. The Organs of the AMA are:
(a) The Conference of the State Parties-the highest policy-rnahing organ of the

Agency. It is composed of all member states of the African Union (AU) who ratify
the Treaty and which will be represented by their Ministers responsible for health
or their representatives. The conference shall meet once evel'y two (z) years.

(b) Governing Board-it shall be composed of the heads of National Medicines
Regulatory Authorities (NMRAs), RECs, Regional I{ealth Organizations
responsible for regulatory aflairs among others.

(c) The Secretariat-responsible fol coordinating the implementation of the decisions
of the Conference of State Parties and Policy organs of the AU and the Board of
the AMA. The secretariat shall be headed by the Director General who shall be

responsible for the day-to-day management of the AMA.
(d) The Technical Committees-The Boald shall permanent and ad hoc technical

committee to provide technical guidance on specific areas of regulatory expertise.

22. The obligations of State Parties undel the Treaty include:

a) To coordinate national and sub-regional medicines regulatory systems;
b) To conduct regulatory oversight of selected medical products including

traditional nredicines;
c) To promote cooperation, harmonization and mutual recognition of regulatoly

decision;
d) To strength and harmonize efforts of the AU-recognized RECs, Ilegional Health

Organizations (RHOs) and Member states; and
e) To complement and enhance collaboration and contribute to improving patient's

access to quality, safe and efficacious medical products and health technologies on
the continent.

%.The AMA is supposed to work closely with the AU, World Health Olganization (WIIO),
Afi'ican Centres for Disease Control and Prevention (Af ica CDC), and any other UN
agencies. It shall further maintain active cooperation with AU rner-nber states and other
countt'ies as well.

2,!. Article 33 allows a State Palty when ratifying the Treaty to sLrbmit reservations to any
provisions of the Treaty in writing. The reservation shor,rld not contravene the objects
and purpose of the Treaty. The reservation may be withdlawn at any time in writing.

25. Article 34, allows a State Party to withdraw fi om the Treaty three (3) years fi'om the date
of entry into force of the Tleaty provided that the obligations of such a party prior to the
withdrawal shall still subsist.

26. The Treaty may be dissolved by an agreement of two-thirds of the State Parties to the
Treaty and may be amended ol revised pursuant to Article 35 and 36 of the Treaty.

27. Under Article 37, the Treaty is open for signatrrre and ratification by Member Sates of-

the AU.
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28. Under Article 3f) of'the Treaty, the 'I'reaty shall enter into force thirty (SO) days after
deposit of the filteenth (t5tl') instrument of ratification. For countries such as Kenya that
are ratilying the'freaty after it has come into Ibrce, the'freaty shall come into f,orce on
the date of'deposit of instmment of accession or ratification.

B. PUBLIC PARTICIPATION ON THE TREATY
a) Legal Provision on Public Participation

29. Article I l8 (1) (b) of the Constitr"rtion of Kenya provides as follows
"Parliamenl shallfacilitate publtc participatiort and htaolaem.ent in the legislatiue and
other business of Parliant.ent and its Comm.ittees."

30. Section s of the 'freaty Malting and Ratification Act, No. 45 of zotz provides for the
consideration of Treaties lly Parliament. Upon approval of a Treaty by Cabinet, the
relevant Cabinet Secretaly shall submit the -freaty together- with a memorandurn on the
Treaty to the S1;eaher of'the National Assembly for tabling pursuant to the Standing
Orders.

31. Section s(s)of the -freaty Making and Ratiljcation Act, No.'[5 of zotz provides that
"the releaant parliam.entary Com.mittee shall, du.rhg its consideratioru of the

T'realy, ensure public participation h the rattftcation process ht accordance

with laid down parliamentary procedures".

39. Standing Order l?oA provides:
"(e) T-he committee shall undertake public participation before
submitting its report to the lfouse.

(+) The report of the committee to the Ifouse shall include-

d) information on the views of the people on the ratilication of
the treaty emanating from public participation conducted by
the committee;

(b) Methodology used by the Committee in Public Participation

s3. The Memorandum by the Ministry of Iroreign Aflairs on the Ratification of the African
Union Treaty for the listablishment of'the Af ican Medicines Agency (AMA) was laid on
the Table of the I{ouse on -ltresday, 7tl' June 2022. The Treaty was however not
considered as the House in the l2tl'Parliament proceeded to Sine die recessimmediately
theleafter.

3a.'fhe 1'reaty was re-tabled bel'ore the House on Thursday, I't Decentl>er 2022 in thg 13tlt

Parliament and committed to the Departmental Committee on Ilealth for consideration.

35. Pursuant to the aforementioned provisions of the Constitr"rtion, the 'freaty Making and
Ratification Act, 2012 and Standing Orders, the Committee through local daily
newspapers 6f'26tlt January, 2o23 ptrblished an advertisement inviting the public to
submit memoranda. Further, in a letter dated 2Stl'.Ianuary,2023, the Committee wrote tcr

various staheholders including the Ministry of- Iioreign Affairs, National Treasury,
Ministry of'Health, Ministry of Trade, Investment and Industry, Ministry of [iast Af ican
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Community, Ofllce o[the Attorney General and Department of Justice, Kenya Revenue
Authority, Kenya Law Reform Commission to submit memorandum on the Treaty which
they all supported the treaty (responses attached).

36. The Committee also held a stakeholder engagement forum sp 27th February 2023 with
various non-state actors and non-governmental organizations at Mercule Hotel, Nairobi.
The stakeholders who attended the forum were:

(a) RoCHE
(b) Coalition for Health Research and Development (CHREAD)
(c) PATH
(d) Kenya Pharmaceutical Association
(e) International n IDS Vaccine Initiative (IAVI)
(f) DNDr
(g) Generic Specialities
(h) trederation of Kenya Pharmaceutical Manufacturers
(i) Pharmaceutical Society of Kenya

fi) Renal Patients Society of Kenya
(k) NCD Alliance of Kenya
(l) Kenya Medical Laboratory Technicians and Technologist Board
(m)Mission for Essential Drugs and Supplies (MEDS)
(n) Ministry of Health, Directorate of Health Product and Technologies
(o) United States Pharmacopeia (USP)
(p) Pharmacy and Poisons Board
(q) National Quality Control Laboratory
(r) Afi ican Medical and Research Foundation (AMREF)
(s) MI-PH

37. The report is divided into two parts as follows:

Part I of the Report contains the analysis of the public submissions on the latification of
the Treaty, written and oral submissions leceived from the public and various
stalieholders noting general comments in suppolt or against the ratification of the Treaty
and the list of institutions that submitted their memoranda.

38. Palt II of the Report contains a copy of the newspaper advertisements ofWednesday, 26tl'
January, 2023 tntittng the public to submit memoranda on the ratification of the Treaty
and a letter inviting the relevant stakeholders for memoranda and the minutes of the
Committee sittings during the considelation of the ratification of the Treaty.
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3.O STAKEHOLDER VIEWS ON THE AFRICAN UNION TREATY FOR THE
ESTABLISHMENT OF THE AFRICAN MEDICINES AGENCY

39. The table below highlights the stakeholder comments on the ratification olthe Treaty-

THE AFRICAN UNION (AU) TREATY FOR THE ESTABLISHMENT OF THE
AFRICAN MEDICINES AGENCY (AMA)

STAKEHOLDER POSITION JUSTIFICATION

State Department
for East Af ican
Community

Ministry of East
Afi ican Community
and Regional
Development

After
consultations
with the
Ministry of
IIeath, supports
ratification of
the Treaty vide
letter dated 2"d
Irebruary 2O23.

o AMA flows fi'om the Afi'ican Medicines
Il.egulatory Harmonization (AMRH)
Initiative that has been advanced by the AU
Development Agency and regional
economic communities (RECs) in
collaboration with development partners.

o Kenya supported AMRII initiatives- set up
of- EAC-MRI{ Programme and
implementation-helped Kenya realize its
health sector development goals

o AMA to complement eflorts of existing
national and regional regr.rlatory bodies or
harmonization initiatives at RECs level
which will continue with their work

o Kenya to benefit when the treaty comes into
folce as follows:

a) AMA provides platform fbr coordination
and strengthening on-going regional and
continental harmonization initiatives, pool
expertise and capacities fbr optimal use of
the limited resources and combat of
substandard and falsified medical products

b) Will strengthen Kenya's clinical trials
ecosystem including Covid- tg,
manufacturing industry, and ability to
regr.rlate and monitol' safbty of health
products

2 Ministry of Foreign
and l)iaspora Aflairs

OfIice of the
Attorney ()eneral

Ministry of Health

Jointly supports
the latillcation
of the 'I'r'eaty

vide letter dated
3.1 Iiellruary
2023.

No reservations
raised.

MOH through the Phalmacy and Poisons
IJoard (PPB) ensures qrrality, safety and
eflicacy of-health products and technologies
thror"rgh ca1;acity building, WHO
collaborative procedul'es, harmonization
initiatives, collaboration with development
partners
Kenya through PPB has been contributing
technically to the AMRH initiatives that has
lacilitated the realization of' Kenya's health

a

a
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THE AFRICAN UNION (AU) TREATY FOR THE ESTABLISHMENT OF THE
AFRICAN MEDICINES AGENCY (AMA)

STAKEHOLDER POSITION JUSTIFICATION

sectol'development goals; Two (z)offrcers ol
PPB are Chairpersons of Technical
Committees under the AUDA-NEPAD
AMRH Initiative, the precursor of the AMA

o AMA headquarters in EAC (Rwanda)
o 23-member states have ratified -fleaty

(Rwanda and Uganda have fully ratified and
deposited instruments to the AU
Commission)

o Covid-t9 triggered the interest of African
countries to develop their manufacturing
capacities to remedy challenge of access to
essential health products such as vaccines
when global supply chains deprioritize
Af ica's needs

o Depicts Kenya's commitment to Afi'ica's
collective action for improved regulation of
medicines, medical products and
technologies as a Member of AU and RECs
such as EAC and IGAD

o Ratification facilitates the achievement of
Kenya Vision 2O23O and supports the
achievement of objectives under the Kenya
National Health Policy, Kenya Ilealth
Sector Strategic Plan and Kenya National
Pharmaceutical Policy.

o Kenya has the largest pharmaceutical
industry in the common market for the
Eastern and Southern Af ican Regions- over
3O manufacturing plants

o AMA will open up rnarltet for Kenyan
phalmaceutical products from USD l60
Million (EAC) to USD t.z Billion (Af ican
Continent)

Legal Implication

Treaty in line with/ not amending the
Constitution
May require amendment of Kenyan laws
for compliance with and implementation
of the Treaty obligations-Treaty
advocates for adoption of the AU rnodel
law on regulation of medical prodr,rcts

Kenya may need to develop guidelines
for peliodic reporting obligations

a

a

a
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THE AFRICAN UNION (AU) TREATY FOR THE ESTABLISHMENT OF THE
AFRICAN MEDICINES AGENCY (AMA)

STAKEHOLDER POSITION .IUSTIFICATION

arising fi'om joint capacity assessments
for Membel States

3 Pharmaceutical
Society of Kenya
(PSK)-Professional
Body of, Pharmacists
in Kenya)

Support the
ratification of
the 1'reaty vide
letter 6121gd 6tlt

Iiebruary 2023.

a

a

a

a

Given that the objectives of the Treaty
on Medicines entail ensuring public
safety, plomoting innovation,
streamlining prodirct registration,
harmonizing healthcare education
systems among others, Pharmacists are
important stalteholders in this and their
role and contribution should be given
more prominence in the entire process of
establishing the AMA. Their expertise
can be applied to several areas such as

innovation o{' new therapeutic products
and systems technologies and
management of non-communicable
diseases. They can form a think tank
funded by AU or AMA to collect data
and offer policy direction and guidance
on effective use of medicines. They can
also work with higher learning
regulators in developing a halmonized
curriculum for pharmacists in the
continent.
The Treaty encourages local
manufacturing.
In lelation to resourcing, the Treaty is

presently being funded by donors, what
will happen later when donors pull out?

The role of pharmacists and the
pharmaceutical plofession needs to be
leveraged upon in the implementation of
the Treaty.

4 Kenya AIDS NGOs
Consortium
(KANCo)

Supports the
expedited
ratification of
the 'freaty vide
letter dut"d ot"
Ireblualy 202li.

a The Treaty provides:
'/ Support lbr growth of local

pharmaceutical production
,/ Mechanism for evaluating medical

products fbr treatment of priority
diseases

,/ Coordination of joint leviews of
clinical trial applications for vaccines

./ Infbrmation sharing and
collaboration with RtrCs and
National Medicines Regulatory
Arrthorities in identification of
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substandard and lalsified medical
products

Kenya is a rna.lor' player in the fleld of
global health should be in the forefr-ont
in latifying the Treaty which will
protnote Article {3 of'Constitr"rtion on
the right to access the highest attainable
standard of' health incltrding
reproductive health care.
-fhe Tleaty has been ratified by 33 out
of 55 AU Member States.

2o nations have ratified and deposited
the Treaty; I) have ratified but not
delrosited, 22 not ratified or signed, to
inclrrding Kenya have signed br.rt not
ratilled.
'lhere is need to establish an AIi'ican
Digital Platfbrrn that lists the approved
medical products and technologies in the
Cor"rtinent.

The Association a1;plauded the Kenyan
Parliament for undertahing public
particilration on Treaty.

O

a

a

a

a

5 Coalition for Health
Il.esearch and
Developnrent

Note: KANCO is

llart ot' this coalition.

Supports the
expedited
ratification of
the 1'reaty vide
letter dated .,'t'
Iiebruary 2O23

a

a

Ratification of'the Treaty will catalyze
realization of Universal I Iealth
Coverap;e through faster access to the
highest quality of' rnedical products
thereby facilitating the realiz.ation of
Alticle +g of the Constitution.
The Coalition su1>ports harmonization
of regLrlatory systerns fbr medical
products in the country.
'fhe 'freaty is in line with the
Constitution and rvill contribute to
achievement of governrnent health
policies such as Kenya Ilealth Policy,
Kenya National l)harnraceutical I'olicy
etc.

Ilatification u,ill lead to job creation,
econonric growth, redtrced over reliance
in imported expensive nredicines and
rnedical prodrrcts and incleased local
manulacturing capabilities.

a

a

Lt
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a

a

a

AMA will provide capacity building
upon request, to national regulatory
authorities such as the Pharmacy and
Poisons Board.

After ratification, there is need to
identify gaps and strengthen the
existing legislation.
There is need to assess elements of
patient safety so as to reduce harm to
consumers and ensure the intended
therapeutic outcomes of the Treaty.

6. Kenya
Authority

Ilevenue Supports the
ratification of
the Treaty vide
letter dated 13tl'
February 2O23.

KIIA does not have additional input on the
Treaty and Memorandum fi'om the Ministry of
Foreign A{Iairs.

I Office of- the
Attorney General
and Department ol
Justice

Supports the
ratification of'
the Treaty vide
letter 6[n1sd 2ttd

February 2O23.

The Treaty and Memolandum fiom the
Ministry of Foreign Aflairs are in order from a

legal persllective.

8 Federation of Kenya
Pharmaceutical
Manufacturers

Sr-rpports the
ratification of'
the Treaty vide
letter dated l't
March zozg.

a

a

a

a

a

How will all Af ican pharmaceutical
companies have a level playing field in
protected countries such as Ghana, and
Algeria and Morocco which restricts the
list ofproducts that can be imported into
the country and support sale of locally
manufactured products?
What mechanisms have been put in
place to ensure that AMA will worlt with
individual state parties and RtrCs in
regulation of medical products in the
continent?
Kenya shor"rld be represented in the
AMA Secretariat.

What is the situation with regard to the
trAC l{arrnonization policyP Will
money be earned fi'om registration and
atrthorization of medicines?

Inr,olvement of pharmacists in research
on medicines- 'fhere is need to have a

harmonized way of training pharmacists

1.2
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a There is need to ensure proper disposal
of medication
There is fear that the pharmaceutical
market might be swamped
There is need to reduce the cost of
production so as to improve productivity
and cost effectiveness
The Treaty is aligned to the
Constitution and policy fiamework. It
makes economic sense and strengthens
regulatory expertise and ensul'es
harmonized processes

There is need to ensure Kenya can
manufacture and benefit fi om the sale of
Active Pharmaceutical Ingredients
(APIs)P

a

o

a

a

9 PATH Supports the
ratification of
the Treaty.

a Treaty ratified on I lth January 2019 and
came into force on Stl'November 2092.

23 member countries have fully ratified
the Treaty; 1o member countries have
signed the Treaty but not completed the
ratification process. Kenya part ofthe lo
countries.
The main objective of Treaty is to
enhance capacity of state parties and
Regional Economic Communities
(RtrCs).
The Treaty facilitates the
implementation of the AU Model Law
on Regulation of Medical Products.
AMA will be an advisory institution and
a platform for collaboration between
national medicines regulatory
authorities/ RECs steered by state
parties.

The AMA Governing Council to be
formed in two weeks' time. Kenya lost
the opportunity to host AMA and
therelore needs to position its people for
the positions of influence in the AMA
Governing Council.
The AU Model Law on the Regulation
of Medicines is being implemented
through the Kenya Drugs Authority Bill

a

a

a

a

a

a
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sponsored by the Chairperson of' the
Committee. -fhe Bill also anchors the
AMA. The Ilill ought to be enacted to
guarantee the safety ofdrugs in Kenya.

10 Afi'ican Medical and
Research
Foundation
(AMRtrF)

Supports the
ratification of'
the Treaty.

o The'freaty ensLrres access to medicine.
o Kenya is the lead in Afi-ica in the

pharmaceutical manr"rfacturing sector as

it currently manufactures both for the
local and external marhets. io% of
Kenyan pharmaceutical products are
exported

o The Treaty encourages capacity
building through ltnowledge transfer
and training.

11 Mission for
Essential Drugs and
Supplies (MEDS)

Supports
ratification
the Treaty

the
of

MtrDS supports ratification of the Treaty as

it will reduce bureaucracy in manufacturing
of-health products and technologies due to
improvement in regulatory requirements
Kenya needs to leverage on the local
capacity to ensure quality control
There is need to do post medical
surveillance
There is need to fast-traclt the Kenya
f)evelopment Authority Bill
There is need to revir.e the Traditional
Practice Bill that was done during the
previous Parlianrent.

a

a

a

a

a

t2 Renal Patients
Society of Kenya and
Non-Commr"rnicable
Diseases (NCD)
Alliance of-Kenya

Sqrports
ratification
the Treaty

the
ol'

a

a

The 1'reaty will help in reduction in the
cost of drugs and ensure availability of
drLrgs. There is need to ensure local or
regional prodr"rction of drr"rgs using
locally available materials and expertise
so that drugs can be sold at a cheapest
price. This rvill soh'e the problem of
expensive drugs while ensuring safety
and quality. 'fhe AMA to provide for a

nreans o{-capacity bLrilding within the
continent
Afi'ica was considered last in the supply
of vaccines dr-rring the covid-t9 period.

'1.4
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t3 Drugs lbr Neglected
Diseases

Suppolts the
ratification of
the Treaty.

a

a

a

Accelerated access to treatment should
Ibcus on policy adoption- w'ill there be

reliance on WIIO fbr t'ecomnrendation
before adoption of medicines in the
continent?
In relation to the regulatory aspect, does

establishment of AMA eliminate the
wllo?
What is the eflbct on customs within the
respective .iulisdictions? l'lach and every

.iurisdiction has to inspect a drug
manufhcturer's factory to check quality
and standardsP

14. ROCHT] Supports
ratification
the Treaty

the
of'

o The Treaty will ensul'e regulatory
harmonization and convergence and
tachle the following challenges

(a) Delay in product registration which
afibcts rnarhet authorization
certification as u,ell as prodr"tct t'etentiott
in the marliet- -l'he l'lAC tahes 90 to 18o

days to authorize the sale of drugs
within the trAC Member States.

(b) Lengthy WHO pre-qualification
processes which lengthens the provision
ol' approvals-it taltes at least four (+)
years to get such pre-qualification.

(c) Trade barriels- The Treaty
incolporates best practices by providing
mechanisms for inspection and audit of
drugs. It also linhs trade and regulation
by renro\ring the rnultiplicity of
regulation {br instance Kenya has

Kenyan Ilureau ol-Standards (Kl')BS) and
Anti-Counterfbit Atrthority.

r5 Kenya
Pharmacerrtical
Associatiort

Supports
ratification
the Treaty

the
o1'

-fhe Association supports the treaty and
nremorandurn by the Ministry of
F-oreign Affairs.
The lbcrrs of'Treaty is on goverltance
stn-rcture. There is little on practice attd
the access to health care. IIow will
HliH/healthcare rvorliers benefit fi'onr
the Tleaty? Is there 1;rovision Ibr Cross-
border practice? Will there be
standardization of IIRII? What at'e the
nornrs fil' HIiI{ that will ensure

a

a
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O

harmonization of' training and
certiflcation of health care professionals
within the continent?
Some countries har.e zero regulations.
What will be the eflbct of the lack of
domestic regulations palticularly with
border entry points restrictionsP How
does the Treaty guarantee the
authenticity of health products?

How are rniddle level practitioners taken
care olunder the -fleatyP

a

l6 Pharmacy
Poisons Board

and Supports
latification
the Treaty

the
of

a -fhe Board supports the Treaty and was
part o[its development process.

The Treaty n,ill deal with the high cost
of manufacturing of' rnedicines and
particularly APIs. South Af ica and
l)RC have been extracting quinine.
China is the biggest producer-of APIs in
the country.
'fhere is need to do capacity building
within the country for buy in within and
or,rtside the country.
There is a hr.rge market fbr the country
as AMA is continental. Manufacturers
can distribute drugs within the whole
continent and manufacturers can come
and set up their businesses in the
country. There is therefore need to looh
at the cost ofelectlicity and taxation so
as to encourage the inflr"rx of
pharmaceutical man r-rfhcturers.
'fhere is need to critically assess the
therapeutic outcome of the -freaty 

and
tap into it as a country.
There is rnultiplicity of Ilegulations on
drugs within the country. There is need
to avoid duplicity for instance the
country has inspectors fi'om PPB and
the Anti-Cor"rnterfbit Authority have the
same responsibilities? The lach of
harmonization ollaws is the main l-eason
u,hy Kenya is at the maturity level 1.
'fhis issue to be addressed in the Kenya

a

o

a

a

a
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a

l)rLrgs Authority Bill sponsored by the
Chairperson of the Cornmittee.
-l'he Treaty ensures short nrarheting
timelines and will lead to revenue
generation as the country can sell drugs
acloss the continent.
There is a big challenge of capacity in
the regLrlatory entities. The rtumber of
1;eople in regulatory authorities is

currently less than 15 in number u,hen
optirnal or-rght to be 1oo.
'l'he implernentation of' the Treaty
requires digitization of processes and
systems.
The WHO prequalification process only
assesses a class of'drugs namely malaria,
AltVs, Reproductir.e health, diarrhea in
children, Covid-tsl and other enlergency
issues. The Treaty n,ill not replace the
WHO but will worlt alongside WIIO for
strengthening of' capacity within the
country and the region. 'fhere al'e
assessol's working fol WHO in
Tanzania, Ghana and Kenya. Kenya has

tu,o WHO qualilied assessors.
'fhere is need to check the ingress of
substandard and falsilled rnedicines
rvhile cheching nrarhet control in line
with the llead of I'}ublic Service circular
on border management.

