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CHAIRPERSON'S FOREWORD

The Cabinet Secl'etary, Ministry of'lioreign Aflairs, submitted a rrlentorandurn to the National
Assenibly dn1s6l 1Sth May,2022 r'egarcling the ratification o{'tlre Afi'ican Union -freaty for the
establishment ol'thc Afi'ican Medicines Agency (AMr\). The rnernorandunr ancl text of'the
Protocols rvele committed to the l)epartmental Conrmittee on I-Iealth fbl plocessing.
Considering that, the I-Ior.rse proceeded to Sine dre recess irnrnecliately theleafter', rnarking the encl
of the lztl' Parliament, the paper could not be considered. The aid treaty was re-tablecl lrefore the
I-Iouse on Thursday. December l, zO.gq in the l3tl, Parliament.

The Afi ican Union treaty on establishment of the Aliican Medicines Agency (AMA) was
approved on l2th May, 2022 by Cabinet during its meeting. Considering the protocols, the
Committee held a total of five sittings.

Pursuant to the provisions of Article ll8 (l)(b) of the Constitr"rtion on public 1>at'ticipation and
section 8(3) of the Treaty Malting and ltatification Act of eote, the Committee 1>laced
advertisements in two local dailies of nationwicle circr.rlation, olt Z6tl,Janualy zoe\ requesting for
sr"rbmissions of nremot'anda on the sr"rb.iect. The Cornmittee received a mernorandum in sr"rpport
ol'the Af ican Meclicines Agency (AMA).

I;ut'thet', the Corumittee deliberated on the tleaty rvith the agencies inr.oh'ecl, in recognition of'
the crosscutting nature ofthe treaty.

The Committee is thanhful to the Office of the Spealtel and the Clerli of the National Assernbly
fbr the Iogistical ancl technical support accorded to it dlrring its Sittings.

Pttrsuant 6 Section s(a) of the Treaty Making and Ratification Act, Zote ancl Stanrling Order "

199, it is my ltleasant duty to present the Report of the Departmental Committee on I-Iealth on
its consideration of the treaty on the establishment of the Af ican Meclicines Agency (AMA).

HON. DR. ROBERT PUKOSE, MP- CHAIRPERSON
DEPARTMENTAL COMMITTEE ON I{EALTH
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l.o
1.1 Es

1.9

The

i)
In execu

Accordin
the f,oll

ACE
hment of the Committee

The Dep tal Committee on I-Iealth is establishecl pursuant to Standing Order 216.

te of the Cornmittee

ttee is mandated under Standing Order LrG (4) and (s) to inter alia-

inquh'e into, and rel>ot't on all mattett relating to tlrc ntandate, managem.ent, actiaities,

n, ol>eratiorts and estimates of the assigr.ted ministries and deparhnents;

the progranrne andpoliry objectiaes of miristries and departrnenls ttrtd the effectiaeness of
imp lenrentation and ffi ctia ene s s of the in.p lem.entatiott;

and reaieta all legislation refen'ed to iq

assess and ana[tze the relatiae success of the mitistries an.d departmmts as mcasttred by the

obtahrcd as compared u.tith theh' stated objectiaes;

and inqu.h'e into all matters relating to the assigtted ministries and departments as thqt
deem necessaty, and as tna! be refen'ed to them by tlte l-Iouse;

and report on all appoitftrnents uhere the Constittttiort ot' an1 law requires the National
A to appt'oue, ercept'those mtder Standing Order 2o'l (Comntittee on Appoitftmatts);

trea ties, agt'eemen ts and con ven tions;

reports and recornrnendatiorts to the l-Iottse as ofien as possible, hrcluding recommendation of
pt legislatiott;

reports of Com.missiotu and independent ffint submitted to the lnuse pursuant to the

of Article c5<.of the Constitution; and

ne atyt questiorts raised by Members on a rnattet'within its mandate.

g its manclate, the Committee oversights the Ministry of I-Iealth;

to second Schedule of the Stancling Orders, the Committee is nraudatecl to consider

g sr"rbjects:

I{ealth;

Medical care and I{ealth insurance inclurcling universal health covel'age

.)

b)

4

d)

')

J)

8)

h)
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1.3 Cornrnittee Mcrnbership
'l'he Cotnnrittee cor:rprises the lbllou'ing fifteen (ts) Menrber.s;

4. TIte Cottrmittee '*'as constitlrtecl by the l-Iouse on 27th October' Qo22 and cornprises the
following Menrbers;

Chairperson . .

I-Ion. (Dr.) Ilobert Pultose, MP
Ilndebes Constitr.rency

UDA Party

Vice-Chairperson
I-Ion. Ntwiga, Patriclt Munene MP
Chrrlta/ I garrrbang'onrbe Consti tuency

UDA Partv

Mernbers

IIon. Orvino Martin Peters, MP
Nclthiu,a Constituency
ODM Party

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

I{on. WanyonyiMaltin Pepela, MP
Webuye East Constituency
Ford Kenya Party

I{on. I{ipngolt Ileuben I{iborelq MP
Mogotio Constituency
UDA Partv

-
I{on. Nyilol James Wambura, MP
Seme Constitr"rency
ODM Partv

-

I{on. Kibagendi Antoney, MP
ItitutLr Chache Sourth Constituency
ODM Partv

-

I'Ion. Jirlir,rs Ole Sunltr-rli Lelialicny, MP
liil goris Constituency
KANU

IJon. MaingiMary, MP
Mlvea Constituency
UDA Party

I-Ion. Mathenge Duncan Maina, MP -

Nyeri I'own Cons titr"rency
UDA Party

I-Ion. LengurisPauline, MP
Samburu (CWR)
UDA Party

Ifon. Olon Joshua Odongo, MP
Itisr"rmu Central Constituency
ODM Party

I{on. (Plof, ) JaldesaGuyo Waqo
Moyale Constituency
UPIA Paltv

FIon. Multh\ /ana Titr"rs l{hamala, MP
Lurarnbi Constituency
ANC Part_v
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Secretariat

1. The g are the Secretariat who support the Committee;
Mr'. Hassan Abdullahi Arale

Clerk Assistant IIlHead of Secretariat

Mr. Gladys Jepkoech Kiprotich
Clerlt Assistant III

Ayiro
Principal Counsel II

Ms. AIi
Senior eant-At-Arms

1.4

Ms

IILegaI

Mr

Ms

Ms Chepkemoi

Muendi

Mr. Y
Media

Ahmed
Oflicer II

Chepkilim
Audio O{Iicer II

'rtt: -'(i"1: ..ll
Research III

Mr. Kimuhu
Fiscal yst III

Bens Kimanzi
t-Arms III

Mr.
S"tj
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2.O ANALYSIS OF THE AGREEMENT

INTRODUCl-ION

l. 1\r'ticle e(5) ol'thc Constitution ol'Iicnya, 20lo 1>r'ovides that thc gcncral rules of'
itrtcrnatiotral larv u'hilc r\r'ticlc 2(6) of' thc Constitr.rtiorr 1;rovides that any treaty or
cort'n'cntion latifiecl l;1,licnya shall fblrnl>art of'thc larv of'l{enya uncler.this ClonstitLrtion.

2. TIre 'freaty Malting and li.atilication Act, No. .1,5 of z<>t"2 (hereir-raftcr leferrecl to as "the
Act")rvas ettactecl by I'arliarnent to givc eflbct to Article z(o)ol'the Constitution.'fhe Act
governs the rnalting and ratilication of'treaties in l{enya.

Section 2 of the Act defines a treaty as an "international agreement conch-rded between
States in rn,ritten form ancl governecl by internationzrl lau,, whether en-rbodied in a single
iustrutnetrt ot' itr tr'vo ol' rnol'e relatecl instrurncnts ancl rvhatever its 1>articular clesignation
ancl incluclcs a convention".

Under the Constitr-rtion ancl the Act, the rcspor-rsibility ol'initiating the treaty malting
pl'occss, ncuotiating and ratifying a 'I-r'eaty lies with the lixccutivc. In nraliing this
decision, thc lixecr,rtivc otrght to bc gtrided by Section 5(z) of'thc Act u,hich plor,iclcs
cousideration.s that nrust be lblIou,ed inclr-rclinq:

a the ucecl that the neu, treaty is to rneet;
the existing legal reeime, inclurcling the extent of'its applicability to the perceivecl
problenr;
the 1;r'obability of'r'eaching the reqtrirecl rneasure ol agleement on the solution
airnecl fbr;
any rclcvant legislatir.e eflbrts related to the perceivecl 1:r'oblern;
the q;timal forrn fol'the ltroposect treaty;
the liltelihoocl that the 1;roposed treaty shall bc accepted by a sLrflicient number of
states, rvhere the treaty is nrultilateral;
the anticipatecl tirne scheclr"rle Ibr cornpleting thc treaty-malting process;
the expected costs of lbrmulating and acloPtins the treaty to Kenya; and
in fbrr:rr-rlating treaties relating to technical ol scientific ltroblern.s; rvhether
extcnsive scientific studies or resealch have been can'ied out to cletermine the
parametels of'the problcm and the lines of potential solr-rtions.