Cross border trading will benefit fronr
the 'f reaty as there is harrnonized
regulation. 'I'l'rere is howevel need to
bLrild an alert system.
'l-he trAC is worhing on regrrlation of
pharmacists rvhich will ensr"rre access to
qr"rality prodtrcts
-l'he list of O'fC poisons in part I and
I'}art II o{'the Schedule to the I)harrnacy
and I'oisons Act, Cap. 244. The list
needs to be revised. The law also needs
to amended to pror,ide fbr schedr"rling
and rescheduling of medicines.
'l-here are three categories of drugs
namely O-l'C, 1;rescription only and

a

a

o

a

a

a

a

a
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pharmacy only. The prescription
category has more categories and the
PPB has developed some guidelines on
the same.

1i Kenya Medical
Laboratory
Technicians and
Technologist Board

Supports
ratification
the Treaty

the
of

a The Treaty will ensure access to safe
and quality health products and
technologies in the continent.

18 National Quality
Control Lab

the
of

Supports
ratification
the Treaty

a

a

There is need to develop an alert system
for substandard and falsified medicines
in the continent.
The Treaty should provide for the
regulation of herbal products as the
Treaty currently only provides for
dietary supplements and traditional
medicine.

l9 Cabinet Secretary
Ministry of Health

the
of

Supports
ratification
the Treaty

The African continent was the last to
receive the covid-tg vaccines. These
vaccines arrived late and many of them
expired because of low intake by members
of the Public.
The Cabinet Secretary requested the
Committee to support the Treaty/ World
Health Organization (WHO) Logistics
Centre in Kenyatta University and the
Afi"ica Centre for Disease Control (CDC).

a

a
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4.O COMMITTEE OBSERVATIONS

39. The Committee having considered the ratification of the Af ican Union Treaty for the
Establishment of the Af ican Medicines Agency and submissions from stakeholders
makes the following observations:

(i) The Cabinet Secretary, Ministry of Foreign and Diaspora Affairs, Dr. Alfred
Mutua signed the Treaty on l6th February,2023;

(ii) The Treaty is in line with the Constitution of Kenya , zoLo and complies with the
provisions of the Treaty Making and Ratification Act, No. ,1,5 of zotz;

(iii)The Treaty may require amendment of Kenyan laws for compliance with and
implementation of the Treaty obligations as the Treaty advocates for the adoption
of the Af ican Union Model Law on Regulation of Medical products;

(iv)Ratification of the Treaty will catalyze realization of Universal Health Coverage
through faster access to the highest quality of medical products thereby
facilitating the realization of Article +3 of the Constitution;

(v) The Treaty will contribute to achievement of government health policies such as

Kenya Health Policy, Kenya National Pharmaceutical Policy among others; and
(vi)The Treaty will benefit Kenya as it supports local pharmaceutical production and

strengthens the country's ability to regulate and monitor safety of health
prgducts.

5.O FINDINGS

4,o. Pursuant to the analysis of the submissions and documents tabled, the Committee finds
that the African Union Treaty on the establishment of the African Medicines Agency is
consistent with constitution and do not propose any amendment to the Constitution.

19



6.0 COMMITTEE RECOMMENDATION

,[1. The Committee recommends: -

THAT, Pursuant to Section s of the Treaty Making and Ratification Act, the House
APPROVES the Ratification of-the Afi'ican Union Treaty for the Establishment of the African
Medicines Agency.

Justification
The African Union Treaty for the Establishment of the Afi'ican Medicines Agency facilitates the
realization of Universal Health Coverage through improved regulation of medical products.

z3
Signed Date:..

HON. DR. ROBERT PUKOSE, MP _ CHAIRPERSON
DEPARTMENTAL COMMITTEE ON HEALTH

Hra\t, (omr-nlttte
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MINUTES OF THE SITTINGS



MINUTES OI. THtr .fHIRTY FIRST (g TST) SITTING OF THE DEPARTMENTAL
COMMITTEE ON I{EALTH HELD IN COMMITTEE ROOM IN 2ND FLOOR
CONTINENTAL HOUSE. PARLIAMENT BUILDINGS ON THURSDAY TaTII

MARCH. zozs AT ro:oo AM.

PRESENT

1. The Hon. Ntwiga Patrich Munene, M.I']-Vice-Chairperson
2. The Hon. SLrnliuli Julius I-ehaheny Ole, EGH, trBS, M.P
3. Tlre I-Ion. Prol. Jaldesa GLryo Waqo, M.P.
4.. 'Ihe Hon. Mary Maingi, MP.
5. The Hon. Lenguris Pauline, M.P
6. The Hon. Oron Joshua Odor-rgo, M.l'.
7. The I-Ion. Mathenge Duncan Maina, M.P
8. The Hon. Owino Martin Peters, M.P.
9. TIie l{on. I{ipngor ILeuben Kiboreh, M.P

ABSENT WITH APOLOGY

1. The Hon. Dr. Pultose Itobert, M.P - Chairperson.
2. The Hon. Muge Cynthia Jepltosgei, M.P
3. The Hon. I{ibagendi Antony, M.P.
4.. The Hon. Titus Khamala, M.P.
5. The l{on. Wanyorryi Martin Pepela, M.P
6. 'l.he FIon. Dr. Nyiltal Jamcs Wambrlrer, M.P.

COMMITTEE SECRETARIAT

l. Mr. I{assan A. Arale
2. Ms. Abigel Mr-rinde
3. Mr. Ilcnzon I{imanzi

- Clerh Assistant II
- llesearch Officer Ill
-Serjeant At Arms

MIN. NO. NA/DC-H/2O23I I92: PRELIMINARIES/INTRODUCTION

I'he meeting was called to order at lo.3o am with a u,ord of prayer by the Hon. Patriclt
Ntwiga Munene, M.P. Vicc-Chairperson and welcomed members to tl:e meeting.

MIN. NO. NA/DC-H/2O23II3g: CONSIDERATION AND ADOPTION OF THE
REPORT ONTHE RATIFICATION OF THE AFRICAN UNION TREATY FOR
THE ESTABLISHMENT OF THE AI'RICAN MEDICINES AGENCY (AMA)

The Committec considered the report on the ratification of'thc Afi'ican Union Treaty fbr the
establislrment of the Afiican Mcdicines Agency and confirrned and adopted as tlte true
rcflection of the Cornmittee deliberations after it was proposed by tlre Hon. SunltLrli JLrlius

Lehalteny Ole, IIGI-I, EBS, M.l'] and seconded by tlre Hon. Prof. Jaldesa Guyo Waqo, M.P.
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MIN. NO. NA/D C-LI/ q,OAS / TSq,: ADJOURNMEN'T'

'l'lrcrc bcing no ally otlrcr lltrsirrcss,'l'lrr: Clrair'pcrs<'rtr, arllortt'trccl tlrc nrccting at cxactll' l.t)t)

l).r)r.

Sign

i--,' I{ON. DR. ItOBEItt'PUKOSE, M.P - CHAInPERSON DEPAIT'I'MENTAL
COMMITTEE ON TIEAI-f'H

j.{
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F THE EPARTIVTE
COMw-IITTEE ON TH HELD IN MERCURE HOTEL IN NAIROBI ON

I UARY 2 sATg o

PRESENT

l. The Hon. Dr'. Pr-rkose Robert, M.P - Chairperson.
2. The I-Ion. Nts,iga Patrick Munene, M.P -Vice-Chaitperson.
3. The [Ion. Titus Khamala, M.P
,1. The I'Ion. Pro[ Jaldesa Guyo Waqo, M.P.
5. The FIon. WanyonyiMartin Pepela, M.P
6. fhe FIon. Lenguris Pauline, M.P
i. The FIon. Mary Maingi, MP.
8. The Ilon. Dr. Nyiltal Jatnes Watnbura, M.P.
9. The I-Ion. Oron Joshua Odongo, M.P.
to. The IJon. Muge Cynthia Jepltosgei, M.p

MEMBERS ABSENT WITH APOLOGY

l. The FIon. Kipngor Reuben Kiborelt, M.P.
2. The I-Ion. Mathenge Duncan Maina, M.P
3. The Hon. Kibagendi Antony, M.P.
4. The Hon. Sunhuli Julius Leltaheny Ole, EGH, EBS, M.P
5. The I-Ion. Orvino Martin Peters, M.P.

COMMITTEE SECRETARIAT

1. Mr
2. Ms
s. Ms
4. Ms
5, Mr

I-Iassan A. Arale
Gladys I{iprotich
Iraith Chephemoi
Marlene Ayiro
Benson Kimanzi

LDERS IN A

- Clerlt Assistant II
- Clerlt r\ssistant III
-Legal counsel II
-Principal Legal Counsel II
- Serjeant at Arms

-Regulatory Policy Manager
-Head of Leis access

- CHRead
- CHRead
- CHRead
-PATH-Senior Policy Advocacy
-Kenya Pharnraceutical Associations Secretary General
- l)irector fot'commons advocacl, genet'al

-RAD, PATH
-General Specialties
-FKPM
-Renal patients Society of Kenl'a
-Chairman, I{enya VIedical LaboratorS,'fechnicians and

- Phaltrracist
- Ilealth S,r'stenr Specialist
- Nlanaser PI'l [']ast Atl'ica
- lit:nt':r ['hat'tttacctttica 1

-\ [inisrli' r,l [-[calth
-\QCL

1. Mr'. Christopher Odero
2. Mr'. Simion Bolo
3. Mr. Philip Nyakivama
4. Ms. Mary MLriya
5. Mr'. Peter rvaiganji
6. Mr. Johh PaLtl

1. Mr'. [ilic Gichare
8. Mr. lithel Makila
9. Ms. Ilosernarie Mugancla
lo. DIt. Julius Machira
11. Dr'. Virnal
12. Mr'. John Gihonyo
t.9. N{r'. Titrrs N'[utu'iri

fec,hnologist
1,[. f)r. Nul Saicl

15. Nlr'. Shacllacli Nlenre
t6. Nlr'. \'leshacli Nclolo
t ;. \ [t'. lJoat' [ )rrlloh
ts. I )t'. ['attline [)Lr.t'a

tll. Dr'. SltlzLh NIrrterrr
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iiolrcl't. \l.l'{.'ltitit'1lt'l'sort. lrttr'<ttltrt'tirlrts rrirs t]rt'rr ilorrt'lrt'tlrr,rrrt,lrrlrcrs irrr<l.rt't'r't'tirriirt
fi,l ] orr t't I Ir-t', I i tTi' r'('ll t .\ til k(, I ](rltlt' r's.

\IIN NO. N.\/DC-ll / eoe:,,/ ti6: BRIL[' BY'ftJF (]l-rA I IT I'E Ils(-) N AND'fIII' SENIOR
Irot.tCY \I)\/()CA(l Y PATH ON -|FIL AFRI(],,\N tlNI()N 'i'RtrA'l'Y FOR 'fl-l11

iiSTABLIS}i\,I t.]N-I OF -i'IIII AI.-RICAN NltrDICINES i\GENCY

a) Brief by chail'person of the cornrnittee on hcalth
'I'he (lhait'rnan inclicatecl that, he has ri:irrtroclrrcecl the I{r:rr1'a l)r'rre .\rrthoritv Ilill rr hich
laPsr:cl at thr.2ncl leacline c[uc to sint: clir: r'ct:css, ancl [-lc ha.s r.enrovcd asPects of'bloorl,
costttctit:s, Ibtrrl, tlicticiarrs, ilntl lrc is also loo[tirrgirt irrclrrtlitrs^ tlrt'r.r:gtrlatiorr ol'ltlrar.rrrat:r.trticirl
plat:t ict'- t ra i rr i ng', certif rcatiorr, r't'g'tr lirt ion of' t rai rr itrg'.

r Poli Arlvo<:a P Ir

llc tlid irrtr'orltrt'tiott alrottt .\NI,\ arrrl stilt('(l tlrirt tlrt"l'r'r'atr' \\as l'atifi('(l on l ltlr .larrrurrv
2()ll): ?trltl t'itiiti'ittto Iirtt'i.on,jtlt Noir,rrrlri'r'f()]l- Jj)irrrrl t.orrrrtl.it.' Irirrt, lirllr r.irtifit.rl tlrt'
t r'('il [\ .

i I<: also stittcrl tlrat tlrr tr'('at-\' t'.stirlllislres tlrr' ,\fi'icarr NIt'rlicines :\g'cnc1' (,\i\.lr\) as a

s1>ccializecl ag'clr(:\'rr ith thc <>lr.jectivi'of't'rrlranr:irrg thc capacitv o['Statc l)arties antl Itcgionirl
Ecortolttic (lottttttttnitics (RLiC-s) tr> t'cg'rrlak'rrrcrIit:al ltrr>clrrt:ts in ortli:r'to irrrltrove a('ccss t()
<lttalitt', safb ilncl ellicaciotrs rrrcclical procltrcts on tht:,\fi'ican t:ontinent. llc also aclcled that c[rrc
to tltc \\'t'ali l'cg'ttlatot'r's\',storIrs t't'strltcrl irr tht't'ircrrl;rtiorr of'.srrllstanrlaltl arrrl firlsifjcrl (SI:)
titctlicitl pt'otlttt'ts itt ttrittt,\'.\fi'icart []rriorr nrcrrrlrt'r'stilt(is carrsirrq risk to lltrillic Irt.altlr, lrarrrr
Io llatients artt.l ttntlct'lninirtg conIitlt'nt'r' in lrcirlthc;rrc rlclir er',r' systcnls ant[ .\N1,\ u as
tlrct'r:[irt'c intrlnticcl [o ckr tltr: firllou irrs';

l. I)t'oviile a 1tlatfirlrlr firr cor>r'rl inatiorr arrtl .strt:ns^tlrr-rrirrg of'cln-g<>ins.^ r.cgional ancl
corrti ur:rr tal harnrorr iz.ation in it iatir cs

2. (lotttt;lentt'trt cllirlts ot'ltl'l('s anrl corrtril)ut(.t() tlrt'ir cayracitv builrtine torr.arrls
ilttl>t'ovittq'access tt> qualitt' asstrrercl Ineclical proclrrcts s ith tlre agencla of'L,'nivers;rl
I'leal t lr Cloveragc a ncl Srrstaiuable Dcvek)l)lncn t (ioals.

3. l)etjne accelttable statt<.[at'cls in tltc t't'grrlation ol'lneclical procltrct.s in t]re r:ontincnt

IIe Itrrtlrer hig']rlightecl that, sorrrr: l)<>nor firn<lirrg-at tlre bcq'irrning of irrrPlcrnentation of'
ti)('tl'('ilt.\'itlrtl tltt't't'ztlir'l'firrrrit'<l lrr'\lorrit's eorrtrilrrrtt'rl lrv Stirt,.. l)irrtit's irs rlt'tt'r'nrint'rl br'
tltt'('orrli'iurt't'of'Stirtt. l'irrl.it's trr lrc P;riLl irrl,, .\\[ \ i,lrrlg',.r

.\\1.\ rr ili Irt' irrt iitlvi.:ot'r' itt-titrriioli ;rnrl a trl;rtforrrr lirr coll;rlrr>r';Lti()lt l)(,t\\ r'('l llilti()nirl
Ittt',iir'ilt'. r'r.{ulili{,r'.r ::,:tirr,r'11i,... ii, ('...t,'r]:,,r1 l..r'sttttr.i)ilr.lilr.

\II\. \{I. \ \i DC -l I /goe:; '{;;: S[:lj\llSSio\.s BY DII.'l: RI'.\-f .\(;tTNCIES

:r) [:-crlcraiiuri .rt'lit'rr-,'a irllirrrrlti'r.rrrit itl rrrirrrtrilr.f llr.t'r..s

s .\l:,,': .r. (iitillit. '.1,1',,,',',,- I'l:,. ,,r :-j:... i:,,r,,.-, :lt-.,1. ;:t.iL..it.i,.- iltril ir;1..,i
ttiittrilt)tcittl'ittg- ir l,'i rt ill 1,.' tir,' ir1,'v111 1 r,lt li--':r';r.' \\'irir: i. tir:'si:llir:iorr rr i:ll rr.q:rril



to tlic I.l^\(l I Izrrrnoniz.ation policv? \\,'ill ntone,\, [rc r.'at'necl fl't,rtt t't:gistt'ation ancl

attth<>t'izatiott of' tttcc[ ici nes?

o Involi'ernentof'Phalnracists in lcseart'h on rne<.liciuc:s- net-'c[ to have a l:ztt'tnotiizecl u'ay

of' training phat'ntacists.
o Neecl to ensLu'e pl'ol)er c[isltosal ol'tnerclic:ttion.
r -I-here is lbal that the l)hal'rrlaccutical nralltet might be stvatnpeil.

r Nccd to recluce the cost of' procluction so as to itt"tllt'ove 1;t'oc[ttctivity ancl cost

eflectivencss
. EAC rvorhing op pe*^Lrlatign of' 1>halrnacists rvltich rr.'ill enstrt'e access to <ltralit;'

plocltrcts
o -lhe 1'r'eaty is aiignecl to the (lonstitLrtion ancl polic), fi'attreu'ot'lt. It maltes cconomic

sense and stlengthens regulatory expertise and ensut'es harmonized pl'ocesses

. There is need to enslu'e Kenya can manufactttt'e ancl benefit fiorn the sale of' .\ctive
l'harmacett tical I ngrectients (Al']Is)?

b) Mission For Essential Drugs and Strpplies (MEDS)

. N4tlDS sLrl)ports ratiflcation of the Treaty as it u'ill reclrtce bureatrcracy in

manuflactuling of hea]th prodr-rcts and technologies due to improvement in
regulatory t'equirements

o lienya needs to leverage on the local capacity to ensure qtrality cotrtrol
o Therc is neecl to clo post rneclical surveillance
. There is neecl to fast-trach the Kenya Deveiopment Autltorit.y llill
. There is need to revive the 'fraclitional Practice Bill that rvas clone cltrring the

previor.rs Parl iament.

c) Rcnal Patients Society of Kenya

. The lreaty rvill help in lecluction in the cost of'clrugs and etrsule availability ofclrLres.

There is ncecl to ensure local or regional production of'clrttgs trsing locally available

materials ancl expertise so that clrugs can be sold at a chealtest ltrice. 
'fhis u'ill solvc:

the ltrobleln of expensive cllugs rr,hile ensuring salbty and qtrality. The AMA to
provicle fbt'a tneans of capacity btrilcling rvithin the contittettt

o Afr'ica u'as consiclered last in the srrl>ply olvaccines clr"rring the covid-19 period.

d) Kenya Association for Pharrnaceutical Industry

The fleaty s'ill ensLrrc rcerrlator'1' harnronization ancl convel'g'c'nce ancl taclile the

fbllorvins challcnses

(a) Delal,in ltrocltrct registration uhich aiibcts tnat'ltet aLrthot'izatiott celtification as rvell

as 1>r'r>ctucl letention in the nralltet-'l'he t').\C talies 90 to liiO cla,\,s to atttltot'ize the

sale of'clt'ttq's u'ithin the []r\C N[etnbet'States.
(b) I.enethl' \VFIO ple-rlualification l)r'ocesses rvhich lensthetts flte pt'ovision of

a1>plovals-it talies at least firrrr'(r.) yeal's to get such ple-qtrali{it:atiott.
(c) -ltriack, barriels-'l-he'fleatf incor'polates best practices br'pror-i<.littg'ttrecltattisttts [bt'

ipspection anc[ atrclit of'cllrrgs. It also links tratIe artcl t'cgttlatiott ltY t'etrtoving t[rc:

prlltiplic:ity of-r'egtrlati<>n ttrr instance [icnt'a ltas lienvan I]ttt'eatt t,['Stattclat'ttr; (l(llBS)
a ncl .\ rr ti-( lotttt te't'firit .\ tr tho t'i t t-.

l



c) I)rtrg.s {br Neglcr:terl Diseas<:r;

e .\.tt't'ir':'iltltl :r't't':ir; to [1'r"1111-r^1ri s[r<;rilrl firciis on l)olic\. ir,loPtiorr ilrr,] irill tlr,,r.r'l,l'
tr'li;lr.i','rrlt\\Ii{I;,,, 1.'r'()irrlrr'riii;rtir,rrl;r'firr',,lrlo1>riorrot rrrt,riit.irir,:irrrtir,,r.,,ntlrrr.rrt.,

r Itt t'. itti,ott to iltc rt'xttlittol't il.;l)('('1. rlot's cst;llrlislrrrrt'nt of'.\\i.\ t,lirrrirr;tlg ilrt, \\ II().,
r \\'ititr r,- tltt t'{ii't'r orr ('ust()lri5 'litlrirr tlrc r',.'s;lct'tirt..ltrrisrlir'tiorrs.) I,-r:t.lr irrrrl t'rt,r.t.

.ititi:;,1ictit,,tt ltits tr> ittspt'r't ;l ,lt'rrg nrill)rrlil{.'turcr"s firctorv t<l t.lrt't:!r (rualit\. iur;l
.\t;ril(lirlr l:i:)

f) ANiilEr--

o -l'lrt' - 
l'r't,it tt' (. ns u i'('s ir('(.('sri to rrr.-'<i it:i rrr,.

o Iit:lt)'it is thc leacl in ,\tlica in thc l)harnract:uticaI rnanrrfactrrring scctor-as it ctrr.r.ent11,
ttrantrfitctLrt't:s Ilotit fi>r'the local antl c:xt()l'r)al rrrarkr:ts. 7O% 9f'lienyun I)ltll.rlacerrtiqal
1;r'ocl rrcts al'e e\lx)l-te([

r TIre -l'r'i:atl,cncourag(is 
ca1>acitv brrilcliu:. thrr>rrgh ltn<>u leclgc tr.an.sfL:r.arrcl tr.aining

.g-) I'harrrracetrti<'al Societ.y of Kcnya (Psk)

r -l'lrr:'l'l'('at\' (lt)('()ui'irg('s l<lt.al rrrirrrLrfirctrrr.irrg.
. Itt t'clatiorr to rcsotrrt'irrg. tlri"l't'r'aty is Pr.cscntll, lrt:irrrl.fiurrk,tl bY rlt>rror.s, u.hat rr ill

hirltpt'rr iatct'ii lrt'rr tlon<tr'.s ltrrll tttrt.)

" 
'l'll<' l'olr'<lf ltltttt'llritt'ists ;tlttl tltc r>lurt'irtat't'rrtil'al profi'ssion rrt',.'rls to l,r, lt,r t,r.irgctl rrlrorr
iir tI:.' irrrllit.ill('n[;nir,r oI tlrr,'l'r',..;rit..

lr) Ken.ya i)lrarrnacctrtical Associatiorr

o 'l-lrc ,\ss<lciittiot) sttl)lx)l'ts tlte Lt'citt.\,anrl nrerrrolallcluln b1'thc \Iirristi.l,r>f'l;'9r.siq.rr
.\ flir i rs.
-l'llc firctrs of 'l't'cittv is ott qovcrnan('(' structure. 'l-hcrt. is littl<' on pr.ilt.tit.t' irntl tlrc
il('('('r;s to ltt:iijtit t';tt't'. I It>u rr ill I Iltl I/lrczrltlrt'iilc u orkr:r's Ircrrcfjt fi'r>rrr tirc'l'r.t'at1'? Is
tltt:t'r.r llt'o'''isiott Iirt' ('toss-lrorii\)r' l)l'ircti(:c:'} \\'ill tltr:r't: llt: stlrnrlartlizirtion of'ttjttt.,
\\'llat irt't: tl:t' riol'nls lill lllli l that u ill cn.sru'r: hiu'rrrt>uiz.atiorr o[' tr.airrirrg. antl
t:ct'tiIicatiorr of'lrcirltlr t'irrc prof cs.sionals u itlrin tlrt: contincnt.)
Sottte t't'rtttttt'ics ltavt'z.ct'o ru:s'rriirtions. \\'lrat ivill lrc thc cfibcl o1'tlre lacli ol'clorrrcstic
t't'rg'tiiaticlrts l)itl'ti('ularlv u itir lrorule'r'('ntl'\'l)()il)ts lestrictiorrs:) I[ou clocs tlrt:'l'r.()atv
irrrala l)tcc tlrr: atr tlrcrr r ici t t, of' ht,al rir proci rrc ts,,

llou ale nriclcllc lcvc:l practitionels talten r:arc of'trncler-thc'l-r.cat\,.)
licnya r\lDS NGOs Consortiurn.