3

+

b)

c)

d)
e)

0

s)
h)
i)

ROLE OF TT{D NATIONAL ASSEMBLY IN TREATY MAI{ING AND RATIFICATION

AlthoLrgh initiation of'the treaty rnalting process is the role of'tl-re Executive, Par'liarnent
as the leg-islative at'm clecicles u'hethel a Treaty shall fbrm part of the larv of I{enya Lq)orl
which the treaty corrles into fbrce. 'fhis llows from Article 9+(5) of the Constitution rvhich
provides that "no ])erson or body, othet'than l)arliament, has the power to malte provisiorr
having the lblce ol-larv in I{enya except under ar-rthority conferred by this Constitution
or by legislation".

Aftct' the 'I'reaty has been applovcd by the National Assembly, it therefbre becornes
binding r-rpon Itenya and I{enya czrnnot iuvohe the provisions olits donrestic lau, to jurstily
arry lhih-rre to per-forrn its obligations under a treaty latifiecl by it.

5
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I to the Vienna Conventiotl on the Law of Treaties, 1969 which governs the

ng and ratification of tleaties internationally, a treaty becomes binding on a state
n ratification.

8 2 of tbe Treaty Malting ancl Ratification Act defines ratification as the "the

al act by which the Sta te signifies its consent to be bound by a tleaty and

udes acceptance, appl'oval and access ion where the treaty so provides"

s.u section z of the Act, where the Government intends to ratify a treaty, the Cabinet

of tl-re relevant State department shall, in consultation with the Attorney-
G , submit to the Cabinet the treaty, together with a tnemorancltlm outlining-

a) the objects and subject matter ofthe treaty;
b) any cor-rstitutional implications inclucling-

i. any proposed ameudnreut to the Constitution; 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 tleaty;
d) obligations imposed on I{enya by the treaty;
e) requirements for irnplementation of the treaty;

0 policy ancl legislative considerations;
g) financial implications;
h) ministerial responsibility;
i) implications on mattet's relating to counties;

) the sLrmmary of the process leading to the adoption of the treaty:
k) the date of signatr,rre;
l) the numbet'of states that are party to the treaty;
m) the views of the public on the ratification of the treaty;
n) whether the treaty sought to be ratified perrnits reservations and any

recommendations on reservations and declarations;
o) tl-re proposed text of any reservations that should be entered when ratifying the' 

treaiy in order to protect or advance national interests or ensure conformity with
the Constitutior-r; and

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

tion by the National Assetnbly

Making'and Ratification Act, No. 4,5 of golgTlte

lo. s of the Tr.eaty Making ancl Ratification Act, No. '15 of zotz provides lor the

ration of Treaties by Parliarnent. Upon appt'oval of a Treaty by Cabinet, the

t Cabinet Secretary shall subnrit the Treaty together r.l,ith a mell-Iorandum on the

to the Spealter of the National Assembly lor tabling pursuant to the Standing

ide
rel

Or rS

n s(3) of the Treaty Malting arrd Ratifrcation Act, No. +5 of 2,otz provides that the

nt parliamentary Committee in the National Assembly is taslted with consideration

of Treaty ancl sl'rall ensure pr"rblic participation in the ratification process in accorclance

2
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Decision on Ratification by the National Assembly

12. The National Assernbly rnay:

a) refusc to approvc thc l'atification of a'I'rcaty-u,here thc Natioual Asser:rbly refirsc.s t<r

al)l)r'o\/e thc ratification of'a treaty, thc Clerlt of'the National Asscnrbly shall srrbntit tlte
t'esolutiott of'thc l-lottse to thc relevant Callinet Sccretary u,itlrirr lburter'-n (t.t,) clays of'
such resoltrtion (Section s(;) ol-thc Act) ancl thc ()ovelnrncnt shall not ratily the said
1'r'caty;

b) appl'ove the ratificatiotr of a Trcaty without lcscrvations to spccific provisions of
the treaty (Section s(<,) of' thc r\ct)-ivhcre the ratification of'a tleaty is approvecl by
National Assembll, rvithout ar)y l'esel'\,ations to the treaty, the relevzrnt Cabinct Secretary
(the Cabinet Secretary for the tinre being responsible the srrbject rnattel of the trcaty;
shall, within thilty (so) days fi-om the date of the apploval of the latification of treaty
t'equest the Cabinet Secretary to prepare the instrument of ratification oIthe treaty;

c) apProvc the ratification of a Trcaty with rescrvations to spccific pr:ovisions of thc
trcaty-where a treaty is apllroved fur' ratiflcation u,ith reserr.ations to sorne lllovisi<lns ol'
the treaty, the treaty shall lrc latifiecl r,r,ith those lescrvations to thc corrcsltonding alticle
in the tleaty.

13. I)t'ollosed reservatiotrs nracle by the National Assernbly are intlocluced as a llrovision into
the'l'r'eaty irt Iine u,ith the procedure set <>trt in the Stancling Orclers (Section s(s) of the
Act).

l-1'. ln ttraltins tlre cleci.siou ou thc a1>proval fbr ratification of'a 1-r'eaty, Sectiou s(9)o{'tlre Act
1;r'ovicles that the National Assernbly shall not appr.o\1e:

a) the ratification of'a trcaty or part of it if its 1>rovisions al'e contrary to Constitr-rtion;
ancl

b) a reservation to a tl'eaty orpart of'it if that reservation negates any of'theprovisions
of the Constitution even if the resenation is ltelrnitted under the rele'r,ant tleaty.

15. Section tz ol-the Act provides that a'lreaty cannot Irc ratificd unless the sanre has been
considered and appl'oved by the Cabinet ancl Parlianrent. A persolt rvho ratifies a'l-r'eaty
rryithout following this llrocess comtnits an ofl'encc and shall be liable to imprisonrnent lbr
a term ttot exceecling fifteen (ts) years or to a fine not exceecling twenty (zo) nrillion
shillings or to both sr"rch fine or irtrprisonl))cr)t.

1. The National Assernbly Standing Ordel.s

16. One of the functions of f)epartmental Committees under Standing Order 216(5)(fa) is to
" etam,ine treaties, agreements and conaentiotts".

17. The pt'ocedure of ratillcation oltreaties is {rLriclecl by Part XXI and in particular standing
Older 17oA of'the National Assembly Stancling Orders. Standing Orcler tz0A plovides:

"(t) tt trea$ nbtn.ittad to th.e National Assentb$,fot'ratfication shall ba laid on. the
T'able of the Ilouse ancl stancl com.m.itted to tlLa releuant Comrnittaajh'crnsideratiort.

(z) 7'1rc conun.iltee shall urulerlaka public particiltaliott before subntittittg its refiort to the
I-Iouse.

3



A.

18

20

(s) additiort to the inform.ation requh'ed to be ytbmitted to the National Assem.bly tutda'
lau, the cornrnittee nzay requh'e the releaant Cabinet Sea'etaty to submitftn'tlrcr

incltding-

the social and enah'ortm.ental itnpact of the hzaty it the short-term., tnedittm term

and long-terml and,

tlrc natm'e and eoidenca of any public l>articipatiott condtrcted on the trea$t.

ref>ort oif the com.mittee to tlrc l-Iouse sh.all inchtde-

,) hfonn.atiott on the aieus of the people on the ratficatiott of the h'ea$t

em.anatingifi'om public participatiort conducted try tlu committee;

b) theftndilrys of the co'mm,ittee on the treaty and any otlrcr information

the cornmittee may deem necessaty; and

4 a reconl,'nlendation that tlrc lfottse-
(i)afp'oaes the ratfication of tlrc treaty, ot'

(ii) approues the ratfication ofthe trea$t zuith reset'aatiotts, or'

(iii) re1rcts the ratfrcation of the h'eag.

a

b

(4)

(5) apl>rovirtg ratfrcatiort of a T realy ztith reseraatiotts, tlrc lfouse shall specfy the

proaisiotts of the Treaty and the p'oposed teil olf eaclt reseraatiott, zulich may

presa'iptiott of timclines zaithin zahich an obligatiott is to be fufilled before

n of the T't'eafl.

(6)
the

decisiott of the lTouse ott a Treafl, tlLe ClerL shall, withitx seren (z) dayq notfy
Cabinet Secretaty and enter the itfotmatiott in tlrc register of h'eaties."

OF THE TREATY

Af ican Union (AU) Treaty for the trstablishment of the Afi"ican Medicines Agency
nafter "the Treaty") adopted by. the 32nd ordinary session decision of'.thewas

Ass y of I-Ieads of State and Government on 11tl' February 2ol9

t9. The Treaty establishes the Afi'ican Medicines Agency (AMA) under Article 3. AMA is a
ized aeency of the AU with its own rutles, membership and resolll-ces, intended to

the capacity of state parties and Regional Economic Communities (RECs) to
medical prodr-rcts in order to improve access to quality, sale and efltcaciotts

prodr-rcts on the Af ican continent.

tems have resr-rlted in tl-re circulation of sr"rbstandard and falsifiedw
mecl

har to patients ancl urndermining conficlence in healthcare delivety systems. The AMA
fore intends to:

regr-rlatory sys
prodr"rcts in many A{i'ican Union member states causing rislt to pLtblic health,

a) Provicle a platforrn for cooldination and strengthetting of on-going regional
and continental harmonizatiotr initiatives

b) Complen"rent efforts of RtrCs and cor-rtribute to their caltacity bLrilding ton,ards

irnprovir-rg access to qurality assurecl rneclical products with the agenda of
Universal l{ealth Coverage and Srrstainable Developn-Ient Goals

s

ate
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c) Define accel>table stanclarcls in the regirlation of nreclical proclucts in the
contrnent

21. 'fhe Organ.^ of'the AMA arc:
(a) The Confbrence of' the Statc l)arties-the hishest 1;olicy-rnaltiug orean of' the

Auency. It is cotnposecl ol'all rncrnl>cl stertes of'the Afi'ican Union (AU) s,ho ratify
thc'I'r'eaty altcl rvhiclt rvill be re1:rese ntecl by their Ministers rcsltonsiblc fbl hcalth
or tlteil t'ept'e.sentatives. -l-lte confbrence shall nrect or)ce cvcl'y tlvo (2) yezu's.

(b) Goveming lloarcl-it shall be corr"rl>osed of' thc heacls of' National Meclicines
Itegtrlatory Authorities (NMItAs), RtrCs, llegional Ilcalth Orsanizations
lesltonsible Ior regr-rlatory allails arnot)g other.s.

(c) The Secretat'iat-responsible flor coordinating the implernentation of the decisions
of the Confereuce of State Parties and Policy organs of the AU and the Board of,
the AMA. The secretariat shall be headed by the l)irector General rvho shall be
lesponsible for the day-to-clay management of the AMA.

(cl) 'I'hc -l'echnical Cotnmittees-'fhc Iloarcl shall pcrrnanent ancl acl hoc tcclrnical
cotnntittee to 1>t'ovide tcchnical guidance on specific areas of regulatory cillcrtisc.

22.'flrc obligations o{'State Parties unclcr the Treaty inclr"rcle:

)

)

a

b

-lb corl'dinate national ancl srrb-resional meclicines regulatory systems;-l<l cottdttct t'cgr-rlatory oversiaht of selected rncdical ltlodr,rcts incltrcling
traclitional meciici ucs;
'lo pt'omote cooperatiotr, hartnonization and mutr.rzrl r-ecognition of rcgr-rlatoly
clecision;
1-o stt'ength and hartnonize eflbrts of the AU-r'ecognized llliCs, Regional I-Iealth
Organizations (ItI'IOs) and Mernbel states; and
To comltletnent and etrhance collaboration and contlibute to imltloving 1>atient's
access to qr-rality, safe and eflicacior-rs rneclical 1>roducts and health technologies on
the continent.

c)

d)

e)

2.9. 'I'he AMA is sr,rp1>osed to u,oll< closely u,ith the AU, World I-Iealth Organization (WI{O),
African Centt'es for Disease Control and I'r'evention (AIi'ica CDC), and any other UN
agencies. It shall lulther maintain active cooperation u,ith AU nrember states ancl other'
countries as rvell.

24'. Article 33 allou's a State Party u,hen ratifying the Treaty to sr-rbmit reservations to any
provisions of the Treaty in wliting. The reservation shor.rld not contravene the objects
and purpose of the Treaty. The reselvation may be withdrawn at any time in writing.

25. Article 3'l allou,s a State Party to withclraw fi'orn the -freaty three (.9)years fi'om the date
of entry into force of the'freaty provided that the obligations of such a palty prior to the
withdlawal shall still surbsist.

26. The Treaty may lle clissolvccl by an agleer:rent of two-thirds of'the State Parties to the
Treaty ancl nray be amcnded or revisecl pulsuant to Article .95 ancl 3o of'the'freaty.

2?. Undel Article .97, the 1'r'eaty is o1>en lbr sial)ature ancl ratification by Mernber sates ol'
tlrc AU.

5



28. u

B.P

29.

30.

32. st

3{,. The
Parl

35. Purs

t

s

d
are

Article 39 of the Treaty, the Treaty shall enter into force thirty (so) days aflter
t of the fifteenth (tSth) instrument of ratification. Iior countries such as Kenya that

ratifying the Treaty after it ltas come into florce, the Treaty shall come into lorce on
the ate of deposit of instmment of accessior-r or ratification.

C PARTICIPATION ON THE TREATY
) Legal Provision on Public Participation

11s (1) (b) of the Constitr-rtion of I{enya plovides as follows
shallfacilitate public pat'ticipatiort and inaolaem.ent in the legislattae and

bu.siness of Parliam.ent and its Conmt,ittees."

ide
s of the Treaty Malting ancl Ratification Act, No. 4,5 of zOtZ provicles for the

ration of Treaties by Parliament. U1>on approval of a Treaty by Cabinet, the
t Cabinet Secretary shall subrnit the Tleaty together with a memol'andum on the
to the Spealier of, the National Assembly for tabling pursuant to the Standingty

rel

3I. Sect

(

33. The
Uni
the
CO

varlo

o

s(s)of the Treaty Malting and Ratification Act, No. 4,5 of zot2, provicles that:
"the releaant l>arliamentary Com.mittee shall" dm'ing its consideration of the

T-t'ea$t, enxn'e public participation fu the ratfi.cation process in accordance

u-,itlt laid doun parliamentaty procedtn'es ".

g Order lToA provides:
"(c) The committee shall undet'take public participation before
submitting'its repot't to tJre l{ouse.

(a) The report oif th.e committee to tlLe llouse sltall htcltrie-

d) infornation on the views of the people on tlte-rutification of
the treaty etnanating li'otn public participation conducted by
tlte committee;

Methodology used by the Committee in Public Participation

randum by the Ministry of Foreign Affairs on the Ratification of the African
Treaty lor the Establishment of the Af ican Medicines Agency (AMA) was laid on

of the I-Iouse on Tuesda)I, 7tl' Jtne 2022. The Treaty was ltowever not
as the I-Iouse in the 12th pnl'linpent proceeclecl to Sine die recess imrnecliately

reaty r,r,asre-tabledbeforethel-Ior-tseonThursday, I'tDecernber2022 inthe 13tl'

and cornmitted to the Departmental Committee on Flealth for consideratiou.

t to the alorementioned provisions of the Constitt-ttiou, the Treaty Malting and
Ratifi tion Act, 2otz ancl Standing Orclels, the Committee through local daily
ltew rs of 26t1, Jzrnuary, Zo2S pLrblished an advertisemeut inviting the public to

mernot'anda. Iiurther, in a lettel dated 25tl'Januat'y,2023, the Cornrnittee wrote to
talteholders inclr-rcling the Ministry of Foreign Affairs, National Treasury,
ol-I-Iealtl-r, Ministry olTrade, Investment ancl Indurstry, Ministry of East Afi-ican

6
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Commr"rnity, Ofiice of the Attorney General and Department of Justice, Kenya Revenue
Authority, Kenya Larv Relorm Cornmission to submit memorandum on the Treaty rvhich
they all srq:ltorted the treaty ('es'ponses al:tached).

36. -fhc Cotnmittee also helcl a stalteholdel' engagernent lbrurn on 27th l,-ebruary 2o2.9 with
various trot:-state actot's and rron-governn)er)tal olganizations at Mercul'e I-lotel, Nairobi.
The stalteholders s,ho attenclecl the forurn wer.e:

(a ITOCFIII
Coalition for I-Iealth Itesealch ancl Developnrent (CI-IRtrAD)
PATI-I
Kenyzr Pharmaceurtical Association
Internzrtional AIDS Vaccine Initiative'(IAVI)

(0 DNDr
(g) Generic Specialities
(h) Irederation of l{enya Pharntaceutical Manufacturers
(i) Pharmaceutical Society of I{enya
(j) Renal Patients Society of'I{enya
(k) NCD Alliance of'I{enya
(l) I{enya Medical Laboratory Technicians anclTechnologist Boarcl
(m)Mission for Essential Drrrgs and Supplies (MtrDS)
(n) Ministry of'I{ealth, Directorate of I{ealth Prodr-rct and Technologies
(o) United States Pharnracopeia (USP)
(p) Pharmacy ancl I)oisons Iloard
(q) National Quality Control Laboratory
(r) Afiican Medical and Ilesearch Iroundation (AMRtrtr)
(s) MI-PI-I

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

Part I of the Itepon contains the analysis of the public sr"rbmissions on the ratification of
the Treaty, written and or-al submissions received from the pr-rblic and various
stalteholclers noting genet'al comments in suppolt or against the rati{ication of the Treaty
and the list of institntions that submitted their memoranda.

38. Part II of'the Report contains a copy of the nelvspaper advertisements of Wednesday, z6tl,
Januat'y, 2023 itniting the public to subrnit memorancla on the ratification of the Treaty
and a letter inviting the relevant stalteholders for memoranda and the minutes of the
Committee sittings during the consideration of the ratification of the Treaty.

b
C

d
e
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g9-The e below highlights the stakeholcler comments on the ratification of the Treatl,-

THE
AFRI

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

ruSTIFICATIONLDERSTtAKET{o POSITION

. AMA flows frorn the Afi-ican Medicines
Regulatory Ilarmonization (AMRI{)
Initiative that has been advanced by the AU
Developrnent Agency and regional
economic communities (RECs) in
collaboration with development partnet's.