'l'ltet'c is rtectI to t'stablislt an,\tl'ican Dig'ital Plarfirrrrr tlrar lisrs t]rc a1>1;r.ovrcl rrreclical
1lt'odrrr:ts arrt.l rer:Irrroloeics in the (lt.lntinent.
'['lrt' .\ssr.irrti.rr irpulirritlcrl ilr,. lierri'arr l'irrl iarrrcrr'. [irr. rrrrtli'r.tiriring llrrlrlic
i)ilIt ;r'il)llti()tr orr 

-l't'('ilt\'.

Kc:i.r'ii \{criit:ril i.irtr.r'irtor'.1"r'rrr.'irrrici.rrs rrrrrl -l'r.r:lruologist 
Boal.cl

'i'iir' .\ssor:iiriii)t),.,It)i)()l f\ tlrr, 
-i 

li,;rt.r'.

\;rrirlrral Orrirlrr',, l'orrrrol L,,rl

a

a

a

i)
a

a

i.)
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l- '1,..',1 i,, ,1,. .,, 'i,l ,ll i r, :ir ti. '',' .1,,,. ,tri,i:rl ll it,;.i ':tl.rti,-i )i,r..lr .irtt.: It iltr
r')LilLllr'rli. itir.i Lil' ii -ti..'. .,i,,i,1.1 1rt,ri ii.,,' r,rl titt t(':ltr:itlipl pl itt'i'i,rti 1r1'rr1i1t,.'1. :1.. Lile tt.i.1i1,
r.'lii't't'rttl.t'trtti1. rrt'or iiir.,' iirl ,.iit't:ti'r's,.ri):)i(r:ru,r'lls air.i i.r'atliliortitl titi'tiii.irrt:.



1) Phartnacy ancl Poisons Boarcl

'fhe Iloalcl sLrppol'ts tlre -l'r'eaty ancl u a.s pat't o{'its clevcloltrl]ctlt pl'o(:('ss anct t]tat tltt: tt'eatV

f ill clera] rvitI thc [ris'lt cost ol'manrrf]rctrrrins'oInrcclicine s ancl pat'ticttlarlr''\PIs. Sotrth ;\fiica
anctDIIC har-e ltcen cxtracting qrrinirtr'. China is the biggest pl'oclttcet'ol-,\Pls in tlle cotttrtt'\'.

There is neecl to clo caltacity bLrilcline u'ithin coul'ttl'y ancl outsicle the cotttrtt'v.

'1-herc is a hrrge nrarhet lor the corrntr'\r zrr- r\Mr\ is continental. Manttf?tctLtl'ers can tlistt'ibtttr:
dlugs rl ithin tlrer lr,hole continent anc[ rrranrtf'actul'el's c?ln cotne ancl set rrlt their brr.sincsscs itt

the cotrntry. -l-here is thereflore neecl to loolt at t]re cost of'electricity ancl taxatiorr so as t()

encoul'age the inflr-rx of pharmacerrtical manirf,actut'ers hence the need to critically assess tlle
therapeutic outcotne of'the treaty ancl tap into it as a cotlntry.

-I'[rere is rnr,rltiplicity of ltegulations on drrrgs rvithin the cotttrtry. -l]]rele is neecl to avoicl

duplicity fbr instance the coLrntry has inspectot's fi'om PPIJ ancl the Anti-(lotrntcrfbit
Autholity have the same responsibilities? 'fhe lack of halmoniz.atiott ol latvs is the main

r.eason rvhy l{enya is at the maturity level l. -l'his issue to be aclclt'essed in the l{enya DrLrgs

Authority Ilill sponsored by the Chair'person of the Comrrrittee.

The 1'reaty u,ill ensule sholt marheting timelines and u'ill lead to l'evenue generation as the

countl'y can sell clrugs across the continent.

Ther.e is a big challenge of capacity in the regr-rlatory entities. The number of people in

reeulatory authorities is currently less than 15 in number rvhen optimal ought to be loo.Thc
im1>lenrentation of the Treaty lequires digitization of processes and systems.

The \ArI-IO Preqrralification plocess only assesses a class of'dlugs nanrely mzrlaria, AItVs,
Itcprocluctil'e health, cliarrhea in chilclren, Covid-ig and other emergency issues. 1'he'freaty
s,ill not replace the WI-IO but rvill s,ollt alongsicle WIiO fbl strenethening of'capacity n'ithin
the country and the region. -l-hele arc assessors s,orlting lor WIIO in Tatrzania, Ghzina and

I{enya. l(enya has trvo WI-IO qtralifiec[ assessors.

T[ele is neecl to chech the sLrbstanclarcl ancl falsified rneclicirtes rvhile checlting marliet contt'ol

in line rvith the Ileaclof Public Serr-ice circular on borclel managernent. Cross border trading
u,ill benefit f lonr the tleaty as there is harrnonized regLllation. fhcre is ltorl'evet' neecl to builcl

an alert systetn.

The list of OfC poisons in part I and Part II of the Scheclr"rle to the Pharrnacy zrnd Poisons

Act, Ca1r. z,t,l.'l'hc list neecls to be revisr:d. -I'he larv also neecls to be anrended to prot'ide fbr
schedrrl i ng ancl t'esched uling of' rneclici nes.

'lhere are thlee catesories of'clrttgs nanrely O-fC, pt'esct'iption ancl 1;hat'tnacy only. 'fhe

prescrilttiou czrteq'ol'),has more catr:gories ancl the PPB has cleveloltecl sorne g-triclelines ort the

saInc.

Irnoortance of he AIVIA treatv

l. .\N,ll u'il1 prontote coopct'ation, halnrortization antl ttttttttal t'ecog'ttitiott of'r'eutrlatory
t[t'cision irr tlte t:ottt ittcttt.

2. ..\N,[,\ u il1 r'ccluce tirrrr: talterr lbl urt:clication to tlte tttat'ltet attcl a]so t'eclttce vatiotts

irtspec t i<,tts.

It. .\\,1.\ rr ill conrplenlcut anrl ernharrce collabot'ittiott atrcl corttt'ilttttt' to itllpror irtu

t)atierlt's acc€rs.5 t() clrr:rlitr', safi' artc[ ctlicaciotrs nretlical pt'ocltrt:ts attt[ healtlr

tt:cltttrrlogit's ott tltt' (:()lltillollt.

)



'l'. .\N'1.\ rlill cornpletttettt their efforts ancl contribure to their capacit.r' brrilcling to\1arcl.s
irnproving' .'\cccss to <luality as.surcc[ nrectical pr'odrrcts s'ith the asencta of ichiering
rrnilcrsir I lrc;tltlr ('o\'(,1'Age.

,1. .\\i.t u iii t:ttitlrlt' l'.iirrrirratiolr of'ritrplication throrri{^lr [x'st r;lrlrt't[ 1rrai,'ticr,.s ;rrrrI tlirtir
t'rcltitttgc.

{;. .\}{,\ ri ill t:ttitblc t';t1;itcit;'[ltrilclirrg'rr hiclr incltrclcs linorlk:clgc ti'arrsfi:r.s air,.l tr.aininss
this u ill itttllt'ovt: capacitt'ol'thc s,tiltr'.s tr> rIcal rritir ernt:r'ging i.ssrrt:s.

1. .\\L\ rr ill coniriirtttc [o tlte itttlltrrvt'tl t'r'g'trlatiorr.s of'rrrt'clicint.s. rrrcclit:al llrorltrct.s arrrl
teclrirologir:s arrc[ rvill <l1leu acc(:ss to l)(:\\' heirltir tecltnologit,.r.

ii. \\'ith,\!1,\ tlter ct>st of'tlte clrrres rlill rcclrrct: bccarrsr: r>f'tlrc trse of'thr: krcal rnater.ial.
L l\\{;\ uill lca,-[ to availabilitl,r>f'clltrgs anrl vaccincs this is becatrse pr.oclrrction rvill lle

clotte itt .\ti'ica itntl evclt:1'tiltte u ltett tlterr: are cnrergcucies tftc coultr.), car)pot r.ell'on
other countries.

lo. The ratification of'the treaty u'ill reduce some challenges u,hich include;
l. Long time talten for pre-qualification by WIIO.
2. Delay of prodr"rct registration and author.izecl certificate.

MIN. NO. NA/DC-H/sos$/6Bt ADJO URNMENT
-l'here 

bei .l ii'tt1' brrsiirt'-ss,=lTe ()hair'person, acllounrerl the nrcetins at e\actly t.o()
|).rlt

*r,rf
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CE

FEBRU Y.2098 AT rO. so A.M

PRESENT

1. 'fhe I-Ion. Dr'. Pultose ltobert, M.P -ChairPelsorl'
2. The IJon. Ntrviga Patliclt Munene, M.P -Vice-Chairperson

3. The IIon. Sunltuli Julius I-elialteny Ole, trGI-I, EBS, M.P

4. 'fhe FIon. Titus Kharnala, M.P
5. 'fhe FIon. Prof. Jaldesa Guyo Waqo, M.P.

6. The FIon. Kipngor Reuben Kiboreh, M.P
7. The Ifon. Orvino Martin Peters, M.P.

8. 'fhe Hon. WanyonyiMartin Pepela, M.P

9. 'fhe l{on. Lenguris Pauline, M.P
lo. 1-he Hon. Mary Maingi, MP.
r t. The Ilon. Dr. Nyikal James Wambura, M.P.
12. The Hon. Ot'on Joshua Odongo, M.P.
19. The Hon. KibagendiAntony,M.P.
14,. 'fhe FIon. Mathenge Duncan Maina, M.P

MEMBERS ABSENT \^rITH APOLOGY

l. The LIon. Muge Cynthia Jepltosgei, M.P

COMMITTEE SECRETARIAT

Y 16,h

l. Ir4r
2. Ms
s. Ms
4,. Ms
5. Mr'
6. Mr

Hassan A. Arale
Gladys Kiprotich
Priscillah Saidi
Faith Chephemoi Rotich
Iliram Kimuhu
Salat AbdiAli

- Clelk Assistant II
- Clerh Assistant III
- Research Officer III
-Legal counsel II
- Fiscal Analyst III
- Serjeant-At-Arrns II

MIN. NO. NA/DC-H/2O23I48: PRELIMINARIES/INTRODUCTION

The rneeting was called to ordel at lO.5O a.m witlt a wot'd of prayer by the I-Ion. Dr. Pultose

Ilobert, M.P.-Chairperson.

NO AD AG

The agenda u'as acloptecl having been proposed by the IJon. KibagendiAntony, M.P. and

seconcled by the Ifon. Tittrs Khamala, M.P. The agenda u'as ametrded to include a brief by the

Legal Counsel on the Ratification of the Afiican Uniort Treaty for the Establishrneut of tlte

African Medicirtes Agency (AMA)
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J\{IN. NO. NA / I)(l-l t^ / c211t2i3 / 5o: BIlll:IflN(; Ii\ ''r't{ti r.ticAr. UNSiiL ()N II t.]AI,'fII
MEN'I- BI Olt ,) oN. BAII 'fllI!

S'TA'I'UTt.] I,r\W (MISCEI-I-r\N tiOUS) r\MI|NDMIL BILL. eoqe ON MEN-I'AI,
ItrAl.'r'u nc'r cy ANr) potsoNs AC-r. ANI) ItA-t'tt ICATION o
Alrll I(}\ N UNION ,fRIiA'I-Y ITOR'I'IJIi I'STAIILISI,IMI' N]- oF 'I-IIE A

-t't-I ti
T'IIICAN

N{ (;I'NCY

'!-llc Lt:sal ()<>trrtscl his-l)lig-lrtc(l tltc r:ontt:rrt of'thc hcaltlr (.\rucrrclrrrt:ut) (No.2) Ilill, No. 1,2 of'qo22 irnLl tltt' cottttttctrts b1' thc stalicholclcrs (Coaliti<;n o1'Illood firr.Aii.ica, Lie11,a IIealt5car.t:
l'ottnclation attcl the Ministly of Ilcalth). It u'as notccl that the Ministry of I-IealtSirad reqrrested
tllc Comtttittee to u'ithhold the Ilill artcl allorv thc Ministry to enlirrcc 1>larrned inter.r,cutio.s irr
enstrling an eflicient and clibctivc r.cfbr.r.al systelr).

AIiet'extcrtsivc clelibelatinns, thc (-'orrrrnittce rc.lectccl thr: Ilill for.t5c lirll.*.irrg r'.aso,s:

l) Itt:lirl'r'al u'itlrin tltt: t:orrrrtr'f is alread;,pr'ovirlccl firr.ryitlrip thr:;\ct a,cl is il ,ratt.l.
ol'Policf arrrl ur:r,rls rro l<:g.islati()r).

2) Itt:fi:r'r'al <ltrtsiclct tlte ()orrntt'1,is als<> a nrauol of'polic;'that is Irr:st lrapillr:rI l11,tlr.
N4irristly arttl clc>es ttot ttcrrtl to Irt: lt'gislatt:tl trP<>rr. Li:e'islating orr tlrt: .salnc: rr]orrlcl
cittlsc tllll)('('(:rjsill'l'l>trt'cztttt't'ltt'i('s to tll('rlr:lrirrtr.rrt of l(t:rtl,1rrs st'r.liirr11- tt.('ittl,(',t
irllr.oirrl.

'l'ltc Ctrtrtrrtitti:c rvas Itrit..fi:cl ort Statrrtc I-au (N,liscellancotrs) ,\rrrr:rrclrn(:ntl]lll,2022 *5iclr Sarl
1lt'<lllost:cl atttettcltttellts trl tltc N{cntal llcalth.\ct ancl I)harnrac;,a1c[ lroisols ;\ct 51, clcletirrg th.
cxltl'essiort "r\ttolnr:y-(lcrrc'r'al" arrcl r.eltlacirrg it rvitI t[e exllr.cssiop ,,Direct<tr. 9l. lrrr[;Iic
Prosccrrtions) irr sccti<>rr 4.2(5) ancl lO(+,) r.csPcctivcl;,. It rr,ns notecl that arneuclnrents \\,el.e
sttllet'flttotts as tltese.sttbscc:tiotts (thc srrbfcr:t of arnciclnrerrt) u,er.c non-exislerrt as tlrr:1, Sacl
alt'cat[;'atttctttl<:c[ iu tltc ltast by l)irrl iarrrr:ut b1'thc N,lortal I.lcalth (,\r1r:rrdr,t:r]t) r\ct, N..2i ol'
2022 ancl II<:alth Lau's (Arrrcrrclltrcrrt) ;\ct, No..5 of'2OlS).

'l'ltc Coltttttittt:t: tllt:r'i:alict't'r:solvc:cl tltat, the propostrt.l antc:uclnrr)l)ts to tIc Meptal IIcal tlt r\ct
atrcl l'ltal'ltracl'attc[ Poisorts,'\ct sltotrlcl bc dclctr:cl fi'onr the Statrrtc Larr.(i\4isci:lla,c,rrs)
,\rnerrrlrnen t llil]r, "l<122.

-l'hc Lcsal Cottttscl firrthcr statccl that in tlte MenurltruclLrrrr of'Objects and lleaso,s to t6r:
Stattrte Lau' (Misccllaneotrs) Atttcnclnrentt\111,2022, fbr tlte statute.s rvher.e t5er.c is a ltro;;,secl
strbstitLrtiorl of'thc exprcssiou "^r\ttolncy (icnclal" u,ith the cxltr.essiol "l)ir.ector of'lrublic
l)t'osectttiotts", the.jtrstilication lbr thc substitrrtions shorrlcl bc inclicatecl as r:psur.i.g har.nr,uy
rvitlr tltc fttttctiotts of'thc DPI) unclel Article l5;((i)ancl not Article tsi(2)of't6c (t.,stitrrti.,.
'l'ht: fi>t'ntct' tttalics llrovisiolr firr thc iirnt:tions ot'thc I)l'l' 1[ilg tIc lattt:r'clcals rvitlr tlr.
nlilnlt('l' ol' u1l1><liutrrri:rr t <lf a I )I)1,.

llirtiflt'ation of tltt'.\Ii'ican UItion'l'r't'atv Iirr"l'lrt'lrlstirlllislrrrrurrt o["]'lrc.\fl.it.a. \lc<liciut,s
,\.gt'ttt'i' (,\ i\1.\ ).

'l'llc Lt's-al (lottrtst'l Ittaclt: it 1lt'ttst'tttatiott <ltt tltr"l'r't:att'anrl ,\lcrrtor.irptlrrpr.srr5rrrittr.rI lrt.tlr.
NiirristIl' of'liot't:igtt .\flhirs ott tltc 'l-l'cat,r-. Slrt' erlrliriuecl tlrc obiectircs anrl irrrplit.lti,rr .l'tlrt,
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'I'r.eaty on the cour)tl'y ancl the irnlllerneutatiou fi'amervork fbr the 1'reaty. Shc also highlightecl

the role of l'arliament in the ratification of the'lr'eaty.

She reportecl that valiotrs stahc]rolders nanrely the State Departtnent fbr East African

Comurunity, Ministly of' Ilast Af ican Comrnuuity and Regional l)eveloprne nt, Ministry ol
Iror.eign and Diaspora AIlail's, OfIlce of'the Attorne;, $"n",'ul, Miuistry ollIealth, Pharmacetttical

Society of Kenya (PSI{, Coalition fbr I-Iealth Ilesearch attd Developmelrt, I{ANCO, Iienya

Il.evenue Authority, Office o{'the Attorney Genelal and Department of Jtrstice had expressed

their suppolt for the latification olthe Treaty.

The Chairperson reported that PA'|I-I has undertalten to host a public palticipation stalteholder

forum fol the Cornmittee to engage the staheholdels on the 'lreaty on 2'irh February 2O23.

C- F

SUP ARY T BUDGET ES TES I FOR FY 2o2r/2oe,2 NISTRY OF

HEALTH

The report rvas adoptecl having been proposed lry'fhe I'lon. Orvino Martin Peters, M.P. and

seconded The I-Ion. Oron Joshua Odongo, M.P.

MIN. NO. NA/D C-H / S,Oq,g /59: COMMITTEE OBSERVATIONS

The Committee rnade the follou,ing observations during tlte review and scrtttitry of the [rY

2022 / 2OS Supplementary listimates:

l. That there n,as reduction ol the total budget fol State depat'tmettt for Medical Services

vote lO8l from Ksbs.r22.52 billion to ltshs.66.57 billion.'lhe recurt'ent btrdget has

reduced from l{shs.68 billion to Kshs.66.57 billion and the developruetrt brrclget has

reduced fi'orn Ksl'rs.54,.02 billion to l(shs.4,6.9 t billion.
2. That part of the budget has been rnoved to the ueu,Budget vote for tlte state depat'ttneut

Public I{ealth and I'rofessional Standards o{'Kshs.5.58 billion under vote loB3. This being

its fil'st allocation both the total recurreut and development btrdgets have rnoved fiom
zero to Kshs.2.95 billion and l{shs.2.6't'billion respectively.

S. That there u,as reduction of the total recurrettt brrclget by I{shs.Lg3billion from
I{shs.68.5obilIion to I{shs.66.5Tbillion.

+. Thatthereu,asreclrrctioninthel)evelol;rnentbudgetbyl{shs.T.tlbillionflrotntlteinitial
allocation of l{shs.54,.oabillion to Kshs.46.9 tbillion.

s. That the cornmittee i.s not involved in the imPortant evettts like'fB'u'orlcl clay, Malaria
rvorld day of the MoIJ dcspite its core role irt over sishting tlte MoFL

6. 'fhat thepe \,vils A recluction ol the clonor Iitnds across the projects being sLrlllloltecl/

firndecl by the clotrors.
i. -fhe Ministry has a lot ol pencling bills atnoLtntins to ltshs.5billion attcl some of the

pending bills are historical bills.
8. There n,as recluction of Iishst billion (clonor ftrncls)frorrt the project at Cancer Centre at

l{isii Level 5 but the tal'gets as inclictecl iu sttpPletnentat'y estitttatcs is IOO %cornpletion

late by enc[ of'the Iinaucial t'ear 2022/23.
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() 'l'ltat_tltet't-' \\:ils r)o lt:cal {i'atrtcrvorli that rva.s llrovick:c[ to shorr, lu>rr the I\{inistr.y ol'llc,aIth
catt littattctt tltc cotttttl'lf()\'cl'nlncnt lro.spitals like tlre N{arna Margr.ct ltt:nl,atia hospital
rlhich is bcius [irnclt:cl by l(enyatta Natiorral l-lospital.

MIN. NO. A / DC-17 / e,oes / B!r, (:() MTTTEE ITECOMME NDATIONS

'l'hc Cotltl:tittee havine rcceit'ccl sttbrnissions Ii'orrr tlre Ministry of'l lealth ancl having lracl lengthy
and irrsightfirldclibelatiotts ort the pmposecl Supl>lerncntary lluclgct Iistinrates I lbr:FY so"2iisi,
utacle the lbllon,ing recorrrrnenclations:

Thc Cornrnittce leconuneuds the lbllowing; -'l'hat,

t) Proper scrutiny of all the outstanding legal claims should be conducted belbre
authorization ofany budget in future.

e) Su1ryly of Medical Equipment foI COVID-to-JICA grar:t be approved since it is a grant
by.lapan International Cooperation Agency (.fICA).

3) 'fhe Mol'I shotrld strbrnit the corttt'actual clocuurent fbl the MIiS project; this rvill enablc
the Cornrnittee to rnakc iufcrr.rrrecl clecisions even iu frrtule.

4') 'fhose hospitals not benelltius fi'our MES ecluiPrnerrt and yet they have becn 1;ayine fbr.
the lease of the e<1tti1>nrcttt shotrlcl l>e facilitatcd so that thc citizeni can get the necessary
services.

5) 'l'hc Mini.stry of'hcalth sltcltrlcl firlly align its proerarnrrres, firnctions ancl <>1;er.ations as lx)l'
tltc t:xcctttivc <;t'ck:r' I ol'2o2:, to fit iut<l the trr,o statc cleltartrnents of ihe Ministr.l, oi'
I I eal th.

6) All rrtonies being given to level 4, hosl;itals shoulcl be utilizcd for upgr.acliug of'rhe saure
to ttatiottal referral hosl>itals in all tlre .17 counties as is statecl in flrst scheclule of'the
health Act.

o o

.-:..

'l'herc bein

Sign.......

HON. DR.

Ohair'1>e lson, adjourned tl-re nreeting at exactly 2.oO p.rn

Date. .?-.:i..lZ.l zr,.i i
BERT PUKOSE, M.P _ CHAIRPIiRSON
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I<ANCc)
Healthy people, empowered communities

Nkoroi, Merisho
Past O/Rongai Off Magadi Road, Acacia-Matasia Road,
Plainsview North Road, Opposite Merisho Police post
P.O. Box 69866 - 00400
Nairobi, Kenya

Tel: +254 20 2323506 I 2323533
+254 20 2434615 I 2322657

Cell phone: +254 722 ZO3 344
Email: kanco@kanco.org
Website: www.kanco.org

,JJ

I refer to the above subject matter.

Please find attached the memorandum.

All assistance will be highly appreciated

Kind Regards,

Allan Ragi
Executive Director
KANCO
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RATIFYING THE ATRICA IVIDDICINE AGIINCY TREATY: A LONG JOURNEY BUT

TIVIELY VENTURE,

'l-he Afi-ican Union (AU) I-leads of State ancl Government adopted and endorsed the treaty fur tlle

establishment of AMA on ll FeblLrary 2019 in Addis Ababa, Ethiopia. At least l5 goverttments

of the AU must ratify the treaty for the African Medicines Agency (AMA) to come into force.

Ttris is a urrique opportunity for the African continent to tacl<le well-known challerrges in access

to quality health produots and make pl'ogress towat'ds universal health coverage.

Notably, the Constitution of l(enya in Article 43 (l) (a) guarantees each Kenyan citizen the

right to access the highest attainable standard of health including reproductive health care.

The right to health is one of the urost important light for humatr conclitiotr withotrt which the

exercise of other rights is indispensable.

The aim of Aflica's new medicine agency is to harrnonize the legulatory system fbl rleclical

products across the coutinent's 55 nations to enable faster approval processes attd to sLlpport

local pharmaceutical ploduction. It is a sinrilat'tnodel to tliat of tlie ELrropean Meciicines Agetlcy.

The primary objective of AIvIA is to deliver effective trational regulator'1,fi'ameworl<s rvith fiLst-

rate technical support on a regional ancl coutirrental scale. No one tiation has the resoLtrces or

capacity to adequately oversee the rvhole supply chain for liealch prodLtcts in today's increasingly
globalized globe.
In order to increase access to essential phannaceuticals and health comrnodities that at'e sectlre.

efficient, econornical, and of high quality, AMA will leverage African regulatory capacities and

assets.

KANCO is a premier membership organization of Nott-Covernmental Organizatiotts,

Community Based Organizatious. F'aith Based-Organizations, PLHIV sLlpport organizations,

learning institutions, public and private organizations responding to HIV. TB and prrblic health

Concerns. KANCO currently has a cumulative membership of 1,200 organizations and tlanages

programs in the Eastern Africa.

Accordingly, I(ANCO and the I(enyan CiviI Society applaud the Cabinet and the Ministrl' sf
Foreign Affairs for ratifying the AMA Treaty in May 2022.We applaLrd the Kenyan Parliamerrt

for requesting public memoranda, stressing the significance of lcey stal<eholders' involvelrent,
such as regulator.s, researcliets, academic inst.itLttions, commercial entet'prises, and civil society

organizations.

Support the growth of local pharmaceutical production, a key objective of the

Pharmaceutical Manufacturing Plan for Africa (PMPA)

Provide a mechanism for evah"rating medical products for the treatment of priority
diseases as determined by the African Union.

o

To:

o



' Support regularly inspects, coordinate and share information about products that are
authorized for marketing.

. Coordinate joint reviews of clinical trial applications for vaccines and assessment

. Develop common standards and regulations, harmonizing legislation;
r Collaborate with RECs and National Medicines Regulatory Authorities (trlMRAs) in the

identification of substandard and fatsified medicalproducts (SFs) and facilitate
information sharing across countries.

In maintaining and sustaining our advocacy work, as we mobilize political leaders; We urge the
Kenyan Parliament to expedite the process that will formally ratify the AMA pact by
Kenya.

The AMA Treaty has already been ratified or signed by 33 of the 55 member states of the
African Union.20 AU nations have ratified and deposited the treaty, and three more have ratified
but not yet done so. 22 countries have neither ratified nor signed, white l0 countries have signed
but not ratified. Kenya belongs to the latter group.

A crucial step before the ratification of the AMA treaty can be formally lodged with the African
Union is the Kenyan parliament's approval of the ratification. Kenya should lead other African
nations in ratifying the pact because it is a major player in the field of global health.

The Constitution of Kenya in Article 43 (l) (a) guarantees each Kenyan citizen the right to
access the highest attainable standard of health including reproductive health care. The
right to health is one of the most important right for human condition without which the exercise
of other rights is indispensable.

9rH February 2023

Kind Regards,

Allan Ragi

Executive Director
KANCO
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9th February 2023

To,

Clerk of the National Assembly,
Parliament Building,
P.O Box 41842-00200,
Nairobi Kenya.

fu"ss *'"
,N/

c,J,--tr
.,2( ;'x)

\+id5
Dear Mr. Samuel Njoroge,

REF: SUBMISSION OF MEMORANDUM FOR CONSIDERATION BY THE NATTONAL ASSEMBTY
ON THF RATIFICATION OF THE AFRICAN IIN ION TREAW FOR THE MENT OF THE

NATIONAL ASSEMB
RECEIVED

I O FEB ZOi]

CTERK'S OFTICE
Bqx 4184?, NAtflOBt

LY

PO

AFRICAN MEDICINES AGENCY (AMA)

We the undersigned organizations under the Coalition for Health Research and Development
(CHReaD) take this opportunity to urge the National Assembly to ratify Africa Medicines
Agency (AMA) and enable Kenya to join hands with other progressive Africa Member states
in the realization of the African Union Agenda 2063 and in making Africa a healthier and
productive continent. Additionally, AMA ratification will catalyze the realization of Universal
Health Coverage (UHC) by assuring faster access to the highest quality of medical products.
UHC is the vehicle for government to deliver the right to health to all Kenyans as guaranteed
in article 43 of the constitutional of Kenya, 201"0.

CHReaD is a network that brings together Civil Society Organizations (CSOs), academia, and
the private sector to advocate for an enabling policy, regulatory and financing environrnent
that facilitates research, innovation, development of and access to medical products and
technologies such as vaccines to improve the health of Kenyans.
CHReaD appreciates the government of Kenya in its effort and intention to ratify AMA. We
equally appreciate the parliament of Kenya for initiating public participation on AMA
ratification, We are in fullsupport of the need to harmonize regulatory systems for medical
products in Kenya and across the continent through such initiatives. AMA will provide a

platform for coordination and strengthening on-going regional and continental
harmonization initiatives, serving to pool expertise and capacities for optimal use of the
limited resources.
Why should Kenya ratify AMA?
1. The African Medicines Agency is in line with the Kenya 2010 Constitution and will

contribute to the achievement of the Kenya Vision 2030 while supporting the objectives
of the Kenya Health Policy (2014 - 2030), the Kenya Health Sector Strategic Framework
20L8-2023, and aiding the realization of the objects of the Kenya National
Pharmaceutical Policy (KNPP).

P O Box 30125-00100, Nairobi, Kenya I www.amref.org/kenya/chread/
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2. With over 30 pharmaceutical manufacturing plants, Kenya's pharmaceutical industry is
the largest in the Common Market for the Eastern and Southern Africa region (COMESA).
However, Kenya still imports more than 70 percent of its pharmaceutical needs. The
sector also relies heavily on impoited raw materials for production. AMA will enable a

conducive environment for a thriving manufacturing ecosystem that in return will spur
growth of the economy and create more job opportunities for Kenyans.

3. AMA is central in ensuring the thriving and development of Africa's Pharma lndustry,
reducing over-reliance in imported and often expensive medicines and medical
products. Kenya therefore needs to work with AMA allowing her cooperation with other
AU member countries to encourage a handful of globally competitive industry clusters
to thrive in country within the Regional Economic Communities (RECs) and continentally.

4. AMA will expedite Kenyans access to quality, effective and efficacious medical products
due to increased local manufacture of these products that are specific to the disease
burden in the country.

VALUE PROPOSITION OF RATIFICACTION OF AMA TREATY
L,L Access to complex/specialized medical products and technologies

t. AMA will provide a platform where countries such as Kenya will have access to
complex, specialized and expensive molecules. With the economies of scale, the
overall cost of acquiring these products will substantively reduce which eventually will
result into lower product cost at the patient level.

2. AMA willguarantee access to quality specialized medical products like biologicals that
have few regulatory expertise in Africa through access to rigorous pooled regulatory
process.

1.2 lncrease Local ManufacturingCapabilities
L. AMA will eliminate duplication and ensure efficient use of resources, towards

improving access to safe and efficient medical products. AMA will provide guidance,
streamline and enhance efforts of the Regional Economic Communities (RECs) and
partner states (NMRAs) towards harmonization of medical products regulation.
Products that Kenya exports or wishes to export shall be meeting the standards of all
55 countries in Africa. Given Kenya's advancement in manufacturing compared to
many African countries, this would be a plus for its companies that do not have to try
to meet different standards in different countries.

2. AMA will open up the market for Kenya's local production and manufacturing industry
to the USD l.2Billion market in Africa, which would go beyond the current USD

l60Million at the EAC level.
3. AMA will create and manage an active pharmaceutical ingredients (APl) database, and

increase the knowledge on and reliability of APls on the continent by capitalizing on
existing API data & API inspections.

1.3 Ease of Doing Business

P O Box 30125-00100, Nairobi, Kenya I www.amref.org/kenya/chread/
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1. lncreased reliance under the AMA framework will reduce the timelines for registration
of medicines that would in turn reduce operational costs and pose as an incentive for
manufacturers to set up factories within the region thus attracting investments.

2. AMA will increase economic integration of the continent, which will be reinforced by
the African Continental Free Trade Agreement, leading to easier circulation of quality
products that meet AMA and global standards, and effective control of medical
products.

1.4 Capacity Building
7. AMA harmonizes technical and procedural standards across all States Parties, by

coordinating guideline development and endorsement at the continent level.
Harmonized technical and procedural standards (e.g., guidance) for the regulatory
components along the life cycle of medical products are key enablers for
successful capacity building across the continent.

2, AMA will provide capacity building to regulatory authorities such as the Pharmacy
and Poisons Board (PPB) of Member states towards their regulatory maturity
levels upon a request by the member states. Kenya is aiming at attaining maturity
level3 (ML3).

3. AMA as a continental agency will, through harmonization, capacity-building and
dedicated activities, improve the capacity of States Parties to face the challenges
of emerging and re-emerging diseases such as COVID-19 including improving of
access to safe and efficacious medicines of their populations while fostering
confidence and reliance among member states.

CHReaD highly recommends the expedited ratification of the AMA treaty by the Kenya
government as a matter of national interest. This will put the country on the course to self-
reliance in providing safe, quality and affordable medical products as well as significantly
improve our economic status.
Signed:

1. AMREF HEALTH AFRICA IN KENYA

2. PATH

3. tAVt

4. KENYA AIDS NGOs CONSORTIUM (KANCO)

5. MOVEMENT OF MEN AGATNSTATDS rN KENYA (MMAAK)

6. WACIHEALTH
7. STOPTB PARTNERSHIP KENYA

8. qDATAMS
9. CONCERN WORLDWIDE

10. NATTONAL ORGANTZATTON OF PEER EDUCATORS (NOPE)

11. VILLGRO AFRICA

12. TNTERNATTONAL COUNCTL OF WOMEN FTGHTTNG A|DS tN KENYA (|CWK)

P 0 Box 30125-00100, Nairobi, Kenya l.www.amref.org/kenyalchread/
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13. NATIONAL EMPOWERMENT NETWORK OF PEOPLE LIVING WITH HIV IN KENYA

(NEPHAl()

14. ACCESS TO MEDICINES PLATFORM

15. AMBASSADOR FOR YOUTH AND ADOLESCENT REPRODUCTIVE HEALTH PROGRAM

(AYARHEP)

16. KENYA TREATMENT ACCESS MOVEMENT (KETAM)

17. DEUTSCHE STIFTUNG WELTBEVOLKERUNG (DSW) KENYA

18. MEDECTNS SANS FRONTTERES (MSF)

19. KENYA PROGRESSIVE NURSES ASSOCIATION.

20. CENTRAL KENYA DEVELOPMENT NETWORK

P O Box 30125-00100, Nairobi, Kenya I www.amref.org/kenya/chread/
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REPUBLIC OF KENYA

OFIi'ICE OI.' TIT I' ATTOITN I,Y.G IiN Ii RA 1,

&
DBP,,\RTMENT OIi J USl'ICE

Your Ref: NA/DCSiD C-H12022/008
Our Ref: AC/CONF/6|E|85 VOL Xlll

Mr. Samuel Njoroge
The Clerk
National Assembly
NAIROBI

2nd :)

Pd
iL.f

\\o)t
..)\

RE: CONSIDERATION OF THE RATIFICATION OF THE AFRICAN UNION TREATY

FOR THE ESTABLISHMENT OF THE AFRICAN MEDICINES ACENCY (AMA) BY

THE COVERNMENT OF KENYA

Reference is made to the above captioned'bubje<:t rnatler.

We hereby acknowledge receipt of your lefter referenced NA/DCS/DC-11/2022/008 and

dated 25th January' 2023, the contents of which are duly noted.

We have reviewed the full text of the above referenced Treaty and the acco:'n1'.ranf irrg

Memoranda to Parliament and find the same to be in order from a legal perspective.

Thank you for your continued ration.

KENNEDY OCETO CBS

SOLICITOR CENERAL

Copy to Hon. J.B.N Muturi, ECH

ATTORNEY CENERAL
NAi to i{AL i\bjL
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9th February 2023

To,

Clerk of the National Assembly,
Parliament Building, P.O Box 4L842-0O200,
NairobiKenya.

\e

U,Pt

Dear Mr. Samuel Njoroge,

REF: SUBMISSION OF MEMORANDUM FOR CONSIDERATION BY THE NATIONAT ASSEMBLY

ON THE RATIFICATION OF THE AFRICAN UNION TREAW FOR THE ESTABLISHMENT OF THE

AFRICAN MEDICINES AGENCY (AMA)

We the undersigned organizations under the Coalition for Health Research and Development
(CHReaD) take this opportunity to urge the National Assembly to ratify Africa Medicines
Agency (AMA) and enable Kenya to join hands with other progressive Africa Mem Der states

--m'Th'e-rmn6iion of the African Union Agenda 2063 and in making Africa a healthier and
productive continent. Additionally, AMA ratification will catalyze the realization of Universal
Health Coverage (UHC) by assuring faster access to the highest quality of medical products.
UHC is the vehicle for government to deliver the right to health to all Kenyans as guaranteed
in article 43 of the constitutional of Kenya, 2010.
CHReaD is a network that brings together Civil Society Organizations (CSOs), academia, and

the private sector to advocate for an enabling policy, regulatory and financing environment
that facilitates research, innovation, development of and access to medical products and
technologies such as vaccines to improve the health of Kenyans.

CHReaD appreciates the government of Kenya in its effort and intention to ratify AMA. We
equally appreciate the parliament of Kenya for initiating public participation on AMA
ratification. We are in full support of the need to harmonize regulatory systems for medical
products in Kenya and across the continent through such initiatives. AMA will provide a

platform for coordination and strengthening on-going regional and continental
harmonization initiatives, serving to pool expertise and capacities for optimal use of the
limited resources.
Why should Kenya ratify AMA?
1. The African Medicines Agency is in line with the Kenya 2010 Constitution and will

contribute to the achievement of the Kenya Vision 2030 while supporting the objectives
of the Kenya Health Policy (2OL4 - 2030), the Kenya Health Sector Strategic Framework
2OL8-2O23, and aiding the realization of the objects of the Kenya National
Pharmaceutical Policy (KNPP).
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2. With over 30 pharmaceutical manufacturing plants, l(enya's pharmaceutical industry is

the largest in the Common Market for the Eastern and Southern Africa region (COMESA).

However, Kenya still imports more than 70 percent of its pharmaceutical needs. The

sector also relies heavily on imported raw materials for production. AMA will enable a

conducive environment for a thriving manufacturing ecosystem that in return will sptrr

growth of the economy and create more job opportunities for Kenyans.

3. AMA is central in ensuring the thriving and development of Africa's Pharma lndustry,
reducing over-reliance in imported and often expensive medicines and medical
products. Kenya therefore needs to work with AMA allowing her cooperation with other
AU member countries to encourage a handful of globally competitive industry clusters

to thrive in country within the Regional Economic Communities (RECs) and continentally.
4. AMA will expedite Kenyans access to quality, effective and efficacious medical products

due to increased local manufacture of these products that are specific to the disease

burden in the country.
VALUE PROPOSITION OF RATIFICACTION OF AMA TREATY

1.1 Access to complex/specialized medical products and technologies
1,. AMA will provide a platform where countries such as Kenya will have access to

complex, specialized and expensive molecules. With the economies of scale, the
overall cost of acquiring these products will substantively reduce which eventually will
result into lower product cost at the patient level.

2. AMA willguarantee access to quality specialized medicalproducts like biologicals that
have few regulatory expertise in Africa through access to rigorous pooled regulatory
process.

t.2 lncreaseLocalManufacturingCapabilities
1. AMA will eliminate duplication and ensure efficient use of resources, towards

improving access to safe and efficient medical products, AMA will provide guidance,

streamline and enhance efforts of the Regional Economic Communities (RECs) and

partner states (NMRAs) towards harmonization of medical products regulation.
Products that Kenya exports or wishes to export shall be meeting the standards of all

55 countries in Africa. Given Kenya's advancement in manufacturing compared to
many African countries, this would be a plus for its companies that do not have to try
to meet different standards in different countries.

2. AMA will open up the market for Kenya's local production and manufacturing industry
to the USD l.2Billion market in Africa, which would go beyond the current USD

l60Million at the EAC level.

3. AMA will create and manage an active pharmaceutical ingredients (APl) database, and

increase the knowledge on and reliability of APls on the continent by capitalizing on

existing API data & API inspections.
1.3 Ease of Doing Business

P O Box 30125-00'100, Nairobi, Kenya I www amref org/kenya/chread/
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1. lncreased reliance under the AMA framework will reduce the timelines for registration
of medicines that would in turn reduce operational costs and pose as an incentive for
manufacturers to set up factories within the region thus attracting investments.

2. AMA will increase economic integration of the continent, which will be reinforced by
the African Continental Free Trade Agreement, leading to easier circulation of quality
products that meet AMA and global standards, and effective control of medical
products.

1.4 Capacity Building
1". AMA harmonizes technical and procedural standards across all States Parties, by

coordinating guideline development and endorsement at the continent level.
Harmonized technical and procedural standards (e.g., guidance) for the regulatory
components along the life cycle of medical products are key enablers for
successful capacity building across the continent.

2. AMA will provide capacity building to regulatory authorities such as the Pharmacy
and Poisons Board (PPB) of Member states towards their regulatory maturity
levels upon a request by the member states. Kenya is aiming at attaining maturity
level 3 (ML3).

3. AMA as a continental agency will, through harmonization, capacity-building and
dedicated activities, improve the capacity of States Parties to face the challenges
of emerging and re-emerging diseases such as COVID-19 including improving of
access to safe and efficacious medicines of their populations while fostering
confidence and reliance among member states.

CHReaD highly recommends the expedited ratification of the AMA treaty by the Kenya
government as a matter of national interest. This will put the country on the course to self-
reliance in providing safe, quality and affordable medical products as well as significantly
improve our economic status.
Signed:

1. AMREF HEALTH AFRICA IN KENYA

2, PATH

3. tAVr

4. KENYA AIDS NGOs CONSORTIUM (KANCO)

5. MOVEMENT OF MEN AGATNST AtDS tN KENYA (MMAAK)
6. WACI HEALTH

7, STOP TB PARTNERSHIP KENYA

8. qDATAMS
9. CONCERN WORLDWIDE

10. NATTONAL ORGANTZATTON OF PEER EDUCATORS (NOpE)

11. VILLGRO AFRICA

12. TNTERNATTONAL COUNCTL OF WOMEN FtGHTtNG AtDS tN KENYA (|CWK)

P O Box 30125-00100, Nairobi, Kenya I www,amref.orgikenya/chread/
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13, NATIONAL EMPOWERMENT NETWORK OF PEOPLE LIVING WITH HIV IN KENYA

(NEPHAK)

14. ACCESS TO MEDICINES PLATFORM

15. AMBASSADOR FOR YOUTH AND ADOLESCENT REPRODUCTIVE HEALTH PROGRAM

(AYARHEP)

15. KENYA TREATMENT ACCESS MOVEMENT (KETAM)

17. DEUTScHE SIFTUNG wELTBEvOtrrnuruc (Dsw) KENYA

rg. uEoectNS sANs rnoulEnrs (MSF)

19. KENYA PROGRESSIVE NURSES ASSOCIATION.

20. CENTRAL KENYA DEVELOPMENT NETWORK

CC: Clerk of the National Assembly- Health Committee

i

P O Box 30125-00100, Nairobi, Kenya I www.amref.org/kenya/chread/
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REPUBLIC OF KENYA
THE NATIONAL TREASURY AND ECONOMIC PLANNING

Telegraphic Address: 22921
FINANCE_NAIROBI
Fax No. 315779
Telephone: 2252299
When replying please quote

Ref: TNT/CONF 70102 TI, (50)

Samwel Njoroge
Clerk of the National Assembly
Parliament Buildings
NAIROBI

D[RECT(}!E
uv/

THE NATIONAL TREASI.JRY
P.O. Box 30007 - 00100

NAIROBI
KENYA

February,2023

\ e.,

Directorate of

Dear tUr fiOuo5A
al4

{a J tq\( ld*
RE: MEMORANDUM BY THE CABINET SECRETARY FOR THE NATIoNAL
TREASURY AND ECONOMIC PLANNING ON THE RATIFICATION OF THE
AFRICAN UNION TREATY FOR THE ESTABLISHMENT OF THE AFRICAN
MEDICINES AGENCY BY THE GOVERNMENT OF KEI{YA

Reference is made to your letter Ref. No. NA/DCSIDC-II/2O22\OO8 dated 24th January,2023
on the subject matter.

We wish to note that the National Treasury and Economic Planning has no objection to the
ratification of the Treaty as noted in the enclosed Memorandurn by the Cabinet Secretary for
the National Treasury and Economic Planning

The purpose of this letter therefore is to forward the Memorandum for your necessary action.

SYours

DR. CHRIS K. KIPTOO, CBS
PRINCIPAL SECRETARY/THE NATIONAL TREASURY

Copy to:

Prof. Njuguna Ndung'u, CBS
Cabinet Secretary
National Treasury and Economic Planning
NAIROBI
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FEDERATION OF KENYA PHARMACEUTICAT MAN U FACTURERS

P.O. Box 53362-00200 NAIROBI. KENYA
Panesar center, Mombasa Rd after Airtel, opposite Auto Express, 2nd FIoor, Room 206

Tel: +254 723916980
E-mail: info@fkpm.co.ke Website; www.fkpm.co.ke

Our Ref : FKPM | 160 I ot I 2023 I NA lst March 2023

vance by email"
To,

Mr. Samuel Njoroge

Clerk of the National Assembly,

Parliament Buildings,

Nairobi.

Yours

Dr.
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Dear Sir,

REF: FKPM COMMENTS ON THE RATIFICATION OF THE AFRICAN UNION TREAW FOR THE AFRICAN

MEDICINES AGENCY (AMA).

Please receive warm greetings from FKPM (Federation of Kenyan Pharmaceutical Manufacturers) which
is an organization representing the interests of Local Pharmaceutical Manufacturers by conveying them
to the relevant forums regarding policies, regulations, trade and quality.

We write this in reference to the recent Memorandum on the ratification of the African Union Treaty for
the establishment of the African Medicines Agency (AMA).

As the Federation of the Local Pharmaceutical Manufacturers, we support the ratification process,
however we have some comments we would like to bring to your attention:

1. There are some protected countries, i.e. Algeria, Morocco ( Support sale of locally manufactured
products) and Ghana (Have a restricted list of products for which they don't allow importation)
that were mentioned and we would like to understand how other African Companies can
penetrate these markets so that it's a fair playing ground for all.

2. We would like to further understand what mechanisms have been put in place to ensure that the
African Medicines Agency (AMA) will work with the lndividual State parties and Regional
Economic Communities to regulate Medical Products in the African Region.

3. We would like to request that Kenya as a country should be represented in the Secretariat of the
African Medicines Agency (AMA).