. I{enya supported AMRH initiatives- set up

of EAC-MRH Programme and

implementation-helped Kenya realize its
I'realth sector development goals

. AMA to complement efforts of existing
national and regional regr-rlatory bodies or
harmonization initiatives at RECs level
which will continue with their worlt

o Kenya to benefit when the tleaty comes into
force as follows:

a) AMA provides ptatfory for coordination
and strengthening :dnigoing regional and

continental harmonization initiatives, pool
expertise and capacities for 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 monitor safety of health
products

1 Department
East Afi'ican

of East
Commr"rnity

Regional

for
Co

ry
A

ty

ment

After
consultations
with tl're

Ministry of
I-Ieath, supports
ratification of
the Treaty vide
Ietter dated znd

Febrr"rary 2O23.

Jointly sr-rpports
tl're ratification
of tl"re Treaty
vide letter clated
Srrl Febrr"rary
2023.

No reservations
raised.

MOH thror.rgh the Phalmacy and Poisons
Board (PPB) ensures qr"rality, salety and

efficacy of health products and technologies
thror-rgh capacity br,rilding, WI{O
collaboratir.e procedures, harmonization
initiatives, collaboration rvith development
partners
I{enya through PPB has been contributing
technically to the AMRFI initiatives that has

facilitated the realization of I{en.ya's heal

a

a

th

2
iaspora Affairs

of, theo

and
Mi

At

Minis

of Iroreign

General

of Healtl-r

B



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

STAI(EI{OLDER POSITION JUSTIFICATION

.sector development goals; 'l'wo (z) ofllcers o1'

PPB al'e Chairl>ersons of -lechnical

Cornnrittees undel the AUDA-NliPAD
AMltl-l Initiativc, the 1>r'ccursol of'thc AMA

o AMA heaclquralters in EAC (Itwanda)
o 23-member states have ratified 'freaty

(Rrvanda and Uganda have lully ratified and
deposited instruments to the AU
Cornrnission)

. Covid-t9 triggered the intelest of African
coutrtries to develolt their manufactutring
ca1>acities to renredy challengc of access to
essential health produrcts such as vaccines
rvhen global supply chains deprioritize
Afi'ica's neecls

. Del>icts I{enya's cornmitment to AlI'ica's
collective action for irtrl;r'ovecl regulation of-
ttredicines, medical ploducts ancl
technologies as a Mcrnber of AU and Ii.trCs
such as trAC and IGAI)

r Itzrtification facilitates the achievement of
I{enya Vision 2O23O and supports the
achievement of objectives nnder the Kenya
National I{ealth Policy, Kenya I-Iealth
Sectol Strategic Plar-r and I{enya National
Pharmaceutical Policy.

r Kcnya has the largest pharmaceutical
indr"rstly in the cornlnon marltet for the
llastern and Southern Afi'ican Ilegions- over'
3O manufacturing ltlants

. AMA will open Lrp marltet for I{enyan
pharmaceutical products fi'om USD 160
Million (EAC) to USD t.z Billion (Af ican
Continent)

Legal Imflicatiort

Treaty in line rvith/ not arnending the
Constitution
May require arnendment of Kenyan laws
fbr compliance with and irnl>lementation
of' the Tleaty obligations-Treaty
aclvocates for adoption olthe AU model
larv on regrrlation of medical l>roducts
I{enya may neecl to develop gr"ridelines
for peliodic reporting obligations

a

a

O
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THE A]
AFRICA

RICAN UNION (AU) TREATY rOR THE ESTABLISHMENT OF TI{E
{ MEDICINES AGENCY (AMA)

S'I
.AKEHOLDER POSITION JUSTIFICATION

arising fi'om joint capacity assesstneuts

for Member States

Sr-rpport tlie
ratification of
the 1-reaty vide
letter datecl 8th

Irebnrary 2O23.

Given that the objectives of the Treaty
on Medicines entail ensuring pr-rblic

safety, promoting ittnovation,
streamlining product registration,
harmonizing healthcare education
systems among others, Pharmacists are
important stalteholders in this and their
role and contribution shor"rld be given
more prominence in the entire llrocess of
establishing the AMA. Their expertise
can be applied to sevet'al areas such as

innovation of new theral>eutic prodr-rcts
ancl systems technologies and
management of non-communicable
diseases. They can lorm a thinlt tanlt
fundecl by AU or AMA to collect data
and offer policy dilection and guidance
on eflective use of rnedicines. They can

also worlt with higher learning
regulators in developing a harmonized
curriculum for pharmacists in the
continent.
The Treaty encoLrrages local
manufiJ.cturing.

In relation to resourcing, the Treaty is

presently being fr"rnded by donors, what
will happen later when donot's pull out?

The lole of pharmacists ancl the
pharmaceutical profession needs to be

leveraged uqron in the implementation of

a

a

a

a

the Treaty

3

l11

P

(

rmaceutical
iety of l{enya
I{)-Professional
y of Pharmacists
enya)

The Treaty provides:
'/ Support fol growth of' local

1>harmaceutical procluction
,/ Mechanism for evalltating rnedical

produrcts for treatment of priority
diseases

'/ Coorclination of joint revien's of
clir-rical trial applications for t,accittes

,/ Infolmation sharing and

collaboration with RDCs ar"rd

National Medicines Regtrlatory
Aurthorities in identification of

aSupports the
expedited
ratification of
the Treaty vicle
lettel clated gtl'

Febmary 2O23.

4. AIDS NGOs
unl

10



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

STAI(EI{OLDER POSITION JUSTIFICATION

sLrbstanclarcl ancl falsifiecl rnedical
pl'oducts

Kcnya i.s a major' ltlaycl in the fielcl of'
global health should be in the forefi'ont
in ratifying the Treaty which will
1lt'orrrote Article 4,3 of- Constitution on
the right to access the highest attainable
standald of health including
rel;roductive heal th care.

The'freaty has been ratified by 33 out
of ss AU Member States.

2O nations have ratified and deposited
the 'freaty; I have ratifiecl but not
clepositecl, 22 ttot latilied or signecl, lo
inclr"rding Kenya have signecl burt not
rati{icd.
'fhele is neccl to establish an African
Digital Platfbrm that lists the a1:proved
nredical products and technologies in the
Continent.
The Association applauded the Kenyan
Parliament for turdeltalting public
particil:ation on Treaty.

a

a

a

a

a

c Coalition for I-Iealth
Research and
l)evelopment

Note: KANCO is
part of' this coalition.

Sr"qrports the
expedited
ratification of'
the Treaty vide
Ietter. 6l- 1s61 oth

Febrr"rary 2O23

a

llatification of the Treaty will catalyze
realization of Univelsal l-Iealth
Coverage througl"r faster access to the
highest quality of' rnedical plodurcts
thereby facilitating the realizzrtion of
Article 4,3 of the Constitution.
The Coalition sqrl;orts harmonization
of legulatoly systems for medical
products in the country.
The Treaty is in line with the
Constitution and will contribute to
achievernent of go\/emtlrent health
policies such as Kenya l-lealth Policy,
Kenya National Pharmaceutical Policy
etc.

Ilatilication will lead to job creation,
economic grorvth, reduced over reliance
in imported expensive medicines and
medical products and incleased local
manufacturinu capabil ities.

a

a

tt



THE A]
AFRICA

.RICAN UNION (AU) TREATY FOR THE ESTABLISHMENT OF THE
\T MEDICINES AGtrNCY (AMA)

S:
.AKEHOLDER POSITION JUSTIFICATION

AMA will plovide capacity building
Llpon request, to national regLrlatory
aurthorities such as the Pharmacy and
Poisons Board.

After ratification, there is need to
identify gaps and str-engthen the
existing legislation.
Thele is need to assess elements of
patient safety so as to redttce harm to
consLrmers and ensLlre the intended
therapeutic outcomes of the Treaty.

a

a

a

I{e
Aut

rya
:hority

Revenue Suqrports the
ratification of
the Treaty vide
letter dated 13tl'
Iiebrr"rary 2O23.

I{llA cloes not have additional input on the
Treaty and Memorandttm fi'om the Ministry of
Foleign Affairs.

6

1 ofI
Att
anc
Jus

ice of the
orney General

Department of
lice

Sr-rpports the
ratification of
the Treaty vide
letter dated znd

Irebruary 2O23.

The Treaty and Memorandum fiom the
Ministry of Iroreign Affairs are in order fi-om a

legal perspective.

Ilow rvill all Afi ican phalmaceurtical
companies have a level plaling field in
protected countries'such as Ghana, and
Algeria and Morocco which restricts the
list ofproducts that can be irnported into
the country and support sale of Iocally
manufactut'ed products?

What rnechanisms have been pr"rt in
place to ensufe that AMA willrvorli with
individual state parties and IIECs in
regulation of medical products in the
continent?