We

RECE

()
Chairman

Patel

to you favourable response

box 4lgttl Nri.i.{OHI
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LAB MEDICINE SOCIETY OF KETVYA
LUNGA LUNGA SQUARE, 3RD FLOOR, UNIT 332, LUNGA LLINGA ROAD

P. O. BOX 35992-00200, NAIROBI.
TEL,: +254737320000 EMAIL: labrnedicinekenya@gmail.com

Our Ref. No: LMSK/02123No1.2

CLERK OF THE NATIONAL ASSEMBLY

REPUBLIC OF KENYA,

P.O BOX 41842-00100,

NAIROBI.

Date: 6rHlotl2o23

g-{
f-

SUBJECT: MEMORANDUM ON THE RATIFICATION OF AFRICAN UNION TREATY FOR THE ESTABLISHMENT

OF AFRICAN MEDICINE AGENCY.

lntroduction

Lab Medicine Society of Kenya (LMSK) is a professional society whose membership comprises of Medical
Laboratory Officers and Scientists in Kenya practicing in hospitals laboratories and medical research

institutions.

Rationale

ln strengthening and harmonization of regulation of medical products in Africa Union member states

and Regional Economic Communities (RECs), LMSK just like other institutions whose members use

medical products in offering essential healthcare services to patients has analyzed the above mentioned
treaty, understood its provislons and hereby gives its proposals understood to be appropriate for
effectiveness of objectives of the treaty, effectiveness of regulatory policies that shall arise from the
treaty, quality & safety of medical products that shall be in market and effectiveness of application of
those medical products.

We therefore propose the following amendment:
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1. That, the name "African Medicines Agency'' is not the correct name to be used in the yet to be

formed agency of African Union and should be amended to "African Medical Products Agency".

We cite the below justification to get your understanding of this our proposal.

a. Refer to the definition of the term "Medical Product" and the term "Medicine" under
page 6 of ARTICLE 2. "Medical product" in the definition covers a wide list of items such

as medicines, vaccines, blood, blood products and diagnostic devices & medical devices.
"Medicines" in the definition narrows down to substance or a mixture of substances.

This means that "medicines" as an item is just one among examples of medical
prod ucts.

Further, the term medicine as defined excludes medical diagnostic devices, donated

blood for transfusion and donated tissues for transplant which currently are and shall

continue to be examples of medical products under regulation in every member state of
AU. Considering that "Medical diagnostic devices", include laboratory in vitro testing

kits, laboratory machines used in analysis of human specimens, radiology machines

among other machines which in real sense are not "substances or mixture of
substances" hence singly cannot be categorized as medicines.

We therefore understand that the term AFRICAN MEDICAL PRODUCTS AGENCY is the
best name which includes all preparations under healthcare use.

b. Refer to main objective of African Medicines Agency under ARTICLE 4 page 8 of the

document; it states: To enhance capacity of state parties and Regional Economic

Communities to regulate medical products in order to improve access to quality, safe

and efficacious medical products on the continent. The conspicuous, repetitive and

appropriate term here is medical products.

c. Refer to article 6 page 10, under functions of the Agency. The key word as evidenced in

functions; a,b, d, e and f is "Medical Products" (which is an inclusive list of healthcare

items and preparations under use) and not "Medicines".

2. We support the treaty having realized its positive impacts on the continent of Africa

Thank you

d d

Phelix Otieno

President (LMSK)

Oliver Bruce ngo

Secretary General (LMSK) Treasurer (LMSK)

2lPage



,^f27th February.2023 (.

b

The Clerk of the National Assembly.

P.O. Box 41842-OO1OO.

NAIROBI.

RE: MEMORANDA BY KENYA M HBORATORY TECHNICIANS &
TECHNOLOGTSTS BOARp (KMLI|TB) ON THE MATTER OF CONSTpERATTON By
NATIONAL ASSEMBLY ON THE.RATIFICATION OF THE AFRICAN UNION TREATY
ESTABLISHMENT OF THE AFRICAN MEDICINES AGENCY (AI\4A)

27H FEBRUARY 2023. MERCURE HOTEL UPPER HILL (Formerly Crourne Plaza).

The Kenya Medical Laboratory Technicians and Technologists Board (KMLffB) is a body
corporate with the mandate to exercise general supervision and control over the training,
business. practice and employment of Laboratory Technicians and Technologists in Kenya
and to advise the 6overnment in relation to all aspects thereof as provided in CAP 253A
and legal notice No.ll3 of 2011.

KMLTTB Supports the ratification of the AMA as it will go a long way in bringing positive
impact to Kenya and other member states of the African union. The Agency will indeed
go a long way in ensuring access to safe and quality medicines in Africa.

However, we would like to make some distinction between drugs intended in the treaty
and lnvitro Diagnostic Devices (lVDs) also known as invitro diagnostic health products.

KMLTIB would wish to inform parliament of Kenya to appreciate the difference between
the medicines/drugs and medical devices/health products and technologies envisaged by
the Treaty against lnvitro diagnostic health products.

lVDs which have a high potential risk on the population have a precise performance
criteria officially listed in the common technical specifications, which are the standards that
control lYDs (European Union MDR 2O14.
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The fundamental differences between Medicines /drugs, health products & technologies
and lVDs lies in the following aspects; -

Medicines/drugs, health products &
technologies
Pharmaceutical products of therapeutic
and preventive purposes.

They come into contact with the patient

They have a claim of therapeutic effect
They fulfill their role based on direct action
on the patient.

They fulfill their role based on information
they provide and not on direct action on
the patient.
lnstead the quality of information

delivered by an IVD is assessed by
measuring the analytical precision of the
test or assay and by the clinical evidence of
the information provided

lnvitro Diagnostic Products

lso /5/89. lso
They do not come in direct contact with
the patient

\X/hereas it is important to seek a high level of safety for both medical devices & lVDs, it is

equally desirable to maintain the difference between these two categories of medical
devices - one that comes in direct contact and the other that does not. to ensure a rational
and effective regulatory system.

KMLTTB wishes that the Kenyan Parliament and indeed the Parliaments of all member
states maintain the quality of lnvitro diagnostic products. This will have positive impact on
the objectives of AMA. Also help avert misdiagnosis and mismanagement of disease

conditions as well as strengthen the mandates of the respective regulatory authorities.

Respectfully,

Medical Laboratory reagents. kits. controls.
calibrators. software. instruments and
systems) intended for use in the in diagnosis
of disease or other conditions, including a

determination of the state of health in
order to cure, mitigate. treat or prevent
diseases. Such products are intended for use

in the collection. preparation, and
examination of specimens taken from the
human bod

No thera utic effect claimed

Patrick Kisabei - Ag REGISTRAR - KMLTTB



Cc. The Hansard National Assembly.

Cc. Parliamentary Committee on Health.



27th February,2023
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The Clerk of the National Assembly,

P.O. Box 41842-OO1OO.

NAIROBI.

RE: MEMORANDA BY KENYA MEDICAL LABORATORY TECHNICIANS &
TECHNOLOGISTS BOARD IKMLTTB) ON THE MATTER OF CONSTDERATTON By
NATIONAL ASSEMBLY ON THE RATIFICATION OF THE AFRICAN UNION TREATY
ESTABLISHMENT OF THE AFRICAN MEDICINES AGENCY (AMAI

27H FEBRUARY 2023. MERCURE HOTEL UPPER HILL (Formerly Crowne Plaza).

The Kenya Medical Laboratory Technicians and Technologists Board (KMLffB) is a body
corporate with the mandate to exercise general supervision and control over the training.
business, practice and employment of Laboratory Technicians and Technologists in Kenya
and to advise the Government in relation to all aspects thereof as provided in CAP 253A
and legal notice No.113 of 2011.

KMLTIB Supports the ratification of the AMA as it will go a long way in bringing positive
impact to Kenya and other member states of the African union. The Agency will indeed
go a long way in ensuring access to safe and quality medicines in Africa.

However. we would like to make some distinction between drugs intended in the treaty
and lnvitro Diagnostic Devices (lVDs) also known as invitro diagnostic health products.

KMLTfB would wish to inform parliament of Kenya to appreciate the difference between
the medicines/drugs and medical devices/health products and technologies envisaged by
the Treaty against lnvitro diagnostic health products.

lVDs which have a high potential risk on the population have a precise performance
criteria officially listed in the common technical specifications, which are the standards that
control lVDs (European Union MDR 2O14.
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The fundamental differences between Medicines /drugs, health products & technologies

and lVDs lies in the following aspects; -

Medicines/drugs, health products & lnvitro Diagnostic Products

technol es

They come into contact with the patient They do not come in direct contact with
the patient

T have a claim of thera eutic effect No thera eutic effect claimed

Whereas it is important to seek a high level of safety for both medical devices & lVDs. it is

equally desirable to maintain the difference between these two categories of medical

devices - one that comes in direct contact and the other that does not, to ensure a rational

and effective regulatory sYstem.

KMLTTB wishes that the Kenyan Parliament and indeed the Parliaments of all member

states maintain the quality of lnvitro diagnostic products. This will have positive impact on

the objectives of AMA. Also help avert misdiagnosis and mismanagement of disease

conditions as well as strengthen the mandates of the respective regulatory authorities.

Respectfully.

@\

Medical Laboratory reagents. kits. controls.
calibrators. software. instruments and
systems) intended for use in the in diagnosis
of disease or other conditions, including a

determination of the state of health in
order to cure, mitigate. treat or prevent
diseases. Such products are intended for use

in the collection. preparation. and
examination of specimens taken from the
human body (/so l5lB9:202A Uso /3485).

Pharmaceutical products of therapeutic
and preventive purposes.

They fulfill their role based on information
they provide and not on direct action on
the patient.
lnstead the quality of information

delivered by an IVD is assessed bY

measuring the analytical precision of the
test or assay and by the clinical evidence of
the information provided

They fulfill their role based on direct action
on the patient.

Patrick Kisabei - Ag RECISTRAR - KMLTTB
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PHARMACEUTICAL SOCTETY OF KENYA
PCEA Foundation, Block C, Jabavu Rd.

P.O. Box 44290 - 00100 Nairobi - KENYA

T. +254722877 254

E. info@psk.or.ke

W. www.psk.or.ke
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Re: The request dated 26th Januarv 2023 requesting pubtic participation memoranda on the treatv to
establish the African Medicines Asencv

The Pharmaceutical Society of Kenya (PSK) is the professional body of Pharmacists in Kenya, mandated
to advance the practice of Pharmacy, to advocate for and to promote the welfare of its members. Our
goal is to advance ethical practice of pharmacy in Kenya and to advocate for better pharmaceutical
policies in the health sector for the benefit of Kenyans. PSK recognizes that pharmacists are uniquely
and ideally positioned in communities to provide an expanded set of promotive, preventive, and clinical
health services to expand the reach of the health system to communities, families and individuals.

Pharmacists are trained to provide Effective, Efficient, Safe, Quality, Affordable and Appropriate
pharmaceutical care (the practice and philosophy of appropriate medication therapy use). The
achievement of the UHC (Universal Healthcare Coverage)SDG#3 (Sustainable Development Goals) goal
requires resource stewardship and optimization of therapies. Right drug for the Right condition. As per
FIP (lnternational Pharmaceutical Federation) research, For every L (Kshs) paid to a pharmacist, the
healthcare system saves 12 (Kshs). '

The first 2 pages of the African Medicine Agency treaty clearly states the current situation. Subsequently
and recognizes that many organizations are working to improve the situation. As PSK, we propose the
following.

1) That the Pharmacist be proritized in the discovery and innovation of new therapeutic products
locally. Being the medication experts, Pharmacist are uniquely educated and have the
intellectual and technical skill to support the innovation of new therapeutic agents. This is

currently underutilized and underfunded.

2) That the pharmacists ensure that new therapies are well designed for safety and efficacy and
the that the end product is a quality product

NATIONAI EXECUTIVES: DR. LOUIS S. MACHOGU (PRESIDENT) | DR. ANGELINE ACHOKA (NATIONAL TREASURER)

DR. DANIELLA MUNENE (V.P. GOVERNANCE) | DR. JOSEPH KATHARE (V.p. PRACT|CE) I DR. TAB|THA KIMAN| (V.p. LOBBY|NG)

NEW FACE OF PHARMACY: Public I Academia I Trade, Commerce & Enterprise I Epidemiology I Hospital & Specialisation
Leadership&AdminlManufacturinglCommunitylClinicalResearchlNutraceuticalslRegulatory&QualityAssurance

MedicalWasteManagement lHerbalMedicine lHealth&WellnessCoach lSystems&Processes lSupplyChain lAgrovet
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3) That the pharmacist be involved with the process of choosing the appropriate therapeutic
product for the right patient, right condition, right strength, right dose, and right frequency. The
active involvement of pharmacists in pharmaceutical therapy decision is a critical part of
healthcare optimization.

4l That the pharmacist be responsible for the safety and monitoring of the patient's therapy.
5) That the pharmacist be responsible for the procurement and handling of therapeutic products.
6) That the pharmacist be responsible for disposal of unused and expired medications in a manner

that is safe to the public and environment.

7) That the pharmacist will access, recommend and contribute to patient safety regarding therapy
choice, medication interaction and organ function, will require that all inpatient facilities have a
ratio of pharmacist to in patient bed.

8) That the pharmacist counsel all patients inpatient and outpatient before pharmaceutical care
starts.

9) That the pharmacist have the knowledge and skills to respond to drug toxicity challenges
10) That the pharmacist must be involved in public/ population health.
11) That the pharmacist leads the development, education and maintenance of drug formulary.

Pharmacist will collect data and use it in advising on drug formulary matters.
12) That the pharmacist will develop, educate on, and maintain a document that will guide the

levels of practice in the pharmacy profession.

13) That the pharmacist will form a think tank that will be funded by AU and or AMA to collect data,
and offer policy direction and guidance on the effective use of medicines. The think tank will be
tasked with responding to the changing needs of pharmacy.

14) That the pharmacist will work with higher learning regulators to develop a harmonized
curriculum that produce pharmacists with the skills to match the current needs and is flexible
enough to accommodate future needs. The curriculum should reflect an African consensus and
to produce a practice ready pharmacist that can work anywhere in Africa.

15) That the pharmacist will be the driver of drug systems technologies guided by need best access
current and future patients and healthcare system needs.

A USA study on economic cost of medication error concluded that, '... the economic cost of
medication errors is US$ 20-40 Billion a year...' if extrapolated, the economic cost of medication
errors in Kenya is upwards of between US53- 5 Billion. The combined cost of providing healthcare in
Kenya is approximately US$6 Billion. Does it mean that appropriate deployment of the pharmacists

could enable Kenya meet the UHC painlessly?
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The Treaty For The Establishment of the African Medicines Agency, clear objectives regarding
medicines are to; ensure public safety, promote innovation, streamline product registration,
harmonize healthcare systems, harmonize healthcare education systems, ensure positive healthcare
outcomes for patients, and optimize healthcare expenditures. lt is clear from the above outlined
roles that a pharmacist is an important stakeholder and should be included in the entire process of
establishing the proposed agency.

Africa is moving towards Non-Communicable-Diseases where patients will need daily dose of
medications in addition to life style to have quality of life and enjoy relationships. pharmacist are
medication experts. By involving pharmacist in all aspect of NCD Care the patient will get optimal
pharmaceutical care, positive healthcare outcomes and ultimately the slowing down of disease
progression. This will reduce cost of healthcare provision and lead to the UHC that we all strive to
achieve.

It is with great confidence that we believe that you will accept and act on our proposal for the sake
of the patients, their families, their friends, and our economy. We all have a role to play to build our
economies to make our countries and continent better than we found them. pharmacists can help
by keeping you safe and healthy.

Sincerely,

Dr. Louis. S. Machogu

President,

Pharmaceutical Society of Kenya
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February 9r2023

I refer to the above subject matter.

Please find attached the memorandum.

All assistance will be highly appreciated.

Kind Regards,

Allan Ragi
Executive Director
KANCO
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RATIFYING THE AFRICA MEDTCINE AGENCY TREATY: A LONG JOURNEY BUT
TIMELY VENT'URE

TheAfrican Union (AU) I-leads o1'State and Covernmentadopted and endorsed the treaty fbrthe
establishment o1'AMA on ll FebrLrary 2019 in Addis Ababa, Ethiopia. At least l5 goverrrments
o1'the AU must ratify the treaty f'or the Afi'icarr Medicines Agency (AMA) to colrle irrto fbrce.
This is a unique opportunity for the African continent to tackle well-known cliallenges in access
to quality health products and make progress towards universal health coverage.

Notably, the Constitution of Kenya in Article 43 (l) (a) guarantees each Kenyan citizen the
right to access the highest attainable standarcl of health including reproductive health carc
The right to health is one of the rnost important right for human corrdition'"vithout which the
exercise of other rights is indispensable.

The aim of Afi'ica's new medicine agency is to harmonize the regulatory system for rneclical
products across the continent's 55 nations to enable faster approvaI processes ancl to sLrpport
local pharmaceLrticaI plocluction. It is a sinrilal rnodcl to that o1'the I-Lrropcarr Vleclicincs r\scucr,.

T'he primary objective of AMA is to deliver el'fective national regulatory fl'ameworl<s rvith fir'st-
rate technical support on a regional and continental scale. No one nation has the resoLlrces or
capacity to adequately oversee the wliole supply chain for health products in today's increzrsingly
globalized globe.
In order to increase access to essential pharmaceuticals and health comrnodities that are secure,
efficient, econornical, and of high quality, AMA will leverage A1'rican regulatory capacities and
assets.

KANCO is a premier membership oiganization of Non-GovernmentaI Organizations,
Community Based Organizations. l"aith Based-Organizations. PLHIV sLlpport orgarrizations.
learning institr,rtions. public and private organizations responding to HIV. TB and public health
Concerns. KANCO currently has a cumulative membership of 1,200 organizations and rnanages
programs in the Eastern Africa.

Accordingly, KANCO and the Kenyan Civil Society applaud the Cabinet and the Ministry of
Foreign Affairs lor ratifiring the AMA Treaty in May 2022. We applaLrd the Kenyan Parliament
for requesting public memoranda, stressing the significance ol l<ey stalceholders' involvelnent,
such as regulators, researchers, academic institLrtions, commercial enterprises. aud civil socicty
organizations.

Support the growth o1'[ocal phzrrmaceutical production, a key objective of tlre
Pharmaceutical ManufactLrring Plan for Africa (PMPA)
Provide a mechanism for evaluating medical products for the treatment o1'priority
diseases as determined by the Afi'ican Union.

c
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. Support regularly inspects, coordinate and share information about products that are
authorized for marketing.

o Coordinate joint reviews of clinicaltrial applications for vaccines and assessment
. Develop common standards and regulations, harmonizing legislation;
. Collaborate with RECs and National Medicines Regulatory Authorities (NMRAs) in the

identification of substandard and falsified medicalproducts (SFs) and facilitate
information sharing across countries.

In maintaining and sustaining our advocacy work, as we mobilize political leaders; We urge the
Kenyan Parliament to expedite the process that will formally ratify the AMA pact by
Kenya.

The AMA Treaty has already been ratified or signed by 33 of the 55 member states of the
African Union. 20 AU nations have ratified and deposited the treaty, and three more have ratified
but not yet done so.22 countries have neither ratified nor signed, while l0 countries have signed
but not ratified. Kenya belongs to the latter group.

A crucial step before the ratification of the AMA treaty can be formally lodged with the African
Union is the Kenyan parliament's approval of the ratification. Kenya should lead other African
nations in ratifying the pact because it is a major player in the field of global health.

The Constitution of Kenya in Article 43 (l) (a) guarantees each Kenyan citizen the right to
access the highest attainable standard of health including reproductive health care. The
right to health is one of the most important right for human condition without which the exercise
of other rights is indispensable.

9rH February 2023

Kind Regards,

Allan Ragi

Executive Director
KANCO
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9th February 2023

To,

Clerk of the National Assembly,
Parliament Building,
P.O Box 47842-00200
Nairobi Kenya.

Dear Mr. Samuel Njoroge,

REF: SUBMISSION OF MEMORANDUM FOR CONSIDERATION BY THE NATIONAT ASSEMBLY
ON THE RATIFICATION OF THE AFRICAN UNI N TREAW FOR THE ESTABLISHMENT OF THE

NATIONAL ASS
RECEIVED

I O FEB ZOz]

CIERK,S OFFICE
41A42, NAffioEt

EMBLY

PQ Box

AFRICAN MEDICINES AGENCY (AMA)

We the undersigned organizations under the Coalition for Health Research and Development
(CHReaD) take this opportunity to urge the National Assembly to ratify Africa Medicines
Agency (AMA) and enable Kenya to join hands with other progressive Africa Member states
in the realization of the African Union Agenda 2063 and in making Africa a healthier and
productive continent. Additionally, AMA ratification will catalyze the realization of Universal
Health Coverage (UHC) by assuring faster access to the highest quality of medical products.
UHC is the vehicle for government to deliver the right to health to all Kenyans as guaranteed
in article 43 of the constitutional of Kenya, 2010.
CHReaD is a network that brings together Civil Society Organizations (CSOs), academia, and
the private sector to advocate for an enabling policy, regulatory and financing environment
that facilitates research, innovation, development of and access to medical products and
technologies such as vaccines to improve the health of Kenyans.

CHReaD appreciates the government of Kenya in its effort and intention to ratify AMA, We
equally appreciate the parliament of Kenya for initiating public participation on AMA
ratification. We are in full support of the need to harmonize regulatory systems for medical
products in Kenya and across the continent through such initiatives. AMA will provide a

platform for coordination and strengthening on-going regional and continental
harmonization initiatives, serving to pool expertise and capacities for optimal use of the
limited resources.
Why should Kenya ratify AMA?
1. The African Medicines Agency is in line with the Kenya 2010 Constitution and will

contribute to the achievement of the Kenya Vision 2030 while supporting the objectives
of the Kenya Health Policy (2014 - 2030), the Kenya Health Sector Strategic Framework
2078-2023, and aiding the realization of the objects of the Kenya National
Pharmaceutical Policy (KNPP).

P O Box 30125.00100, Nairobi, Kenya I www.amref.org/kenyalchreadl
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2. With over 30 pharmaceutical manufacturing plants, Kenya's pharmaceutical industry is
the largest in the Common Market for the Eastern and Southern Africa region (COMESA).

However, Kenya still imports more than 70 percent of its pharmaceutical needs. The
sector also relies heavily on imported raw materials for production. AMA will enable a

conducive environment for a thriving manufacturing ecosystem that in return will spur
growth of the economy and create more job opportunities for Kenyans.

3. AMA is central in ensuring the thriving and development of Africa's Pharma lndustry,
reducing over-reliance in imported and often expensive medicines and medical
products. Kenya therefore needs to work with AMA allowing her cooperation with other
AU member countries to encourage a handful of globally competitive industry clusters
to thrive in country within the Regional Economic Communities (RECs) and continentally.

4. AMA will expedite Kenyans access to quality, effective and efficacious medical products
due to increased local manufacture of these products that are specific to the disease

burden in the country.
VATUE PROPOSITION OF RATIFICACTION OF AMA TREAW
1.1 Access to complex/specialized medical products and technologies

1. AMA will provide a platform where countries such as Kenya will have access to
complex, specialized and expensive molecules. With the economies of scale, the
overall cost of acquiring these products will substantively reduce which eventually will
result into lower product cost at the patient level.

2. AMA will guarantee access to quality specialized medical products like biologicals that
have few regulatory expertise in Africa through access to rigorous pooled regulatory
process.

L.2 !ncreaseLocalManufacturingCapabilities
t. AMA will eliminate duplication and ensure efficient use of resources, towards

improving access to safe and efficient medical products. AMA will provide guidance,

streamline and enhance efforts of the Regional Economic Communities (RECs) and
partner states (NMRAs) towards harmonization of medical products regulation.
Products that Kenya exports or wishes to export shall be meeting the standards of all
55 countries in Africa. Given Kenya's advancement in manufacturing compared to
many African countries, this would be a plus for its companies that do not have to try
to meet different standards in different countries.

2. AMA will open up the market for Kenya's local production and manufacturing industry
to the USD l.2Billion market in Africa, which would go beyond the current USD

l60Million at the EAC level.
3. AMA will create and manage an active pharmaceutical ingredients (APl) database, and

increase the knowledge on and reliability of APls on the continent by capitalizing on

existing API data & API inspections.
1.3 Ease of Doing Business

P O Box 30125-00100, Nairobi, Kenya I www.amref,org/kenya/chread/
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1. lncreased reliance under the AMA framework will reduce the timelines for registration
of medicines that would in turn reduce operational costs and pose as an incentive for
manufacturers to set up factories within the region thus attracting investments.

2, AMA will increase economic integration of the continent, which will be reinforced by
the African Continental Free Trade Agreement, leading to easier circulation of quality
products that meet AMA and global standards, and effective control of medical
products.

!.4 Capacity Building
1. AMA harmonizes technical and procedural standards across all States Parties, by

coordinating guideline development and endorsement at the continent level.

Harmonized technical and procedural standards (e.9., guidance) for the regulatory

components along the life cycle of medical products are key enablers for
successful capacity building across the continent.

2. AMA will provide capacity building to regulatory authorities such as the Pharmacy

and Poisons Board (PPB) of Member states towards their regulatory maturity
levels upon a request by the member states. Kenya is aiming at attaining maturity
level 3 (ML3).

3. AMA as a continental agency will, through harmonization, capacity-building and

dedicated activities, improve the capacity of States Parties to face the challenges

of emerging and re-emerging diseases such as COVID-19 including improving of
access to safe and efficacious medicines of their populations while fostering
confidence and reliance among member states.

CHReaD highly recommends the expedited ratification of the AMA treaty by the Kenya

government as a matter of national interest. This will put the country on the course to self-
reliance in providing safe, quality and affordable medical products as well as significantly

improve our economic status.
Signed:

L. AMREF HEALTH AFRICA IN KENYA

2. PATH

3. tAVt

4. KENYA AIDS NGOs CONSORTIUM (KANCO)

5. MOVEMENT OF MEN AGAINST AIDS lN KENYA (MMAAK)

6. WACI HEALTH

7. STOP TB PARTNERSHIP KENYA

8. qDATAMS
9. CONCERN WORLDWIDE

10. NATTONAL ORGANIZATION OF PEER EDUCATORS (NOPE)

1.1. VILLGRO AFRICA

12. TNTERNATTONAL COUNCIL OF WOMEN FIGHTING AIDS lN KENYA (ICWK)

P O Box 30125-00100, Nairobi, Kenya I www.amref,org/kenya/chread/
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13. NATIONAL EMPOWERMENT NETWORK OF PEOPLE LIVING WITH HIV IN KENYA

(NEPHAK)

14. ACCESS TO MEDICINES PLATFORM

15. AMBASSADOR FOR YOUTH AND ADOLESCENT REPRODUCTIVE HEALTH PROGRAM

(AYARHEP)

16. KENYA TREATMENT ACCESS MOVEMENT (KETAM)

17. DEUTScHE SIFTUNG wELTBEVOIxc nuruc (DSW) KENvA

ra. vEorcrrus sANs rRorurrERrs (MsF)

19. KENYA PROGRESSIVE NURSES ASSOCIATION.

20. CENTRAL KENYA DEVELOPMENT NETWORK

P O Box 30125-00100, Nairobi, Kenya I www.amref.org/kenya/chread/
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Mr. Samuel Njoroge
Clerk of the National Assembly
Parliament Buildings
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"tRE: CONSIDERATION OF THE RATI
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FICATION OF THE N
TREATY FOR THE ESTABLISHMENT OF THE AFRICAN MEDICINES
AGENCY (AMA) BY THE GOVERNMENT OF KENYA

Reference is made to the above subject matter and your letter dated 25tt
January, 2023 referenced NA/DCS/DC-H/ 2022 /OOS.

According to the Treaty Making and Ratification Act, the Ministry of Foreign
& Diaspora Affairs is mandated to manage Kenya's International Agreements
and Commitments including all procedures related to the mechanisms of
initiation, signature, ratification, implementation, reporting of compliance
and review of Agreements.

The Ministry of Foreign & Diaspora Affairs convened a stakeholder meeting
with the Office of the Attorney General, and the Ministry of Health
nominated representatives and came up with a joint brief on the AMA
memoranda.

The purpose of this letter is to, therefore, submit the joint brief for your
consideration .* '...-.'a\-<

_-.."-*-
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Clerk of the National Assembly
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CONSIDERATION OF THE RATIFICATION OF THE AFRICAN UNION
TREATY FOR THE ESTABLISHMENT OF THE AFRICAN MEDICINES
AGENCT (AMA) BYTHE GOVERNMEilTT OF r(ENYA

Reference is made to your letter Ref: NA/DCS/DC-H/zozzf oo8 dated z5th January 2o2S
on the above subject matter.

The Authority has reviewed the Memorandum on the Ratification of the{E icc:nTreatg

for the Estcblishrnent of the African Medicines Agency (AMA) together with

the Treaty for the Establishment of the;Lf.rlqg "l_nS"4igi**g"tg and does not have

additional input on the document for submission.

Yours sincerely,
DIFRECJ- . F
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FCPA Githii Mburu, MGH, CBS
COMMISSIONER GENERAL
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C[.fliTK'S OF"FICE

Co-op Bank House Building
r Haiie Selassie Avenue
P.O. Box 8846-00200 City Square

NAIROBI, KENYA

Mobile: 0729 1 1 I 1 08/0733208888
Wireless: +254-20 2603 599 120 26037 33
E-mail: ps@meac.go.ke
Website; www.meac.go.ke
When replying please quote:
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The Clerk,
National Assembly,
P.O Box 41842 - 001OO,
NAIROBI.
Email: cna@parliament.qo.ke
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RE: CONSIDERATION Or. THE RATIFICATION Or. THE AFRICAN UNION TREATY

FOR THE EASTABLISHMENT OF THE AFRICAN MEDICINES AGENCY (AMA}
BY THE GOVERNMENT OF KENYA

Reference is made to your letter, Ref
2A23 on the above captioned subject.

NA/DCS/DC- 22l0AB dated 25th January,

The State Department for East African Community has considered the provisions of the
Treaty for the Establishment of tfre Africa Medicines Agency (AMA) ald consulted with
the Ministry of Health and is of the view that Kenya shouid consider ratitying the Treaty.

In view of this, please find attached our memoranda in support of ratification of the
treaty for your consideration.
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MEMORANDA ON RATIFICATION OF THE TREATY FOR THE
ESTABLISHMENT OF THE AFRICAN MEDICINES AGENCY (AMAI

JUSTIFICATION FOR RATIFICATION

Since 2OO9, the Africa Union Development Agency (AUDA-NEPAD),
working with regional economic communities (RECs) and collaborating
with development partners, has been advancing the African Medicines
Regulatory Harmonization (AMRH) Initiative that has now culminated into
the African Medicines Agency (AMA).

The AMA is intended to provide a platform for coordination and
strengthening on-going regional and continental harmonization
initiatives, serving to pool expertise and capacities for optimal use of the
limited resources. This memorandum therefore seeks to support Kenya's
ratification.

AMA will enable Kenya strengthen its Clinical Trials ecosystem including
that of COVID-19, strengthen its manufacturing industry, enable it
conform to the best practices and standard for health. products,
strengthen Kenya's capacity to regulate and monitor safety of health
products.

AMA will provide a platform for a multi-faceted approach for combating
Substandard and Falsified medical products by strengthening medicine
regulatory systems including the capacity for conducting pre-marketing
authorizations and routine post marketing surveillance.

The existing national and regional regulatory bodies or harmonization
initiatives at RECs level will continue with their mandate but AMA will
complement their efforts and contribute to capacity building towards
improving access to quality-assured medical products within the agenda
of Universal Health Coverage and the Sustainable Development Goals.

Kenya supported the AMRH initiatives including in the set-up of the EAC-
MRH Programme and implementation. These initiatives at the regional
and continental levels have largely aided Kenya's realization of its Health
Sector development goals and targets while strengthening the national
capacities for effective health service delivery.

The establishment of AMA puts Kenya at a better standpoint to benefit
more once AMA comes into force. It is therefore in the national interest
tJ:at Kenya ratifies the Treaty for the Establishment of AMA

6
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The Clerk,
National Assembly,
P.O Box 4L842 - OO1OO,

NAIROBI.
Email : cna@f arliament. go. ke
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RE: CONSIDERATION OF THE RATIFICATION OF THE AFRICAI{ UT{ION TREATY

FOR THE EASTABLISHMENT OF THE AFRICAN MEDTCTNES AGENCY (AnlAl
BY THE GOI'ERNMENT OF KEI{YA

Reference is made to your letter, Ref. NA/DCS/DC-H /2022/OO8 dated 25m January,

The State Department for East African Community has considered the provisions of the
Treaty for the Establishment of the Africa Medicines Agency (AMA) and consulted with
the Ministry of Health and is of the view that Kenya should consider rati$ing the Treaty.

In view of this, please find attached our memoranda in support of ratification of the
treaty for your consideration.

IHECTOR
Charity Chepkonga-Bokindo
FOR: PRINCIPAL SECR.BIARY

0 7 FEB 2023
D

Encl .;i

@

i''::ulorato ol Departmental Committees

Vlsion:

Deepen ond widen Eost Africon lntegration for Sustoinoble Development ond improved livelihoods ol oll

Kenyonsrroeqn40(}
CERTIFIEI



NEWSPAPER ADVERTISEMENT ON PUBLIC

PART!CIPATION



[Lf !4r!9I{ r!,ux!P4Y,! tt!4EEe, ?grC_ 5

Natlonal Nlews

eport The2O22lbrahim lndex reveals the country continues to deteriorate on security and rule of law

(enya r:anked 13th in goyernAnce index
re country has improved from position 18 in Africa in the 2O2O repont by the Mo lbrahim Foundation

'.q*t
AT A GLANCE
x","li"rniri.J
pelformed
Theffve countrieswith
the highest imprcvom€nt
includo Seychelles,Tuni-
sia, Botswana, Mauritius,
and Cape Vendo, with tho
latter two dstsriorating
ovorthe decade.
Some 22 countrios,
howsver, decreased their
scor€ since 2017 and in-
clude South Sudan, Con-
tral African Republic.
Even though Somalia, Eri-
trea and EquatorialGui-
neawer€ Enked with the
lowest scor€, they have
improved theirscore
overthe decade.

better civil reBistmtion, imprcv-
ing capacity ofthe statistical sys-
tem md mobilisation of tu md
revenue collection.

Accordin8 to the report, the
comtry also needs to do better in
regional htegration, impwe ac-
ces tobankinB seruices,lmd md
water, rual market and ensure

equal rural representation md
participation.

Overall, the report wms that
Africa's decade ofprogress may
go dom t}le fuain due to failue
of imprcvement.

The report,which is released af-
ter every two yem, a]loffi for cit-
izens, govements md institu-
tions to assess delivery of pub-
lic goods and servic€s and poli-
cy outcomes in Africa,details the
latest available data ofthe Afi:i-
can continent as from 2012 to
2021, focusing on security and
ru]e of law participation, rights
and inclusion, foundations for
economic opportunity and hu-
mm development.

It details that seffity md rule
oflaw in Africa deteriorated al-
most four times between 2019
md 2021 compaed to between
2012 md 2019.
s€ff ity md accmtability, md

trmspilency have also declined
at a fast pace since 2019.

Peticipation, rights md inclu-
sion have also deteriorated six
times faster between 2019 and
2021 as compared to between
2012 and 2019.

"The most deteriomted indica'
tors over the last three yeils ile
trYeedom ofAssociation md As-
sembly and Democratic Elec-
tions. while the pace of decline
has accelemted for Freedom of
Association and Assembly, the
deteriomtion in Democmtic Elec-
tions reverts the prcgress made
between 2012 and 2019," reads
t}lereport.

Even though the overall gov-
emmce in Africa has imprcved
since 2012, thanks to advances
in hmm dwelopment md eco-
nomic foudation, progress has
been slow since 2019, parth due
to womening secuity md weal-
er democracy, unemployment,
inefficient trmsport and poor
energy infmstructre. covid-19
also played a part in worsening
?re-tristing deteriomtioro in se-
ruity md demomcy

Out of the 54 African comtries,
35 comtries,imprcved their gov-

emmce since 2012,with only 15

accelerating their progress be-
tween 2017 and 2021. The five
countries with the highest im-
provement include Seychelles,
Tunisia, Botswana, Mauritius,
md Cape verde, with the latter
two deteriorating over the dec-
ade.

MERCY CHELANGAT

/ enya has made strides in
overall govemmce, accord-

1 ingtoanewAfrica report.
I The report, however, re-
ds the @utry has deteriomt-
on sruity md rule of law in-
sion md equality foudatiom
economic oppoilunity and

mm development.
ccording to the 2022 Ibrahim
lex of African Governance,
rya now mnls at position 13
the continent, an improve-
rnt fron position 18 in the
)0 report by the Mo lbrahim
mdation.
he ranking is amonB the 35
mtries that have recorded
:rall imprwements in govem-

li*!F'' ..o*oyr,tu.""a"
adC uman trafficking,
d fo bou,crime levels,
partiality of judicial system,
:essibility of public records, m-
:orruption mechmisms and
blic pmcwment prccedws.
enya also has its work at out
ensuing that public adminis-
tion is strcamlined to allN for

fr
Mo lbrahim, the founder ofMo lbrahim Foundation, chats with
Rwanda President Paul Kagame during th6 Mo lbmhim Govern
ance Weekend in Kigali in April 2O18. FrLE r NATToN

ffi@ THIKA TECHNICAL
TRAINING INSTITUTE

P.O BOx sl THIT(ATEL:o2o-214496s
E-MAIL: thlkatechnlcal@8mall,com, thlkltoch@yahoo.c!m

Web3lta.www.thlkatechnlcal.ac.ko

Applications are invited from interested and qualified persons for the following vacant
positions on a two [2] year contract.

l{B: For more detalls vblt the lnstltuto webslte:www.thlkatechnlcal.ac.ke

Application letter, detailed CV, photocopies of relevant certificates and testimonials
should reach the lnstitute on or beforeOS|O?/ZO?S.Clearly addressed to: -

The Principal

Thika Technical Training lnstitute,
P.0 Box 9l-01000.

Thika. l
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REPUBLIC OF KENYA

TI{E NATIOT{AL ASSEHBLY
13IH PARLIAMENT - FIRST SESSION

DEPARTI{ENTAL COI{}IITTEE ON HEALTH

ln the Hatter of Artlcls 2(5) and (6) and UB (lxb) of the Connltutlon ot K!ny. and Secuon 8
ofthefreatyt4aklng and Ratlflcailon Ac! 2012 and

ln the I'lattd of ConsldqEtlon by the NatlomlAssmbly of the RatflEtlon dttha Aftlcn Unlon Treaty
for th€ Eedllshment o, the Afrtd HrdklE AEency (AllA)

H

SAHUELN,ONOOE

CUSKOLIIENAIONAL-ASSEUELY

266.lanuary,2023

A(l.le 118(1) (b) of the Consttuilon of Kenya requkes Parliament to facllltat€ public padidpation and involvemenr in the leglslative
af,dotherbuslnssof PadiamentanditsCommitees

Pursuant to Seclion 8 of the Treaty fraklng and Ratifrcation Act, 2012, the Cablnel Se(retary for Forelgn Affats submltted to the
National Assembly the Afri.on Unlon frcoty lor th. Estoblishment o, the Afrkon Unlon Nedliol Agency, (AMA) for a pproval, after
Itwas Gtified bythe Cablneton 12'i May 2022.

The lrcaty seekslo establish the Afrlcan Medtcal Agency as a speciallzed Agenry ofth€ Alrican Unlon wlth its own rules, membeEhip
and reourres ro €nhance the capaclty of rtate panles and Eglmal Eaonomlc Communhles (RECs) to regulaE medlcal produds
ln order to lmprcve access to quallty, gfe and sufflclenl medlGl prcduds on tft e contlnent.

The Treaty was lnilally tabled ln rhe Narional Assembly rcwards rhe end ol rhe 126 Parliament and was the.eatter not considered
Consequently, il was re-tabled in the House on l" oecember 2022 in lhe 13'i Parliamenl and thereafter commltted to the
0epa(mental Committee on Health lor€onsideralion and reportlngasrequlred underthe Treaty l4aklngand Rarlflcarlon Act,2012.

ln compllance lvkh Ailicle UB (1) (b) of the Consilution, the Depa(mental Commktee on Heallh hereby jnvites Ihe public and
slakeholde,s to subml memoranda on th€ ]reary The tll re{ of the Treaty and the accompanylng l,lemorandum to rhe National
Assembly may be ac(essed through http // ww oai lbment.oo.kelthe - natlonal-assembly,/housa -buslness/co€r-laid.

The memoranda should be addressed to the Clerk of the National As*mbly P0.80x41842-00100, Nakobl, hand-dellveredlo the
otfrce of the Clerk of the National AssembLy, Main Parliament Building, Nakoblj or emailed tocnaopadiam€nt.go.ket b be received
on orbefore g'h February,2023 at5.00 p.m

INVIIATIOl{ FPR.PUBLIC PARTICIPATION
(suauBhor oF irEI'ToRANDA)

Government

I I TiTt/BoG/
MET/01/01/2023

Mechanical
EnBineerlng
Technician

Diploma in Mechanical Engi-
neering Plant or Mechanical
Engineering Refrigeration &Air
Conditioninc.

2 TTTI/BoG/
ACC/02/01/2023

Accountant r Bachelors of Commerce in
Finance/ Accounting or its
equivalent

r CPA-KCertlticate
r Member of ICPAK

0nly shortllsted candldate wlll be contacted.
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t IThe follorving Paper was laid on the Table of the House on Tuesday, June 7 12022:

- Memorandum on the ltatification of African Union Tteaty for the establishrnent of dre

African Medicines Agency (r\Mr\)

Consideting that the l{ouse procecded to Sine die recess imrnediately drereaftet, rnatHng the

end of the Tetm of the l)th p^1l1amcnt, dre papet could not be considered.

The said Trcaty rvas re-tabled befote the Housc on Thursday, December I ,2022 in the

13th P^fli.ment.
:

"6ff Eniioie&herervirh, please finti rh; sziid r./ea$fo, yorrrifl..trro.y n.tio,,.

(Enck)

Clcr:k of thc National r\ssen-rbly
Deputy Cledis
Di rec tor, I-cgislarivc ct i) rocedur:al S cn'ices
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Dear thr v|D?
itll: I#.D[d$RA]vDl]M oN I'rIE RATrFrcATroN oF AFRICAN IINI0N

T. REA?Y FOR TI{E ESTAtsLISHMENT OF THE,AFRICAN-M F:DICIJ{ILS
AGENOY (AMA)

Sr

I rcte:c tu Ure attcve inat-ter'.

'!'lre r--'2hiirr:t, ,lrtrit-rg a \{eeiir.lg fueld on 12t':' I\{ay, 2l}?;2,, appr-grrerl t-he

R.atiL':.':atir'n t.rf it:c Afrir:an Llrrion I'reaty lbr the L.st.ablishment o{ lhe African

Mccl i ci rr <: s i g.-nr:-y (rt^IlA I

Pr.u'st'r.'.'.nr ru fi.:ctl:rr fi- of the 'lre,bty Malring and-Ratification Ac.t, ?(t1.2, I

hercb.t' s,-lh:rij.t a L4ernorandurn and a cop-y ol the Treaty for corrsicieration by

the N rtf.irilia I Assen'rbl1'.

]'ours 5l zttP

o, scl, HGH
gAE.IIET
-I-r) ic'ls. I I jill(i i.r]it

i)upy t<-r Dr. .Iosr;pfu K. Kinvrra, llGH
liearJ of F'uk,ii., St:lrrl('r:
Pll>:r-'t:t.rt i'rc t -tlijt'e of rJ:e Prcsicient.
IiiAi.lt$BI

In Pursutt of a Peaceful, ProsperotFAnqCtobally Contpetitive Ketrya
Minishy of Foreign Affairs, Harambee Avenue, P. O. Box 3055 I -0i-100, NAIROBI, K-ENYA, Tel: +254-20-33 I 8888



Hon. Mutahi Kagwe, EGH
Cabinet Secretar5r
Ministry of Health
NAIROBI

Hon. (Amb.) Ukur Yatanl, EGH
Cabinet Secretary
National Treasury & Planning

UMI
Hon. Justlce (Rtd.) P. Klhara Karlukl, EGII
Attorney General
Office of the Attorney General
& Department of Justice
Sheria House
NAIROBI
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AFRTCAN MEDTCTNES AGENCY (AMA) I



TREATY MEMo No: .........12.9.?2

MEMORANDUM ON THE RATIFICATION OF AF'RICAN UNION TREATY

rOR THE ESTABLISHMENT OF THE AFRICAN MEDICINES AGENCY

(AMAI

1.O

1.1

2.1

OBJECTTVE OF THE MEMORANDUM

The objective of this Memorandum is to seek approval for Kenya's

ratification of the Ratification of African Union Treaty for the

Establishment of the African Medicines Agency (AMA)

L.2 The ratification process was approved by the Cabinet during its
meeting held on 12th May, 2022.

2.O BACKGROUND

Africa's public and private sector actors are increasingly recognizing

that real region-wide progress and transformation is only attainable

through improved connectivit5r, competitiT logistics. T.q,"p{od1.",I.,
value chain integration in targeted strategic-' sectijis inclu!igr.6-,, .i : ..:Ei
pharmaceuticals and agriculture. This, together witl. the establisfiii#St :t

of regulatory policy convergence, is vital for the continent's trade and

regional integration agenda.

2.2 The pharmaceutical sector, under the guidance of the African Union,

has developed and launched initiatives under the Pharmaceutical

Manufacturing Plan for Africa (PMPA) framework of the AU endorsed

by the Assembly in 2005.

2.3 ln2019, due to the fact that, weak regulatory systems have resulted in
the circulation of substandard and falsified (SF) medical products in
many African Union Member States; posing risk to public health,

harming patients and undermining confidence in healthcare deiivery

systems; the Assembly of Heads of State and Government, at its 32nd

2



ordinary session decision Assembly /AU /Dec.73S(XXXII) reaffirmed the

Executive Council 34th ordinary session decision EX.CL/1141(XXXIV)

to establish the African Medicines Agency placing an emphasis on

inve stment in regulatory capacity strengthening.

2.5 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 efficaci'ous medical products on the

continent.

2.6 Twenty-stx (26) member states (Algeria, Benin,.Burundi, Cameroon,

Chad, Cote d1voire, Egqpt, Gabon, Ghana, Guinea, Madagascar, Mali,

Mauritius, Morocco, Niger, Rwanda, Republic of Congo, Saharawi Arab

Democratic Republic, Senegal, Seychelles, Sierra Leone, Tanzania,

Togo, T\:nisia, Uganda and Zimbabwe) have signed the treaty

2.7 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 Treat5r for the Establishment of ttre African Medicines

Agency and deposited the legal instrument of ratification to the

Commission.

2.8 The Treaty for the Establishment of the African Medicines Agency

(AMA) entered into force on Sth November 2O2L.

3.O

3.1

OBJECT AND SUBJECT MATTER OF THE CONYENTION

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 eflicacious medical products on the continent.

1
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3.2 The AMA intends to provide a platform for coordination and
strengthening of on-going regional and continental harmonization
initiatives, serving to pool expertise and capacities for optimal use of
the limited resources. The AMA will not replace existing national and
regional regulatory bodies or harmonization initiatives at RECs level.