I{enya shor-rld be represented in the
AMA Sect'etariat.

What is the situation r.r,ith regard to the
EAC I-iartnonization policy? Will
money be ealnecl fi'om registration and
ar-rthorization of meclicines?

Involvement of phannacists in research
on rnedicines- There is need to have a

harmonized way of training phalrnacists

a

a

a

8 tion of KenyaF
P

rs
tical

Supports the
ratification .. of
tl-re Treaty vide
Ietter dated 1't
March zozT.
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TI{E AFRICAN UNION (AU) TREATY FOR THE ESTABLISHMENT OF THE
AFRICAN MEDICINES AGENCY (AMA)

STAI(EHOLDER POSITION .IUSTIFICATION

'lhcre is ueed to enstrle pl'oper clisposal
of'meclication
-I'herc is fbar that the lllrarrnaceutical
market might be su,zrnrpecl

Thele is need to rcduce the cost of
procluction-co as to im1>rove productivity
and cost effectiveness
The Treaty is aligned to the
Constitution and policy fi'ameworh. It
maltes economic sense and strengthens
regurlatory exllertise and eltsLlres
harnronized processes

There is neecl to ensLll'e I(enya can
rnanulhcturre and benefit fi'om the sale of
Active Pl-rarmaceutical Ingredients
(APIs)?

o

a

a

a

9 I'A-I'I.I Suppolts the
ratification of'
the fleaty.

a

a

a

a

Treaty ratified s11 1 l th .Ianuary 20 l9 aucl

carrre irrto force on 5th |r[o1r6mber 2022.

29 member countries har.e furlly ratilied
the Treaty; lO mernbel countries have
signed the Treaty br"rt not completed the
ratification pl'ocess. Kenya part of the lO
countl'ies.

The tnain otrjectivc of Treaty i.s to
enhance capacity of state ltarties and
Regional Econornic Commurnities
(RECs).
The Treaty fhcilitates the
implementation of the AU Model Law
on Ilegr"rlation of Medical Products.
AMA will be an advisory institurtior.r and
a platform for collaboration between
national medicines regurlatory
ar-rthorities/ RECs steered by state
parties.

The AMA Governing Council to be
formed in two weelts' tirne. Kenya lost
the opportunity to host AMA and
therelbre needs to position its people for
the 1>ositions of influence in the AMA
Goveming Cor-urcil.

The AU Model Law on the llegr-rlation
of Medicines is being irnl>lernented
thlough the Kenya Drugs Aurthority Bill

a

a

a
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THE AI
AFRICA]

RICAN UNION (AU) TREATY FOR THE ESTABLISHMENT OT THE
{ MEDICINES AGENCY (AMA)

S1 AKEHOLDER POSITION JUSTIFICATION

sponsored by the Chair'person of the
Comrnittee. The Bill also anchors the
AMA. The Bill ought to be enacted to
guarantee the safety of dt'rrgs in I{enya.

. The Treaty ensures access to medicine.
o Kenya is the lead in Africa in the

pharmaceutical manufacturing sector as

it currently manufactures both for the
local ancl external marltets. 1O%o of
I{enyan pharmacer:tical proclucts are
ex1:orted

. The Treaty erlcoLlrages capacity
building thr"ourgh ltnowleclge transfer
and trainine.

10

(

ican Meclical and
earch
rndatior-r
4Rtrri)

Sr"rppolts the
ratification of
the -freaty.

11 ion for
ntial Drr-rgs and

(MtrDS)

Supports the
ratification of
the Tleaty.

MEDS surpports ratification of the Treaty as

it rvill reduce bureaucracy in manufacturing
of health products and technologies due to
improvement in regulatory requirements

I(enya 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 I{enya
Development Authority Bill
There is need to revive the Traditional
Practice Bill that was done cluring the

1>revious Par'liament.

a

a

a

a

a

Sqrports
ratification
the Treaty

the
of

The Treaty will help in reduction irr the
cost of cllugs and ensure availability of
dmgs. -fhere is need to ensure local or
regional produrction of dlLrgs using
locally available materials and expertise
so that drr,rgs can be sold at a cheapest
price. This will soh,e the problem of
expensive clrtrgs while ensuring salety
ancl quality. The AMA to provide for a

rneans of cal;acity building within the
continent
Af ica was cousidered last in the sr-rpply
ofvaccines during the covid-t9 period.

a

a

L2 Patients
y of I{enya ancl

(NCD)
of l{enya

Ren

icable
es

AIli

No
Di
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THE AFRICAN UNION (AU) TREATY FOR THE ESTABLISHMENT OF THE
AFRICAN MEDICINES AGENCY (AMA)

STAKEHOLDER POSTTION JUSTIFICATION

t3 Dt'r"rg.s lbl Neglectecl
l)iseascs

Surl:ports the
ratification of'
the'flcaty.

a

a

a

Accele latecl access to treatment shor"rld

fbcr.rs on policy acloption- rvill therc be
reliancc on WI'IO fbl recor-rrmenclatiorr
befbre acloption of' nreclicines in the
continent?
In relation to the regulatoly aspect, cloes

establishment of AMA elimir-rate the
wI{o?
What is the effect on cLrstoms within the
respective jurisdictions? Each and every
j Lrriscliction has to inspect a clrr"rg

manufhctuler"s Ihctoly to checlt clLrality
zrnd standarcls?

lrl ROCI{E Sr.pports the
ratif ication of
the'fleaty.

o The Treaty will ensLu'e legr"rlatory
harmonization and convergence ancl
tacltlc thc following challenges

(a) Delay in 1;r'oduct rcgistratiort u,hich
aflects nulltet authorization
celtification as well as ploduct retention
in the marliet- The IiAC taltes 90 to l8O
days to authorize the sale of dlugs
rvithin the EAC Member States.

(b) Lengthy WI-IO ple-qualification
processes which lengthens the provision
of a1>plovals-it takes at least four (a,)

yeat-s to get such pre-qr-ralification.
(c) 'frade barriers- The Treaty

incorporates best practices by providing
mechanisms fbr insl>ection and audit o{'
dmgs. It also linlts tracle and regulation
by lemoving the multiplicity of
regr"rlation for instance Kenya has
I{enyan Bureau ofStandards (KtrBS) and
Anti-Counterfeit Authority.

15 Kenya
PharmaceLrtical
Association

Sr"qrports
latification
the Treaty

the
of

The Association surl>ports the tleaty ancl
memorandurn by the Ministry of
Iroreign Aflhirs.
'l'he Ibcr,rs of Tleaty is on govel'nance
structule. Thele is little on practice ancl
the access to health care. I-Iow rvill
IIRlI/healthcale worlters benefit from
the Treaty? Is there 1>r'ovision for Cross-
bolder plactice? Will there be
standaldization of I-IltHP What are the
llorms for FiltH that will ensure

a

o
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MEDICINES AGENCY (AMA)

Sf AKEHOLDER POSITION JUSTIFICATION

harmonization of training and
certification of health care professionals
rvithin the continent?
Some countries harre zero regulations.
What will be the effect of the laclt of
domestic regulations particLrlarly with
borcler entry points restrictionsP I-Iow
does the Treaty guarantee the
ar"rthenticity of health prodr"rcts?

I-Iow are midclle level practitioners talien
care of uncler the Tleaty?

a

a

Srqrports
ratification
the Treaty

tl"re

of
The Board supports the Treaty and was
part of its development process.

The Treaty will deal with the high cost
of, manufacturing of medicines and
particularly APIs. South Africa and
DRC have been extracting quinine.
Chir-ra is the biggest producer ofAPIs in
the country.
There is need to do capacity building
'*,ithin the country for br,ry in rvithin and
outside the courntty.

There is a huge marltet for the countty
as AMA is continental. Manufacturrers
can distribute drugs within the whole
continent and manufacturers can come
and set up their businesses in the
country. There is therelore need to loolr
at the cost of electricity and taxation so

as to encourage the inflr-rx of
pharmaceutical manurfactnrers.

There is need to critically assess the
theral>eutic outcome of the Treaty and
tap into it as a country.
There is mLrltiplicity of'Itegulations on
dlLrgs within the country. There is neecl

to avoicl cluplicity for instance the
country has ir-rspectors fi'om PPB ancl

the Anti-Cor"rnterfeit Authority have the
sar.rle responsibilitiesP The lack of
harmonization oflau,s is the main reasoll
rvhy I{enya is at the maturity level l.
This issr"re to be addressed in the l(en

a

a

a

a

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

STAKEI{OLDER POSITION JUSTIFICATION

a

l)r'ugs Authority I3ill sponsored by the
Chairperson of the Cornrnittec.
'llhe 'l'r'eaty ensLlres short trat'lteting
timelines and will lead to l'evcnlre
generation as the corultl'y can sell drLrgs
across the continent.
Thele is a big challenge of capacity in
the regulatory entities. The number of
people in legulatory authorities is

currently less than 15 in number when
optir:ral or-rght to be 1oo.
'fhe implernentatiorr of the Tleaty
lequires digitization of' llrocesses ancl

systems.