3.3 AMA will complement their efforts and contribute to their capacity
building towards improving access to quality assured medical products
within the agenda of Universal Health Coverage and the Sustainable
Development Goals.

3.4 AMA defines acceptable standards in the regulation of medical
products in the continent. The establishment of a Continental Agency

that contributes to the improved regulation of medicines, medical
products and technologies is therefore timely and critical.

4.O OBLIGATIONS IMPOSED BY THE PROTOCOL

4.L The AMA's vision is to ensure that all Africans have access to quality-
assured, safe, efficacious and affordable medical products, that meet
internationally recognised standards, for priority diseases or conditions

4.2 The obligations of the AMA Treaty are forward looking. States parties

are obligated to inter alia:-

a. To coordinate national and sub-regional medicines regulatory
systems;

b. To conduct regulatory oversight of selected medical products

including traditional medicines;

c. To promote cooperation, harmonisation and the mutual
recognition of regulatory decision;

d. To strength and harmonize efforts of the African Union-
recognized RECs, RHOs and Member States; and

I

I
I
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e. To complement and enhance collaboration and contribute to

improving patients'access to quality, safe and efficacious medical

products and health technologies on the continent.

5.O PROBLEM ANALYSIS

5.1 An assessment performed by the World Health Organisation (WHO) of

26 African National Medicines Regulatory Authorities (NMRAs) between

2OO2 and 2009 found that only l5o/o of these NMRAs were mandated to

carry out functions of marketing authorization, licensing, inspection,

quality control and pharmacovigilance of medical products.

5.2 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.

5.3' The assessment found that even where iAa"f manufacturing occurrdiS

good distribution practices (qDP) . were poorly enforced thereby

increasing the risk of substandard, spurious, falsely labelled, falsif,red

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.

5.4 Although the assessment was based on information obtained over

twelve years ago, for the most part, this reflection is stili valid in the

current pharmaceutical regulation situation in the continent.

5.5. 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

5



chain systems. If established in the comingyears, AMA will help African
nations to light pandemics and support national and regional
responses by ensuring that only high-quality drugs, vaccines, and
other health-related supplies reach African populations.

6.0 JUSTIFICATION FOR RATIFICATION

6.1 The signing and ratification of the Treaty by Kenya will demonstrate
Kenya's commitment to the Continents' collective action to the
improved regulation of medicines, medical products and technologies.

Ratification will bring about positive consequences both to the country
and States Members which include:

i) Ease of Doing Business

The AMA will provide guidance, streamline and enhance efforts of
the RECs towards harmonization of medical products regulation.
This will ensure efficient resource utilization by reducing
duplication of investments by Member states and expediting
introduction of registered medicines in the regional market
through harmonized procedures.

The AMA will lead to reduction'of operational costs as Kenya will
employ mutual recognition of the regulatory decisions of other
countries; thereby offering incentives for manufacturers to set up
factories within the region thus attracting investments.

iil Access to Safe, Quality and Efficacious Medical products

The AMA will serve as a catalyst for stronger regulatory oversight

to counteract proliferation of Substandard and Falsified medical
products and enable competitiveness of iocally produced

medicines, particularly those used to treat diseases and
conditions disproportionately affecting the African continent. This
will be achieved through cross-border enforcement based on

6
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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.

7.O

7.1

CONSTITUTIONAL AND LEGISLATIVE IMPLICATIONS

The Convention is consistent with the Constitution and promotes

constitutionai 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

1
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the spirit of harmonization to enable implementation of the Convention.

some of which may include, the Pharmacy and Poisons Act, cap 244 of
the Laws of Kenya, Health Products and Technologies Bill.

7.3 Kenya may also need to generate guidelines for the periodic reporting
obligations generated from joint assessment exercises to establish the

capacity of member states in health products and technologies and
technical capacities, in line with the proposed logical framework for
AMA.

7.4 Other non-legislative, yet practical measures that Kenya may need to
undertake include: the review of existing policies and develop regionally
cohesive protocols to enable participation in harmonization activities.

8.O

8.1

IMPLICATIONS RELATING TO COUNTIES

The obligations imposed under the Protocols are under the purview of
the National Government.

9.O

9.1

F'INANCIAL IMPLICATIONS

At the onset, the AMA will be supported by donor funding. Thereafter,

States Parties will be required to contribute the amounts to be assessed

by the conference of states Parties towards the AMA budget upon the
lapse of donor support funding.

9.2 The financial requirements during implementation will be catered for
during the normal budgetary estimates of the relevant Ministries,
Departments and Agencies.

10.

10.1

MINISTERIAL RESPONSIBILITY

The Ministry that wiil be responsible for the implementation and any
activity in regard to the Convention is the Ministry of Health.

o



tO.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 /Vo 45

of 2OL2.

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

L2-l 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 tl:e contents of the Memorandum;

2. Consider. and appro:{: Kenya's Ratification of African Union Treaty

"for the Establislrment of the African Medicines Agency; and

3. Dirdct the Cabinet Secretary of Foreign Affairs to prepare and

deposit the relevant instruments to the Depository, the Chairperson

of the African Union Commission.

SIGNED DATED...... MAY, 2022

AMB. RAYCHELLE OMAMO, SC, EGH
CABINET SECRETARY
MINISTRY OF FOREIGN AFFAIRS

9
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TREATY FOR THE ESTABLISHMENT

OF THE

AFRICAN MEDICINES AGENCY



1

TREATY OF THE AFRICAN MEDICINES AGENCY
(AMA)

We, Member States of the African Union,

AFFIRMING THAT quality-assured, safe and efficacious medieal produots are

fundamdntal to thd health and safety of the population of Africa;

AWARE THAT, weak regulatgry systems have resulted in the circulation of substandard

and falsified (SF) medical products in many of the African Union Member States;

COGNIZANT THAT the existence of SF products poses a risk to public health, harms

patients and undermines confldence in healthcare delivery systems;

REcALLING the S5th Decision of the African Union (AU) {Assembly /AU/Dec.sS (lV)}

taken during the Abuia Summit in January 2005, which requested the AU Commission to

develop a Pharmaceutical Manufacturing Plan for Africa (PMPA) within the framework of

the New partnership.forAfrica's Development (NEPAD), aimed to improve access to good

quality, safe and efficacious medical products and health technologies fpr the African

population; . 
t

FURTHER RECALLING the Eighteenth Ordinarysession of th6 Heads of State and'.-'-;.$;

Government Orientation Committee 29 - 30 January 2012 Decision {Assembly/AU/DEC-

413(XVlll)) Para 6 which endorsed the African Medicines Regulatory Harmonization

(AMRH) Programme implemelted through the regionaleconomic communities (RECs);

RECOGNTZTNG the aspirations of the AU Roadmap on Shared Responsibility and Global

,So-lidarity for the AIDS, tuberculosis and malaria response in Africa iAssembly

.AU/Dec.442 (XlX)), Piilar ll on access to medioines which aims to aCoelerate and

stre-ngthen regional medicines regulatory harmonization initiatiVes and lay the foundation

for a single African regulatory agency;

BETNG COGNTZANT of the challenges posed by the lack of availability of medicines and

vaccines during public health emergencies of international concern and, in particular,
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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;

RECOGNIZING the contribution of the African Vaccines Regulatory Forum (AVAREF) in

facilitating qpproval 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, financialand materialresources and continental

expertise to deal with the outbreak of EVD; and subsequent establishment of regional

expert working grqups (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 2015i;

DESIRING the use of continental institutional, scientific and regulatory resources to

improve access to safe, efficacious and quality medicines; and AWARE OF the

estdblishment of the African Medicines Regulatory Harmonization (AMRH) in 2009, under

the management and guidance of the NEPAD Agency working wiih RECs and RHOs, to

facilitate harmonization of regulatory requi'rements and practice among the national

medicines regulatory ai:thorities (NMRAs) of the AU Member States to meet

internationally acceptable standards, and provide a favourable rqgulatory environment for

pharmaceutical research and developrnent, iocal production and trade across countries

on the African continent;

APPRECIATING the launch and subsequent implementation of Medicines Regulatory

l-larmonization (MRH) Frogrammes and collaborative efforts in and between the East

African Community (EAC); Economic Community of West African States (ECOWAS) and

the West African Economic and Monetary Union (WAEMU); and the Southern African

Development Community (SADC);

RECOGNIZING other on-going efforts on cooperation between the Economic Community

of Centra[ African States (ECCAS) and the Organization for Coordination in the Fight

against Endemic Diseases in Central Africa (OCEAC) on implementation of the AMRH

Programme in the Central African region; and the North-Eastern Africa regional
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collaboration and harmonization under the leadership of the lntergovernmental Authority

on Development (IGAD);

NOTING the commitment made by the African Ministers of Health during their First

meeting held on 17 April 2014 in Luqnda, Angola, jointly organized by the African Union

Commiqsion and World Health Organisation (WHO) to prioritize inVdstment in regulatory

capacity development; to pursue efforts towards convergence and harmonization of

medical p-roductq regulation in REOs; to allocatq adequate resources forthe establishment

of the African Medicines Agency (AMA), and the subsequent endorsement of the

establishment of the AMA Task Team to spearhead the p;ocess;

RECALLING the July 2012 AU Assembly Declaration, Assembly/AU/Decl.Z(XIX) on the

report of AIDS Watch Africa (AWA) Action Committee of Heads of State and Government

in which the Counci!clecided that the African Medicine Regulatory Harmonization (AMRH)

lnitiative shall serve as a foundation for the establishment of AMA.

FURTHER RECALLING the AU Assembly Decision, Assembly/AU/Dec.589 (XXVI) of

January 2016 on the 1"t STC on Legal and Justice Affairs,.doc.EX.CU935 (XXVlll) in

which the Assembly adopted the AU Model Law on Medical pi"ailtr'n&ulation as an

instr,umdnt !o guide AU Member States in the-enactment'or review of national medicines

laws; and a call to Member States to sign and ratify the said legal indtrpment, where

applicable, as expeditiously as possible to enable its entry into force;

CONVINCED that the efforts to coordinate the regulatory systems strengthening and

harmonization iriitiative under the leadership of African Medicines Agency will provide

impfoved soveieign control and regutation of medical products that will allow African Union

M'ember States to provide for efficient and effdctive protection of ptlbtiC health against risks

associated with use of SF, and will facilitate expeditious approval of products that address

the health needs of the African populace, especially for diseases that disproportionately

affect Africa.

HAVE AGREED AS FOLLOWS:
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PART ONE
THE AFRICAN MEDTCINES AGENCY AND tTS OBJECTIVES

ARTICLE 1

ACRONYMS

'rAU" refers to the African Union;

"Africa CDC" refers to the Africa Centres for Disease Control and Prevention;

"AMA" refers to the African Medicines Agency;

"AMRC" refers to the African Medicines Regulators Conference;

,'AMRH" refers to theAfrican Medicines Regulatory Harmonization lnitiative of the

African Union;

':API" refers to Active Pharmaceutical lngredieht;

'(GMP" refers to Good Manufactqring Practices;

"NEPAD" refers to New Partnership for Africa's Developntent;

"NMRA" refbrs to National Medicines Regulatory Authority;

"OAU" refers to Organi4ation of African Unity;

'PMPA" refers to refers to Pharmaceutical Manufacturing Plan for Africa;

"RCOREs" refers to Regional Centres of Regulatory Excellence;

"REC5" refers to Regional Economic Communities recognized by the Affican

Union;

"RHOs" refers to the regional health organizations;

!'TC" refers to Technical Committee;
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,,TWG5', refers to the TechnicalWorking Group comprised of experts constituted

under this Treaty;

r(V\IHO" refers to the World Health Organization.

ARTICLE 2
DEFINITIONS

In this Statute, unless the context requires otherwise:

"Agency" means the Agency established under Article 3;

"Assemblyl means the Assembly of Heads of State and Gpvernment of the

African Union;

,,Blood Proclucts" means any therapeutic s'.tbstance prepared from human blood

for use in the treatment of diseases or other medical conditionS;

"B.oard" means the Governing Board of the AMA;

d,Bureau, means the Buteau of the Conference of the States Parti'es;

t'Commission" means the African Union Commission;

,.Complementary Medicines" meaRs any of a range of health therapies that fall

beyond the scope of conventional medicine but may be used alongside it in the

treatment of diseases and other medical conditions.

i'Gonference of States PartieS" means the Conference of the Parties to this

1,t33Y;r,,rtive Act,, means the constitutive Act of the African union;

.,Diagnostic', means a medicine or medical device or substance used for the

analysis or detection of diseases or other medical conditions.

"Director General" means the Director General of the AMA;
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"Food Supplement" means a product intended for ingestion that contains a

dietary ingredient intended to add further nutritional value to (supplement) the diet.

"Medical Device" means any instrument, apparatus, implement, machine,

appliance, implant, in vitro reagent or calibrator, software, material or other similar

or related article:

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

humans or animals for:

(i) diagnosis, prevention, monitoring, treatment or alleviation of
disease;

(ii) diagnosis, monitoring, treatment, alleviation of or

compensation for an injury;

(iii) investigation, replacement, modification or support of the
anatomy or of a physiological process;

(iv)

(v)

(vi)

(vii)

supporting or sustaining life;

control of conception;

disinfection of medical devices; or

providing information for medical or diagnostic purposes by

means of in vitro examination of specimens derived from the

human body; and

(b) which does not achieve its primary intended action in or on the human

or animal body by pharmacologica[, 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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,,Medicine,' means any substance or mixture of substances used or purpo(ing to

be suitable for use or manufactured or sold for use in:-

(a) the diagnosis, treatment, mitigation, modification or prevention of

. disease, abnormal physical or mentat state or the symptoms thereof in

humans; or

(b) restoring, correcting or modifying any somatic or pSychic or organic

function in humans, and includes any veterihary medicine;

"Member States" means Member States of the African Union;

,,Other Regulated Products" means complementary medicines, traditional

medical products, cosmetics, food supplements and related products;

"secretariat" means the Secretariat of the AMA;

,,State party,' means an AU Member State that has ratified or acceded to this

Treaty; ' o .

,,Traditional Medical Product" means an object or substance used in traditional

health practice for:

(a) the diagnosis, treatment or prevehtion of a physloal or mental illness; or

(b) any cUrative or therape-utic purpose, including the maintenance or

restoration of physical or mental health or well-being in human beings,

but does not include a dependence-producing or dangeioiis substance

or drug.

,,Treaty,, means a treaty to establish the African Medicines Agency.
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ARTICLE 3

ESTABLISHMENT OF THE AMA

The African Medicines Agency is hereby established as a Specialized Agency of

the AU

ARTICLE 4
OBJECTIVES OF THE AMA

The 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

The guiding principles of the AIVIA shall be as follows:

1- Leadership: The AIr/lA is an institution that provides strategic direction and

promotes good public heatth practice in states Parties'througft capacity

building, and the promotion of continuous quality improvement in the

delivery of medical pr:oducts regulation;

2. Credibility: The AItIA',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

information-sharing across the continent;

ownership: the AIMA 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;

J
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4 Transparency and accountability: The AMA shall operate in accordance

with generally accepted international standards of good governance,

transparency and accountabilitY:

(a) Timely dissemination of information, an open interaction and

unimpeded information exchange between the AMA on the one

hand, and RECs and Member States on the other;

(b) Accountability to States Parties in all its operations;

(c) Independent decisions, based on current scientific evidence,

professional ethics and integrity. The detailed evidence of its

decision-making process and the justification for its decisions

shall be fullY resPected'

Value-addition: ln every strategic aim, objective or activity, the AMA will

demonstrate how its initiative adds value to the medical products regulatory

activities of States Parties anci other partners;

Gonfidentialify: The AMA shall adhere to the principles of confidentiality in

all its operations;

Commitment to sound quality management: In allits functions the AMA

shall adhere to international standards of quality management and create

the conditions for continuous,improvement of its regulatory practices and

those of NMRAs of Member Stdtes of the African Union'

5

6.

7
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ARTICLE 6

FUNCTIONS

The AMA shall perform the following functions:

(a) coordinate and strengthen ongoing initiatives to harmonize medical products

regulation and enhance the competence of GIrIP 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 jolnt reviews of applications for the conducting of clinical trials and

Provicle technical support in quality control of drugs at the request of Member

Stateswhichdonothavethestt.ucturestocalryoutthese
examination/controls/checks;

(d) 
. 
Promote the adoption and harmonization of medical products regulatory

policies and standards, as well as scientiflc 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;

(0Coordinateandcollaborate,whererequiredandonaregularbasis,the

inspection of drug manufacturing sites, including the regulatory oversight and

safety monitoring of medical products, as determined by state Parties and/or

theAMA,andmakereportsavailabletoStatesParties;

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

support of regional structures and NMRAs, that takes into account

:
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mobilization of financial and technical resources to ensure sustainability of

the Att/A;

(h) Convene, in collaboration with the WHO, the AMRC and other bodies,

meetings related to medical prgducts regulation in Africa;

(i) Provide regulatory guidance, scientific opinions and a common framework for

regutatory actions on medical prodqcts, as well as priority and emerging

issues and pandemics in the event of a public health emergency on the

continent with cross border or regional implications where new medical

products are to be deployed for investigation and clinical trials;

0) Examine, discuss and/or express regulatory guidance on any regulatory

matter within its mandate, either on its own initiative or at the request of the

African Union, RECs, or States Farties;

(k) Provide g-uidance on regulation of traditional medical products;

(l) Provide advice on the marketing.authorization application process for the

priority drugs described by the States Parties or on the products proposed by

the pharmaceutical laboratories;

(m) Monitor the medicines market through the collection of samples in every

State Party to ensure the quality of selected drugs, have them analysed and

provide the results to States Parties and other interested parties, who will

thus have reliable information on the quality of the drqgs circulating in their

countries and, where necessary, willtake appropriate measures;

(n) Develop systems to monitor; evaluate and assess the compfehensiveness of

national medicat products regulatory systems with the view to recommend

measures that will improve efficiency and effectiveness;
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(o) Evaluate and decide on selected medical products, including complex

molecules, for treatment of priority diseases/conditions as determined by the

African Union, and WHO;

(p) Provide technicat assistance and resources, where possible, on regulatory

matters to States Parties that seek assistance and poot expertise and

capacities to stren$then networking for optimal use of the limited resources

available;

(q) coordinate access to and network the services available in quality control

laboratory services within national and regional regulatory authorities; and

(0 Promote and advocate for the adoption of the AU lrlodel Law on medical

products regulation in States Parties and RECs to facilitate regulatory and

legal reforms at continental, regional and national levels'

PART TWO
STATUSoFTHEAFRICANMEDIGINESAGENCYANDITSSTAFF

ARTICLE 7
LEGAL PERSONALITY

The AlvA shall have legat personality that is necessary foi 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) enter into agreements;

(b) acquire and dispose of movable and immovable property; and

(c) institute and defend legal proceedings'

1
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ARTICLE B

PRIVTLEGES AND IMMUNITIES

The General Convention on the Privilege.s and lmmunities of the OAU and the

Additional Protocol to the OAU General Convention on Privileges and

lmmunities, shall apply to AMA, its members, its international pefsonnel,

premises, property and assets.

ARTICLE 9

HEADQUARTERS OF THE AMA

1 . The Headquarters of AMA shall be determined by the Assembly of the Union;

The AUC shall enter into a host agreement with the government of the host

country in which the AMA Headquarters will be situated with regard to the

provision of the premises, facilities, Services, privileges and immunities for

the purposes of the efficient op6ration of the AMA.

PART THREE
ADMINISTRATION AND INSTITUTIONAL FRAMEWORK

ARTIGLE 1O

ORGANS OF THE AMA

The AMA shall have the following orQails:

(a) The Conference of the Statds Parties;

(b) Governing Board;

(c) The Secretariat; and

(d) Technical Committees'

2
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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 AIMA. lt 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

Thd 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;

4. The lr/embers of the Bureau shall hold office for a period of two (2) years;

5. The Bureau will meet at least once every year;

ln 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,

3.

6
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The Conference of States Parties shall have the right to invite observers to

attend its meetings, and such observers shall not have the right to vote'

ARTICLE 13
SESSION OF THE CONFERENCE OF THE STATES PARTIES

The Conference of the States Parties shall rneet at least once every two years

in ordinary session, and in an extraordinary session at the request of the

Chairperson, the Bureau, the Governing Boaid or two-thirds of the State

Parties;

The quorum of the Conference of the States Parties shall be a simple majot ity

of the States Parties to the AMA;

Decisions of the Conference of the States Parties shall be taken by

consensus, failing which by a two-thirds majority of the State Parties'

ARTICLE 14

FUNCTIONS OF THE CONFERENCE OF THE STATES PARTIES

The Conference of the States Parties shall be responsible for the following

functions:

(a) Set the amount of the annual contributioh and special contribution by

States Parties, to the budget of the AMA;

Appoint and dissolve, on good cause' the Governing Board;(b)

(c) Adopt regulations setting out the powers, duties and conditions of

service of the Director General;

(d) Approve the structure and administrative guidelines of the

secretariat, as well as adopt its governing rules and regulations;
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(e) Provide polioy direction to the AMA;

(0 Recommend the location for the headquarters of the AIMA in

accordance with the AU criteria adopted by in 2005;

(g) Approve Regional Centres of Regulatory Excellence (RCORES), qn

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 atl times comprises a mix of new and old

members;

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

0) Recommend any amendments to this Treaty to the Assembly for

consideration.

ARTICLE 15
ESTABLISHMENT.OF THE GOVERNING.BOARD

The Governing Board of the AMA is hereby established by this Treaty. lt 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 Nt\IRAs, one (1) drawn from each of the AU-

recognized regions;

(b) One (1) Representative of RECs responsible for regulatory affairs, to be

appointed by the RECs on rotational basis;
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(c) One (1) Representative of Regional Health Organizations responsible

for regulatory affairs, on rotational basis appointed by the RHOs;

(d) One (1) Representative of National Committees Responsible for

Bioethics, on a rotational basis and appointed by the RECs;

(e) The Commissioner for SocialAffairs, AUC;

2. The Board shali elect its own Chairperson and Vice Chairperson from

amongst the Heads of NMRAs;

The Legal Counselof the AMA or his/her represen-tative shall be an ex-officio

member of the Board and shall attend meetings to provide legal advice;

Remuneration for Members of the Board shall be determined by the

Cohference of the States Parties;

5. The Director General of the AMA, shall serve as the Secretary of the Board

ARTICLE 17
SESSTONS OF THE.GOVERNING BOARD

1. The Board shall meet:

(a) in regular session at least once a year;

(b) in extraordinar/ session at the requeqt of the Chair:perSon cif the

Board, the Bureau of the conference of states Parties or d simple

majority of the members of the Board;

The quorum for meetings, of the Board shall be two{hirds of the

membership of the Board;

2
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The decision of the Board shatl be taken by consensus and failing which,

by a simple majority vote of the Members present;

ln the event the Members are not in a position to attend personally, duly

accredited representatives shall represent them in accordance with the

rules of the governing board;

The Board shall consider and recommend its Rules of Procedure and those

of the Technical committees to the conference of states Parties for

adoption;

All members of the Board shall be subject to the rules of cohfidentiality'

declaration of interest and conflict of interest;

The Board may invite such experts as rnay be required, to its meetings

ARTIGLE 1B

FUNCTIONS OF THE GOVERNING BOARD

The Board is responsible for providing stratdgic direction, technicaldecision-

making, guidance and monitoring the performance of the AMA;

2. The functions of the Board shall be to

(a)approvetheStrategicPlan,ProgrammeofWork'budgets'activity

and reports submitted by the Director General;

(b)recommendforendorsementbytheConferenceofthestates
Parties, the appointment and dismissal of the Director General of

AMA;

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

AMA;

5
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(d) recommend regulations setting out conditions of service of the staff

of the Secretariat;

(e) assist the Secretariat with resource mobilization;

(0 establish technical committees fl-Cs) to provide technical guidance

on the functions of the AMA;

(g) establish rules governing the issuance of scientific opinions and

guidance to States Parties, including expedited approval of products

during health outbreaks;

(h) approve recommehdations submitted by the TCs;

(i) establish such subsidiary or affiliated entities for purposes of carrying

out the functions of AMA as it considers necessary;

carry out any other functions referred to it by the conference of_the

States Parties or the Bureau as mandated by the Conference of

States Parties.