The WIIO 1>requalilication process only
assesses a class of drurgs narnely malaria,
AIlVs, Ilel>rocluctive health, cliarrhea in
children, Covicl-tg and other enrel'gellcy
issues. 'Ihe -freaty will not replace the
WHO but will wollt alongside WFIO for
strengthening of capacity within the
country and the region. There al'e
assessors worlting lor WI{O in
Tanzania, Ghana and Kenya. Kenya has

two WI{O quralified assessors.

There is need to check the ingress of
substandard and falsified rnedicines
wl'rile checking rnarltet control in line
with the i-Iead of l'r"rblic Service circular
on border nranagement.

Closs border trading will benefit flrom
the Treaty as there is harmonized
regulation. There is however need to
burild an alert system.

The IIAC is rvollting on regulation of
pharmacists rvhich u,ill ensure access to
qr"rality ploducts
The list of OTC poisons ir"r part I and
Part II of the Schedurle to the Pl'rarmacy
and Poisons Act, Cayt. 24,4.. The list
neecls to be revised. -fhe law also needs

to amencled to provide for scheduling
ancl rescheduling of rnedicir-res.

Thele are thlee categories of drr"rgs

namely OTC, prescription only and

a

a

a

a

a

a

a

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

the same.

t7 KI
Lz
Tr
Tr

:nya Medical
boratory
:chnicians and
:chnologist Board

Sr-qrports the
ratification of
the Treaty.

The Treaty rvill ensure access to safe

and quality health products and
technologies in the coutinent.

a

QLralitytional
ntrol Lab

Suqrports
ratification
the Treaty.

the
of

There is neecl to develop an alert system
for substandarcl and falsified medicines
in the continent.
'Ihe Treaty shoLrld provide for the
regr-rlation of herbal products as the
Treaty cr-tn'ently only provides for'

dietary sr-rpplements and traditional
medicine.

a

a

18

The Af ican continent was the last to
receive the covid-t9 vaccines. These
vaccines arrived late and many of them
expired because of lou, intalte by members
olthe Pr"rblic.

The Cabinet Secretary r-equested the

_Committee to surpl:ot't the Treaty(World-I{ealth Organization (WHQ)'Lo$stics
Centre in Kenyatta Univ6rsity ancl 'the

Afi'ica Centre for Disease Control (CDC).

a

a

19

istry of I-Iealth
Secretary, Sr-qrports the

ratification of
the Treaty.

18



4..O COMMITTEE OBSERVATI ONS

39. TIie Conrnrittee having consicleled the ratification of'the Afi'ican Union Treaty flol the
Iistablishrnent of' the Ali'ican Meclicines Agency ancl submissions Ii'om stalteholders
maltes the following observations:

(i) The Cabinet Secretat'y, Ministry of Foreign ancl Diasl>ora Affairs, Dr. Alfi'ecl
Mutua signed the Tleaty 611 16th Iiebrurary, 2OZ3;

(ii) The Treaty is in line with the Constiturtion ofJ{enya, 20lo and complies with the
provisions of the Treaty Malting and Ratification Act, No. .tE of zOte;

(iii)The Treaty may require amendment of Kenyan laws for compliance with and
implementation of the Treaty obligations as the Treaty aclvocates for the adoption
of the Af ican Union Model Law or-r Il.egulation of Mcdical proclucts;

(iv)Itatilication of'the Tleaty rvill catalyz.e realization o{'Universal I-icalth Coverage
thror.rgh fzrster access to the highest quality of medical ltroducts thereby
facilitating the realization of'Article +g of the Constitution;

(v) The'fleaty will contribute to achievernent of govenrnrent health policies such as
Kenya I{ealth Policy, l{enya National Pharmaceutical Policy among others; ancl

(vi)The Treaty will bencfit Kenya as it supports local pharmaceutical 1>roduction and
stl'engthens the courttry's ability to regirlate ancl rnonitor safety of health
1>roducts.

5.O FINDINGS

4'0. Pursuant to the analysis of the s'ubnris.sions and clocuments tabled. the Committee finds
that the Aflican Uniori Treaty on the establishment of the Afi'ican Meclicines Agency is
consistent with constitution and do not propose any amenclment to the Constitution.
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6.0 co RECOMMENDATION

4L Committee r-ecommends: -

THAT, to Section s of the Treaty Malting and Ratification Act, the Hor.rse
APPR the Ratification of the Afi'ican Union Treaty for the Establishment of the African

Agency

Jus
The Union Treaty for the Establishment of the Afi ican Medicines Agency facilitates the
realizatio of Universal Health Coverage through improved regulation of medical products.

ril{o=:Signed Date:

HON. D ROBERT PUKOSE, MP _ CIIAIRPERSON
DEP AL COMMITTEE ON IIEALTH

DATE: ?2 lllAfl t0?3 rlDF(.rtd(
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TREATY MEMo No: .........1:29.?2

MEMORANDUM ON THE RATIFICATION OF AFRICAN UNION TREATY

FOR THE ESTABLISHMENT OF THE AFRICAN MEDICINDS AGtrNCY
(AMA)

1.O

1.1

OBJECTIVE OF. THE MEMORANDUM

The objective of this Memorandum is to seek approval for I(enya'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 heid on 12t1, May, 2022.

2.O BACKGROUND

2.7 Africa's public and private sector actors are increasingly recognizing

that real region-wide progress and transformation is only attainable
through impr:o:qed connectivity, competitirre logistics and production
value chain integration in targeted strategic' sectbts
pharmaceuticals and agriculture. This, together with the esta

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 tJ.e Pharmaceutical

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

by the Assembly in 2005.

2.3 In 2019, 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 delivery

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

2



2.5

2.6

2.7

2.8

3.O

3.1

session decision Assembly /AU /Dec.735(XXXIi) reaffirmed the

cutive Council 34th ordinary session decision EX.CL /LL L(XXXN)

establish the African Medicines Agency placing an emphasis on

stment in regulatory capacity strengthening

Treaty seeks to establish the African Medicines Agency (AMA) to

the capacity of State Parties and Regional Economrc

ommunities (RECs) to regulate medical products in order to improve

s to quality, safe and efficaci'ous medical products on the

t

ty-six (26) member states (Algeria, Benin,...Burundi, Cameroon,

, Cote dTvoire, Egpt, Gabon, Ghana, Guinea, Madagascar, Mali,

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

D ocratic Republic, Senegal, Seychelles, Sierra Leone, Tatrzania,

, T\rnisia, Uganda and Zirnbabwe) have signed the treaty

teen (17) member states (Algeria, Benin, Burkina Faso,

Chad, Gabon, Ghana, Guinea, Mali, Mauritius, Namibia,

N , Rwanda, Seychelles, Sierra Leone, T\rnisia and Zirnbabwe) have

the Treaty for the Establishment of the African Medicines

and deposited the legal instrument of ratification to the

Treaty for the Establishment of the African Medicines Agency

entered into force on Sft November 2O2L.

OB AND SUBJECT MATTER OF THE CONVENTION

The African Medicines Agency is a Specialized Agency of the African

U with its own rules, membership and resollrces to enhance the

C of State Parties and Regional Economic Communities (RECs),

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

fficacious medical products on the continent

i

1

and



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 wiil 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

4.7

4.2

OBLIGATIONS IMPOSED BY THE PROTOCOL

The AMA's vision is to ensure that all Africans have access to quality-
assured, safe, efficacious and affordable medical products, that rnee_t

internationa11yrecognisedstandards,forprioritydiseasesorconditions

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 thq mutua,l
recognition of regulatory decision;

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

4
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5.O

5.1

5.2

5.3

5.4

5.5

con

e. To complement and enhance collaboration and contribute to

improving patients'access to quality, safe and eflicacious medical

products and health technologies on the continent.

BLEM ANALYSIS

assessment performed by the World Health Organisation (WHO) of

African National Medicines Regulatory Authorities (NMRAs) between

2 alrd 2OO9 found that only L\o/o of these NMRAs were mandated to

out functions of marketing autlnorization, licensing, inspection,

q ty control and pharmacovigilance of medical products

many cases, not ail of these functions were operational, including

rring access to a functional national regulatory quality control

. It is important to note that not all NMRAs are expected to

all the regulatory functions on their own, but could rely on

o NMRAs' decisions such as for Good Manufacturing Practice

1n

cu

au

1n ection of foreign manufacturing sites and marketing

tions

. :. ..

assessment found that even where l6cal manufacturing occuirtid;

distribution practices (GDP) . were poorly enfdrced ,thereby

sing the risk of substandard, spurious, falsely labelled, falsified

counterfeit medical products in the market. In addition to the above

common challenges within the continental regulatory space

iack of published standards and operating procedures, and

of qualified personnel.

ugh the assessment was based on information obtained over

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

t pharmaceutical regulation situation in the continent.

to quality health products and technologies, especially for low-

and middie-income countries, during the COVID-19 pandemic

to be a challenge due to disruptions in the global supply

..,:.

1n

S
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6.1

chain systems. If established in the comingyears, 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.