ARTICLE 19

TERM OF OFFICE OF THE GOVERNING BOARD

The terrh of office of the members of the Board, unless otherwise specified

:below, shall be a non-renewable period of thrbe (3) years;

The term of office of Board members representing the RECs, RHOs shall be

a non-renewable period of two (2) years;

0)
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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 NlVRAs, 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 cornmittees to

provide technical guidance cn specific areas of regulatory expertise;

The areas to be considered may include but not be limited to: dossier

assessment for advanced therapies, biotogicals (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'

FU NGToNS oF r[FT3],5^?'l^L coMMrrrEES

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 scientiflc opinion to facilitate the proper functioning of the AMA;

1

2.
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The technical committees shall carry out any other functions as may be

assigned to it by the Board.

ARTICLE 22
coMPoslTloN oF THE TECHNICAL COMMITTEES (TCS)

The TCs shall be composed of not more,than nine (9) experts representing a

wide range of competenQies and expeiiences;

Z. Members of the TCs shall be drawn from State Party NMRAs as appointed

by the Board and, shall reflect geographic representation;

Other technicat experts in relevant fields may be drawn from across and

outside the continent, when necessary;

Each TC shall be headed by a chair and Vice chair as specified in its terms

of reference adopted bY the Board;

Alt members of the fCs Jnatt be subjected to the rulei of confidentiality'

declaration of interest and conflict of interest.

ART!CLE 23
THE SECRETARIAT OF THE AMA

The Secretariat of the At\4A, located at the headquarters shall be responsible

for coordinating the irnplementation of the decisions sf the Conference oJ the

states Parties, the Policy organs of the African Union, ahd the Board of the

AMA;

2-, The Secretariat shall:

(a) coordinate implementation of activities and ensure effective

performance of the AIVIA in fulfilment of its objectives and functions;

1
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(b) ensure effective implementation of the decisions of the Board and the

Conference of the States Parties;

(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 lvlember states;

(e) prepare the strategic plan, work programmes, budget, financial

statement and annual report on the activities of the AMA, for

consideration and qpproval 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

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

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

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

Parties upon the recommendation of the Governing Board;

The Director General, shall serve as the chief Executive officer and shall

represent the AIMA in all matters, and shall report to the Board, the

conference of the states Parties and the African Union, as appropriate;

(0
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The Director General shall be appointed for a term of four (4) years,

renewable once, in accordance with regional rotationq;

The Director General shall recruit staff of the Secretariat in line with the

structure and procedure approved by the Conference of States Parties;

The Director General shall be a person of demonstrated competence,

leadership ability and integrity, expertise and experience in the subject matter

of this Treaty or related issues;

7. The Eirector General shall be a national of a States Party;

The Director General slrall be responsible for monitoring the code of conduct

of AMA staff and experts;

tn the discharge of his/her duties the Director General shall not seek or accept

instructions from any state, authority or individUal externalto the AMA,

ARTICLE 25
OBJECTIONS TO SCIENTIFIC OPINIONS

ln the event that a person or, entity duly objects to a qcientific opinion, adVice

or decisions issued by AMA, he/she may lodge their objection with the Board;

The Board shall get up an indepehdent panel to consider the objeotion in line

with the agreed procedures;

3 The Board shall develop procedures for objection

I

o

1

2.
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PART FOUR
FINANCIAL PROVISIONS

ARTICLE 26
FINANCIAL RESOURCES

1. The Conference of States Parties shall

(a) set the annual assessed 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

defautts in the payment of its contributions to the budget of the AMA

in line with the sanctions regime as adopted by the Assembly.

2. The AMA shall devise ways of resource mobilization;

The AMA may also receive grants, donations and proceeds for its activities

from international organizations, governments, private Sector, foundations

and other entities in accordance with guid6lines set by the Board and

approved by the conference of states Parties, provided there is no conflict

of interest;

Pending the adoption of the AIrIA Financial Rules by the conferenQe of states

Parties, it shall abide by the AU Financial Rules and Regulatiohs where

appropriate.

ARTICLE 27
EXPENSES

The secretariat expenses for administrative, operational and investment

purposes shall be in accordance with the approved programme of work'

3

4

1
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budget and financial rules and regulationS of the AMA as approved by the

Governing Board and adopted by the Conference of the States Farties;

2. The finances and:accounts of the AMA shall be audited by qn independent

auditor appointed bY the Board.

PART FIVE
RELATIONS WITH THE AU, MEMBER STATES AND OTHER PARTNER

INSTITUTIONS

2

1

2

ARTICLE 28
RELATIONSHIP WITH THE AFRICAN UNION

1. The AMA. shall malntain a close working relationship with the AU;

The AIMA shail present a written annual report on its aotivities to the AU

Assembly through.the relevant STC and Executive Council.

ARTICLE 2.9

RELATIONSHIF WITH STATES

The Atr/A may establish and maintain active cooperation with AU Member

States and Non-AU tt/ember States.

The'states Parties shall appoint focal points to coordinate country level

activities of AMA.

ART1CLE 30

RELATIONSHTP WITH OTHER ORGANIZATIONS AND INSTITUTTONS

1,. The AMA shall establish and maintain a close working relationship and

collaboration with the following:
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(a) World Health Or:ganization (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 tb 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

Any clispute 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;

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

consent, refer the dispute to:

1
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(a) To an Arbitration Panel of three (3) Arbitrators whose appointment

shall be as follows:

t. Each Party to the dispute shall appoint one (1) Arbitrator;

ii. The third 4rbitrator, who shall be the Chairperson of the

Arbitration Tribunal, shall be chosen by common a$reement

between the arbitratois appointed by the parties to the

dispute; and

iii. The decision of the Panel of Arbitrators shall be binding.

Or

(b) The African Court of Justice Human and Peoples' Rights.

ARTICLE 33
RESERVATIONS

-A State Party may, when ratifying or acceding to this statqte submit in writing

a reservation, with respect to any of the provisions of this treaty;

2. Reservations shaf l not be incompatible with the objects and purpose of this

treaty;

.>
J Unless othenarise provided, a reservation may be withd;awn at any time;

4. The withdrawal of a reservation must be submitted in wr:iting to the

C-hairpeison of the Commission who shall notify other States Parties of the

withdrawal accordingly.

1
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ARTICLE 34
WITHDRAWAL

At any time after three years frorn 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 twothirds of the States

Farties 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 AIVIA' the

conference of the states Parties shall establish the modalities for the

liquidation of the assets of the AMA.

ARTICLE 36

AMENDMENT 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;

1
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Proposals for amendment or revision shall be submitted to the Chairperson

of the Commission who shall transmit the amendment or revision to the

Chairperson of the Governing Board within thirty days (30) of receipt thereof;

3. The Conference of States Parties, upon the advice of the Governing Board

shall examine these proposals within a period of one year from the date of

receipt of such proposals;

4. Amendment or revision shall be adopted by the conference of States Parties

by consensus or, failing which, by two thirds majority;

5. The Amendment or revision shall enter into force in accordance with the

procedures outlined in Article 38 of this Treaty.

ARTICLE 37
SIGNATURE, RATIFICATION AND AGCESSION

This Treaty shall be open to Member States of the Union for signature and

ratification or accession;

The instrument 6f ratification or accession to the present Treaty shall be

deposited with the Chairperson of the Commission who shall notify member

states of the union of the deposit of the instrument of ratification or accession.

ARTICLE 3B

ENTRY INTO FORCE

This Tr:eaty shall enter into,force thirty days (30) after the deposit of the

fifteenth (15) instrument of ratification and accession;

The Chairperson of the Commission shall inform all Membef States of the

Union of the entry into force of the present treaty;

1

2.

1

2
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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.

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

Portuguese languages, all of which are equally authentic.

tN WITNESS WHEREOF, WE the HeadS of State and Government or duly

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, alltexts being equally authentic.

ADOPTED BY THE THlRTY.SECOND ORDINARY SESSION OF

THE ASSEMBLY, HELD IN ADDIS-ABABA, ETHIOPIA

11TH FEBRUARY 2019
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REPUBLIC OF KEI\IYA
THE NATIONAL TREASURY AND ECONOMIC PLANNING

MEMORANDUM BY THE CABINET SECRETARY FOR THE
NATIONAL TREASURY AND ECONOMIC PLANNING ON THE
CONSIDERATION OF THE RATIFICATION OF THE AFRICAN UNION
TREATY FOR THE ESTABLISHMENT OF THE AFRICAN MEDICINES
AGENCY BY THE GOVERNMENT OF KENYA

1. This Memorandum on the consideration of the ratification of the Treaty for
the establishment of African Medicines Agency (AMA) by the Government
of Kenya; is submitted to the Clerk of the National Assembly by the Cabinet
Secretary for the National Treasury and Economic Planning. The
Memorandum gives the overview, highlights of the Treaty, and the
conclusion.

v

A. Overview
2. The Treaty seeks to establish the AMA whose main objective will be to

enhance capacity of State Parties and Regional Economic Communities
(RECs), to regulate medical products in order to improve access to quality,
safe and efficacious rnedical products on the continent. This is based on the
premise that access to quality health products and technologies, especially
for low and middle-income countries, during the Ebola and COVID-l9
pandemics continues to be a challenge due to disruptions in the global
supply chain systems. If established, AMA will help African nations to fight
pandemics and support national and regional responses by ensuring that only
high-quality drugs, vaccines, and other health-related supplies reach African
populations.

$Hfi$Err
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li. Highlights of thc 'I'reaty

3. -l'he 'freaty provides that the fr"rnctions o1'the AMA rvill include br-rt not

lirnited to: providing a platlbrrn lbr coorciinatior-t and strengthcning o1' ot'r-

going regior-ral and continental harmonization ol medioal products;

management of inlbnrration on all meclical products; joint review ol- clinical

trials; adoption and haulonization o1' rr-rcdical products reguiatory poiicies

and standards; designate promote, strengthen, coordirtate and rnonitor

Regional Centers of Regulatory Exceller.rce (ItCOREs); coordinate

inspection of drugs rnanufacturing sites; protnote partnership of regulatory

decisions; convene meetings irr collaboration with World I-lealth

Organization (WI-IO); provicle regr-ilatory guiclance on r-r-redical products irr

AII'ica; monitor rnedicines rlarkct; prornote the adoption ol'AII'ican [Jniort

(AU) ntodcl larv on nrcclicetl procllrcts ait"toltg otltcrs.

4. In rclation to the linancial in-rplications, the T'reaty provicles tliart the

Conference of State Parties sliall: (a) set the annual asscssed cc.tttribution to

be paid by the States Parties; (b) adopt the annual budget of the AMA; ancl

(c) deterrrine the appropriate sanctions to bc irlposcci on any I)arty that

clelaults irr thc pal,tnent of its contliburions to the buclget o1'the AMA in linc

witl-r the sanctior-rs regirne as adopted by the Asserr-rbiy. In additiott, the

AMA shall devise ways of resource mobilization.

5. Further, the AMA rnay also receive grants, donations and proceeds lbr its
activities from international organizations, governments, private sector,

fourndations and other entities in accordance with guidelines set by the Board

and approved by the Conferenoe ol' State Parties, provided there is no

conflict of interest. It is lirrther nc-.ted that penciing the acioption oi'the AMA
Irinanciel I{r:lcs by the Conl-ercnce o1'Statcs Partics, it shall abide by thc AU
Irinanciarl [tr-rlcs and I{cgr"rlations u,hcrc appropriatc.

6. In reiation to the expenses, the l'reaty provicles that Secletariat expenses 1br

admir-ristrative, operational ancl investrlent purposes shall bc ir-r accorclance

with the approved prograrnme of work, budget and financial rules and

(Ii i{& 6t$ fifih ffi*3;'
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regulations of the AMA as approved by the Governing Board and adopted

by the Conference of the State Parties. In addition, the finances and accounts

of the AMA shall be audited by an independent auditor appointed by the

Board.

C. CONCLUSION

7. The National Treasury supports the ratification of the Treaty for the

establishment of the 'African Medicines Agencies. The Agency, if
established will provide for an African platforrn for the coordination of
regulatory systems regarding medical products. This will ensure that the

Afi'ican population receives quality-assured, safe and efficacious medical

products rvhich are fundamental to health and safety for all.

NJUGUNA NDUNG'U, EGH
CABINBT SECRETARY

$r,ffirf;$-r



BEPUBLIC OF KENYA

MINISTRY OF'HEALTH

MEMORANDUM ON RATIFICATION OF THE TREATY FOR THE

ESTABLISHMENT OF THE AFRICAN MEDICINES AGENCY (AMA)

1.O. OBJECTTVE OF THE MEMORANDUM

I.1. This Memorandum seeks to support Kenya's ratification of the

Treaty for the Establishment of the African Medicines Agency

(AMA).

2.O. BACKGROUND

2.1. The Treaty seeks to establish the AMA to enhance the capacity of

State Parties and Regional Economic Communities (RECs) to

regulate medical products to improve access to quality, safe and

efficacious medical products on the continent.

2.2. AMA is intended to provide a platform for coordination and

strengthening ongoing regional and continental harmonization

initiatives, serving to pool expertise and capacities for optimal use

of the limited resources.

2.3. The Ministry of Health (MOH), through the Kenya Pharmacy and

Poisons Board (KPPB), ensures the quality, safety and efficacy

of health products and technologies. This has been done through

various strategic interventions including building technical

capacity, World Health Organisation (WHO) collaborative

procedures, reliance mechanisms, harmonisation initiatives and

strong collaboration with development partners.

2.4. Since 2OO9, the Africa Union Development Agency (AUDA-

NEPAD), working with regional economic communities (RECs)

Page | 1



3.O.

2.5

and collaborating with development partners, has been advancing

the African Medicines Regulatory Harmonization (AMRH) Initiative

which has now culminated into the Africa Medicines Agency

(AMA).

Kenya, led by the Pharmacy and Poisons Board, has been

contributing technically to the AMRH initiatives including in the

set-up of the EAC-MRH Programme and implementation. These

initiatives at the regional and continental levels have to a great

extent aided Kenya's realization of its Health Sector development

goals and targets while strengthening the national capacity for

effective health service delivery.

CURRENT STATUS OF AMA

3.1. As of January 2023, twenty-three (23) member states have fully

ratified and deposited their instmments of ratification of the AMA

treaLy. In East Africa, Rwanda and Uganda have fully ratified
and deposited instrument.s to the African Union Commission

(AUC) while Tanzania, Burundi and DRC have signed but are

yet to ratify and deposit instruments of ratification to AUC.

3.2. The AUC is responsible for the adrninistrative and governance

setup while AUDA-NBPAD is in charge of the technical set-up of

AMA. Currently, two (2) Kenyans, officers of the Pharmacy and

Poisons Board, are Chairpersons of technical committees under

the AUDA-NEPAD AMRH initiative which will be a key precursor

of the AMA. i.e. Evaluation of Medicinal Products Technical

Committee (EMP-TC) and the Africa Medical Devices Forum

(AMDF).

3.3. There have been 2 meetings of the Conference of Parties thus far.

The Governing Board of the AMA should soon be appointed to

enable the appointment of a Director General for the AMA and set

up of the Secretariat.

3.4. The East African Community is privileged to host AMA

headquarters in the Republic of Rwanda.

Page | 2
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4.O. OBLIGATIONS IMPOSED ON KENYA BY AMA

4.L. Coordinate national and sub-regional medicines regulatory

systems;

4.2. To conduct regulatory oversight of selected medical products

including traditional medicines;

4.3. To promote cooperation, harmonisation and the mutual
recognition of regulatory decisions;

4.4. To strengthen and harmonise efforts of the African Union -
recognised RECs, Regional Health Organizations (RHOs) and

Member States; and

4.5. To complement and enhance collaboration and contribute to

improving patients' access to quality, safe and efficacious medical

products and health technologies on the continent.

5.O. PROBLEM ANALYSIS

5.1. African countries have over-relied on health products

manufactured elsewhere despite contributing to 2Oo/o of the global

burden of disease. Ensuring quality, safe and efficacious health
products for the African population remains a core goal of the

continent's health products regulators.

5.2. The African Pharmaceutical sector is one of the fastest growing in
the world and is expected to grow from $19 billion in 2012 to $66

billion by 2022. It is estimated that the health and wellness

sector in Africa will be worth about $ZSg billion by 2030, with the
potential to create over 16 million jobs.

5.3. Africa has substantively seen a reduction in the number of sub-

standard and falsilied health products (SFs) circulating in its
markets as a result of various joint efforts including in setting up

of vibrant Regional Economic Communities (RECs) that work

together to review and evaluate applications/dossiers, conduct

pharmacovigilance and post-market surveillance across the

regions.

Page | 3
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6.O.

5.4. Presently, Africa has lagged in regulating complex and speciabzed

molecules, growing its pharmaceutical manufacturing industry

and lacks an Active Pharmaceutical Ingredient database that

would help enable reliability and trust among its member states.

5.5. The COVID-19 pandemic has further triggered the interest of

African countries, Kenya included, to develop their manufacturing

capacities to remedy the challenges of access to essential health

products including vaccines when giobal supply chains

deprioritize Africa's needs.

JUSTIFICATION FOR RATIFICATION

6.1. In the spirit of regionalism and integration, Kenya's role in
continental and regional initiatives and being a member of the AU

and RBCs such as EAC, and IGAD, in signing and ratifying AMA

Treaty will dernonstrate Kenya's commitment to Lhe Continent's

collective action to rmproved regulation of medicines, medicai

products ancl technologies.

6.2. Access to safe, quality and eflicacious medical products;

(i) AMA will provide a piatform for a multi-faceted approach to

combating Substandard and Falsified medical products by

strengthening medicine regulatory systems including the

capacity for conducting pre-marketing authorizations and

routine post-marketing surveiilance.

(ii)AMA will complement the National Regulatory Authority's

efforts and contribute to capacity building towards

improving access to quality-assured medical products

within the agenda of Universal Health Coverage and

Su stainable Development Goals.

6.3. AMA is in line with the Constitution of Kenya, 2OlO and will

contribuLe to the achievement of the Kenya Vision 2O3O while

supporting the achievement of objectives under the Kenya

National Health Policy (2018 - 2030), the Kenya Health Sector

Page | 4
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6.4.

6.5.

Strategic Plan 20 78-2023 *nd the Kenya National Pharmaceutical

Policy (KNPP).

Ease of doing businessl

(i) AMA will provide guidance, and streamline and enhance

the efforts of REC towards harmonisation of medical

products regulation.

(ii)With over 30 pharmaceutical manufacturing plants,

Kenya's pharmaceutical industry is the largest in the

common market for the Eastern and Southern African

regions. AMA is central in ensuring the thriving and

development of Africa's Pharma Industry, reducing over-

reliance on imported and often expensive medicines and

health products.

(iiilAMA will promote local pharmaceutical manufacturing as

AMA will reduce duplication of regulatory efforts and

ensure efficient use of resources, towards improving access

to safe and efficient health products.

Access to the African Continental Free Trade Area;

(i) In terms of Trade and Economic development, it is

anticipated that Kenyan products will have greater access,

including reduced time to place products in the markets to

a bigger market of all 55 countries in Africa thus benefiting

from economies of scale. Additionally, AMA will open up the

market for Kenya's local production and manufacturing

industry to the USD 1.2 billion markets in Africa, which

would go beyond the current USD 160 million at the EAC

level.

(iilAMA will harmonrze the regulatory landscape and move

Africa towards a truly single integrated block especially

when it comes to highly regulated healttr products.

Similarly, AMA will enhance standards, improve the ease of

movement of health products that meet accepted

international standards, promote local production,
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7.O.

8.O.

9.O.

encourage innovation, and ensure efficiency and ease of

innovation introduced into the African market.

CONSTITUTIONAL AND LEGISLATIVE IMPLICATIONS

7.1. AMA promotes constitutional values and objectives and does not

allude to an amendment to the Constitution.

7.2. The Treaty requires AMA to deveiop, monitor, evaluate and assess

the comprehensiveness of National Medical Products Regulatory

Systems to recommend measures that will improve efficiency and

effectiveness.

7.3. The Treaty advocates for the adoption of the African Union Model

Law on Regulation of Medical Products to facilitate legal reforms.

This may require Kenya to amend its domestic laws to harmonise

them with the provisions of the Treaty to facilitate its
implementation and to accommodate the work of the AMA.

7.4. Kenya may also need to generate guidelines tbr the periodic

reporting obligations generated from joint assessment exercises to

establish the capacity of Members States in health products and

technologies and technical capacities in line with the proposed

logical framework for AMA.

RESERVATIONS

8.1. Article 33 of the AMA Treaty allows ratification with reservations

as long as the same is compatible with the objects of the Treaty.

There is however no issue in the Treaty that may warrant

reservations by Kenya.

CONCLUSION

9.1. A11 the above-mentioned gains wili align with the attainment of

Kenya's health priorities for implementation of the Kenya Health

Plan (2O14-2O3O), implementation of the Kenya Vision 2O3O,

Sustainable Development Goals (SDGs), Africa Union Agenda

2063 by facilitating access by all citizens to high-quality, safe and

efficacious medicines.
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9.2. Kenya's growing economy and its comparative advantage across

the continent, coupled with its strong pharmaceutical industr5r,

puts ttre countr5l at a better standpoint to benefit more once AMA

comes into force. It is therefore in the national interest that Kenya

ratifies the Treaty for the Establishment of AMA.
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MEMORANDA ON RATIFICATION OF THE TREATY FOR THE
ESTABLISHMENT OF THE AFRTCAN MEDICINES AGENCY (AMA)

JUSTIFICATION FOR RATIFICATION

since 2oog, the Africa union Development Agency (AUDA-NEPAD),

working with regional economic communities (RECs) and collaborating

with development partners, has been advancing the African Medicines

Regulatory Harmonization (AMRH) Initiative that has now culminated into

the African Medicines Agency (AMA).

The AMA is intended to provide a platform for coordination and

strengthening on-going regional and continental harmonization

initiatives, serving to pool expertise and capacities for optimal use of the

limited resources. This memorandum therefore seeks to support Kenya's

ratification.

AMA will enable Kenya strengthen its Clinical Trials ecosystem including

that of COVID-[p, strengthen its manufacturing industry, enable it
conform to the best practices and standard for health products,

strengthen Kenya',s capacity to regulate and monitor safety of health

products.

AMA rvill provid.e a platform for a multi-faceted approach for combating

Substandard and Falsified medical products by strengthening medicine

regulatory systems including the capacity for conducting pre-marketing

authorizations and routine post marketing surveillance.

The existing national and regional regulatory bodies or harmonization

initiatives at RECs level will continue with their mandate but AMA will

complement their efforts and contribute to capacity building towards

improving access to quality-assured medical products within the agenda

of Universal Health Coverage and the Sustainable Development Goals'

Kenya supported the AMRH initiatives including in the set-up of the EAC-

MRH programme and implementation. These initiatives at the regional

and continental levels have largely aided Kenya's realization of its Health

Sector development goals and targets while strengthening the national

capacities for effective health service delivery'

The establishment of AMA puts Kenya at a better standpoint to benefit

more once AMA comes into force. It is therefore in the national interest

that Kenya ratifies the Treaty for the Establishment of AMA

1
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