6.0 JUSTIFICATION FOR RATIFICATION

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 tl.e 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.

ii) Access to safe, euality and Efficacious Medical products

The AMA will serve as a catalyst for stronger regulatory oversight
to counteract proliferation of Substandard and Faisified medical
products and enable competitiveness of locally produ.ced

medicines, particularly those used to treat diseases and
conditions disproportionately affecting the African continelt. This
will be achieved through cross-border enforcement based on

6



7.O

7.7

7.2 The

I

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 safet5r, 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 industrializatton 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.

v)

STITUTIONAL

The Convention is consistent with the Constitution and promotes

con tutional values and objectives, it does not allude to an

am t of the Constitutron

ty advocates for the adoption of the African Union Model Law

gulation of Medical products. This will require l(enya to amend

relevant iegislation and policies to adapt to this model law in

7
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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 I(enya, Health products and rechnologies Bil1.

7 '3 Kenya may also need to generate guiclelir-:.es 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.

B.O

8.1

9:o

9.1

10.

10.1

9-2 The linancial requirements during implementation will be catered for
during the normal budgetary estimates of the relevant Ministries,
Departments and Agencies.

IMPLICATIONS RELATING TO COUNTIES

The obligations imposed under ll:e protocols are under the purview of
the National Government.

At the onset, the AMA will be supported by donor funding. Thereafter,
States Parties witl 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.

MINISTERIAL RESPONSIBILITY

The Ministry that will be responsible for the implementation and any
activity in regard to the convention is the Ministry of Health.

I



10.2 Office of the Attorney General and Department of Justice and the

of Foreign Affairs will coordinate the reporting process on State

bligations pursuant to the Treaty Making and Ratification Act /Vo 45

20L2.

11-

11.1

TIONS

35, permits member States to submit reservations when

tifying the Treaty on condition that it is compatible with the objects

purpose of the Treaty. Presently, the ff{iriistiy of Health has no

servations.

L2.L blic participation has been undertaken via various fora including

virtual meetings.

13.

13.1

invited

TO THE NATIONAL ASSEMBLY

In tion of the aforementioned facts, the National Assembly is

Note the contents of the Memorandum;

2 Consider and approve Kenya's R4tificatiorr.qf Africa+_Uniop Tre4ty

1

3

the

sit

Estahlis-hmen! of the,African Medieinef 
-4gtq9#';S-&.4: 

. - -;.;.,,.",:;

the Cibinet Secretary of Foreign-Afitirs' to;fi,rt'p35" 
"T.d

the relevant instruments to the Depository, the Chairperson

the African Union Commission.

SIGNED

AMB. oMAMO, SC, EGH
CABINET

DATED...... MAY, 2022
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TREATY OF THE AFRICAN MEDICINES AGENCY
(AMA)

We, Member States of the African Union,

Af ftRfVttruG THAT quality-aqsured, safe and efficacious medieal pioducts are

fundamdntal to thd health and safety of the population of Africa;

AWARE THAI weak regulatory syStems have resulted in the cirqulation 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 confidence in healthqare delivery systems;

RECALLING the 55th Decision of the African Union (AU) iAssembly /AU/Dec.ss (lV))

taken during the Abuja Summit in January 2005, which requested the AU Commission to

'd"evelop a Pharmaceutical Manufacturing Plan for Africa (PMPA) within the framework of

the New Partnership-forAfrica's Development (N-EPAD), aimed to improve access to good

quality, safe and efficacious medical products and health technologies for the Afrlcan

population;

FURTHER RECALLIN'G the Eighteenth ordihary-session af th6 Heads of State ansl;'.;.;r''-'

G-6verhm.ent Orientation Committee 29 - 30 January 2012 Decision (Asserhbly/AU/DEC-

413(XVlll)) Para 6 which endorsed the African Medipines Regrtlatory Harmonizatign

(AMRH) Progi'amme impleme4ted through the regionaleconomic communities (RECs);

RECOgNIZtNG the pspir.ations 9f the AU Roadmap on Shared Respbnsibility,and Global

,sclidarity for. the AIDS, tuber:culosjs and malaila response' in ,Africa {Ftssembly

,AU/Dec.442 ,(XlX)), Piilar ll on access to medioines which aims to deodlErate and

.stre-ngthen regional medicines regulatory harnionization initiatiVes uind lay the foundation.

for a single African regulatory agency;

Bettle COGNIZAN1' of the challenges posed by the lack of availability of medicines and

vaocines during public health emergencies of international concern and, in particular,
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2

the recent outbreak of the Ebola virus disease (EVD) in Africa and the attendant

of medical product candidates for clinicaltrials;

GNIZING the contribution of the Afrioan Vacclnes Regulatory Forum (AVAREF) in

g .qpproval of EVD candidate therapies and vaccines and efforts undertaken by

n Union (AU), regional economic communities (RECs) and regional health

ons (RHOs) to mobilize human, financial and material resources and continental

to deal with the outbreak of EVD; and subsequent establishmerit of regional

ng groups (EWGs) on clinical trials oversight in Eas:t African Comrnunity

the Economic Comrnunity of West African States (ECOWAS) as part of the

on of the decision of the Assemblii of the Union,

ylAUlDec.553(XXIV) on Ebola Virus Disease (EVD) Outbreak, of January 2015);

G the use of continental institutional, scientific and regulatory resources to

access to safe, ,efficacioqs and quality medlcines; and AWARE OF the

ment of the African Medicines Regulatory Harmonization (AMRH) in 2009, under

nt and guidance of the NEPAD Agency wo;"king wiih RECs and RHOs, to

haimonization of regulatory requiiements and practice among the national

regulatory airthorities (NMRAs) of the AU Membei $tates to meet

y aoceptable standards, and' provide a'favourable reQulatory environmentfor

research and developrnent, local production and trade across countries

can continent;

NG the laungh and subsequent implementation of Medicines Regulatory

tion (MRH) Programmes and csllaborative efforts in and between the East

munity (EAC); Economic Community of West African States (ECOWAS) and

can Eeonomic and lrlonetary Union (WAEMU); and the Southern African

t Comrnunity (SADC);

NG other on-going efforts on cooperatlon between the Economic Community

n States (ECCAS) and the Organization for Coordination in the Fight

ic Diseases in centfal Africa (oCEAC) on implementation of the AMRH

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



3

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 Luand.a, Angola, jointly organized by the African Union

Co-fnmiq.sion and World Health Organisation (WHO) to prioritize inVestment in regulqtory

capacity development; to pursUe effortS towafds qonVdrgence and harmonization of

rriedicbl p.roducls regula'tion in RECs; to allocate adequate resources forthe estdbliShmeht

of the African Medicines Agency (AMA), and the subsequeht endorsement of the

estdblishment of the AMA Tajsk Team to spearf-iead the p.rqcess;

REcALLING the July 2012 AU Assembly Declaration, Assembly/AU/Decl.2(XlX) on the

report of A,tDS Watch Africa (AWA) Action Comnlittee of Heads of State and Govdrhment

in which the Council decided that the African Meclicine Regulatory Harmonization (AMRH)

lnitiative shall serve as a foundation for the establlshment of AMA.

.FURTHER RECA-LLING the AU Assembly Decision, Assembly/AU/Dec.58€ (XXVI) of

Janugry !016 gn.the 16t STC on Legal and Justice,Affaiis,.doc.EjXrCL/935 ()fiVtll) in

whiih the Assembly adopte.d the AU Model Law on Medical droducts;Relulation as an

instiument to guide AU Member States in the-enactment'or revidW'of nbtional ,medicines

laws; and a call to Member States to s.ign and ratify the said legal inStrpment, where

applicable, as exped[tlously as possible to gnable its entry into force;

Co-;NVttlcrD that the efforts to coordinate the regulatorsystqryls strengthening and

!"rarqoqization iriitiative under the ieade.r:ship qf Afriqqn Mediglnes Agency will provide

'impiove.d sov-eieign gonirol qnd fe.gulatio'n of medicaI products that,will altowAfrisap Uni6n

Member States'to provide.for efficidnt and effdctive protectipn oi pqblic health against risks

associated with use of SF, and willfacilitate expeditious approval of products thitt address

the.health needs of the African populace, especially foi'diseases that disproportionately

af,fect Africa.

HAVE.AGREED AS FOLLOWS:
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PART ONE
THE AFRICAN MEDICINES AGENCY AND ITS OBJECTIVES

ARTICLE 1

ACRONYMS

' refers to the African Union;

ca CDC" refers to the Africa Centres for Disease Control and Prevention;

" refers to the African Medicines Agency;

" refers to the African Medicines Regulators Conference;

', refers to the African Medicines Regulatory Harmonization lnitiative of the

n Union;

' refers to Actlve Pharmaceutical lngredieht;

" refers to Good Manufacturing Practices;

" refers to New Partnership fsr Afriea's Deyeloprnent;

" refbrs to National Medicines Regulatory Authority;

" refers to OrganizEtion of African Unity;

{r refers to refers to Pharmaceutical Manufacturing Plan for Africa;

Es" refers to Regional Centrds of Regulatory Excellence;

" refers to Regional Economic Comrnunities recognized b'y the Affican

" refers to the regional health organizations;

to Technical Committee;
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"TWGs" refers to the Technical Working Group comprised of experts constituted

under this Treaty,

ttyy;1gtr refers to the World Health Organization

ARTICLE 2
DEF!NITIONS

'ln 
this Statute;,unless the context requires othenruise:

"Agency't means the Agency.established under Article 3;

tfAssembty" means the Assembly of Heads of State and Govertrment of the

African Union;

"Blood Proclucts" means any therapeutic sr,rbstance prepared from human blood

for.use in the treatment of diseases or other medical condltions;

"B.oqrd" means the Governing Board of the AMA;

"Bureau" means the Buteau of the Conference of the States Partibs;

'!Commisgiont' means the Africdn Unioh Cominission;

"Complementary Medicines'r mearts ahy of a range of health therapies that fall

beyond the scope of conventional medicine but rndy be used alongside it in the

treatment of diseases and other rnedical conditions.

{(Genference of StateS Pdfties" me?ns the Conference of the Parties to this

lreaty;
'tGonstitutive Act" means the'Gonstliutive Act of the African Union;

"Diagnostic" means ii medieine qr ixedical device or substance used for the

anatysis of detection of rjiseases or other medical conditions.

t'Director Gqn.eral" means the Director Gen6ral of the AMA;
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d Supplement" ineans a product intended for ingestion that contains a

ry ingredient intended to add further nutritional value to (supplement) the diet.

Device" means any instrument, apparatus, implement, machine,

nce, implant, in vitro reagent or oalibrator, software, material or other similar

article:

intended by the manufacturer to be used, algne or in combination, for

humans or anirnals fsr:

(i) diagnosis, prevention, rnonitoring, treatment or alleviation of

disease;

(ii) diagnosis, monitoring, treatrnent, 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 sustdining life;

contiol of coneeption;

disinfection of medical devices; or

providing information for medical or diagnostic purposes by

means of in vitro examination of specimens deriVed frorn the

human body; and

which does hot achieve its primary intended action in or on the hurnan

or animal body by pharrnacological, immunglogiCal or metabolic means,

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

I Products" means medieines, Vaccines, blood and blood prodrtcts,

and medical devices;
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"Medicine" means any substance or mixture of substances used or purporting to

be suitable for use or manufactured or sold for use in:-

(a) the diagnosis, treatment, mitigation, mOdification or Prevention of

. diseaqe, abnormal physical or mental State or the symptoms thereof in

humans,; or

(b) restoring, Cotrecting- oi modifying any somatic or pSlchic or organic

function in huinans,:and includes any veteri'nary medicine;

"Member States" means Member States of tlre African Union;

'lOther Regulated Products" means complementary medicines, traditional

medical products, cosmetics, food supplements and related products;

"secretariat" means the Secretariat of the AMA;

"State Party" meahs an AU Member State thht has ratified or ac9eded to this

"Trq-ditional Meiclical Ptoduct" means an object ot'substance used in traditional"

heaitn piactiqe for:

(r) the d.iagnpsis, treatment or prevention of a p-hysiOal or mental illness;.ot'

(b) any [UratiVe or therAPe-utic purpose, including the rnaintenance or

reStdration of physicat o.r mental health'or well'being ih human beings,

br-tt does not i nclude a dependence-producing or' d angeiotjs substanc'e

ot drug,

'fTreatyrl means a treaty to establishthe African MedicineS Agency.
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ARTICLE 3

ESTABLISHMENT OF THE AMA

The frican Medicines Agency is hereby established as a Specialized Agencyof

the

ARTICLE 4
OBJECTIVES OF THE AMA

main objective of AMA is to enhanqe capacity'of States Parties and RECs'

late medical products in order to improve access to quality, safe and

ous medicalproduets on the continent.

ARTIqLE 5

GUIDING PRINCIPLES

The iding principles of the AMA shall be as follows

2'

Leadershipi The AIiIA is an ihstitution that provides strategic direction and

promotes good public heatth practice in states Parti.gE,throqgh capacity

building, and the promotion of contihuous quality irnprovement in the

delivery of medical produots r:egulation;

credibility: The AIi/lAls strongest asset is the trust it cultivates with its

beneficiaries and stakeftotders as a respected, evidence-based institution'

It will play an important role in championing effeetive coiimunioation and

information-sharing across the continent;

ownership: the AIr/A is an Africa-owned institLjtion. Parties will have

primary ownership of AMA to ensure that the financial, human,

infrastructural and other resources are adequate for performing its

functions;

1

J.



,r@@s--zgnrjsjri Ln.---!rlr:s !- Et!'fr i -r.a4)tualil, i ?e? 1'-E ::ir t

6.

9

4 Transparency and accountability: The AMA shall operate in accordance

with generally accepted international standardS of good governance,

transparency and accou ntability:

(a) Timely clissemination of intormation, an open interaction and'

unimpede.d inform.ation exchange bqtween the AMA on the one

hand, and RECs and Member Statqs on the other;

(b) Accountability to States Parties in all its operations;

(c) lndependent decisions, based on current scientific evidence,

pr.ofessional ethics and integrity. The detailed evidence of its

decision.making process and the iustification for its decisions

shalt be fullY resPected.

Value.addition: ln every strategic qim, objective or activity, the AMA will

demonstrate how its initiative adds value to the medical products regulatory

activities of Stdtes Pdrties and other partners;

Cohfidentialify: The AMA shall adhere to the principles of confidentiality in

all its op-erations;

Commitment to soqncl quality manage,ment: In allits functions the AMA

shall adhere to internationai standards of quality management and create

the cqnditions fQr continusu$ impiqvement of its regulatory prdctiCds and.

those of NMRAs of tilember Sldtes of the African Union'

5

7,
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ARTICLE 6

FUNCTIONS

The MA shall perform the following functions:

(a) oordinate and strengthen ongoing initiatives to harmonize medical products

utation and enhance the competence of Gfr/P inspectors to do so;

(b) ordinate the collection, managernent, storage and sharing of information

all medical products including sF medical products, with atl its states

(c)

s and globally;

inate joint reviews of applications for the conducting of clinical trials and

cle technical support in quality control of drugs at the request of Member

s which do not have the stt'uctures to carry out these

in ation/controls/checks;

(d) theadoptionandharmonizationofmedicalproductsregulatory

icies and standards, as well as scientific guidelines, and coordinate

sting regr-rlatory harmonization efforts in the RECs and RHOs;

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

to devetoping the capacity of medical products regulat,ory professionals;

(0 rdinate and collaborate, wherb required and on a regular basis' the

spection of drug manufacturing sites, including the regulatory qverqight and

afetymonitoringofmedicalproducts,asdeterminedbyStateFartiesand/or

AMA, and make reports available to States Parties;

ton, rtne rsh ip and reGOgn ition of regu lato ry d eciSI o NS ln
(g) ro n"l ote coopera pa

pport of regrona str:uctu res and N MRAs that tdkes ntq account
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mobilization of financial and technical resources to ensure sustainability of

the AMA;

(h) Convene, in collaboration with the WHO, the AMRC and other bodies,

meetings ielated to medical pr.oduots regulation in Africa;

(i) Provide reg.Ulatory guidance, scientilic opinions and a common framework for

regulatory actions on medicat prod.Ucts, as well as priority and emerging

issues and pandernics 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 ciinical trials;

0) Examine, discuss and/or express regulatory guidance on any regulatory

matter within its mandate, either on its own initlative or at the i-equest of the

African Union, RECs, or States Parties;

(k) Provide g-uidance on r-egulation of traditional medieal products;

(l) Provide advic.e on the m.arketing, authoiization application piocess for the

priority drug'S described by the States Parties or on the products proposed by

thg phar:maceuticaI laboiatorjes;

(m) Monitor the me.dicines qarket through the collectisn of samples in every

'State Party to bnsure the quality of seleoted drugs, have them andlysed arid

pr,ovide lhe.resqlts ,to States Parties and. other interested partids,, whb Will

thus have reliable information.bn lhe quality of the drqgs circulating in their

countr.ies and, wflere necessary, will take appropriate ineasures;

(n) Develop syStems to monitori evaluate and aSse.ss the c-omp;ehensivep-ess of

ndtional medigal products regulatory systems with the View to recommend

measures that will improve efficiency and effectivenessl
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Evaluate and decide on selected medical products, including complex

molecules, for treatment of priority diseases/conditions as determined by the

African Union, and WHO;

Provide technical assistance,and resources, where possible, on regulatory

matters to States Parties that seek assistance and pool expertise and

capacities to stren$then networking for optimal use of the limited resources

available; ,.

coordinate access to and network the services available in quality coritrol

laborhtory services within national and regional regulatory authorities; and

promote and advocate for the adoption of the AU Model Law on medical

cts regulation in States Parties and RECs to facilitate regulatory and

al reforms at continental, regional and national levels'

PART TWO
STATUS OF THE AFRIGAN ME"QICINES AGENCY AND ITS ETAFF

' .i''ARTI'CLE7 ' :

AIMA shalt have legal personality that is necessary foi the fulfilment of its

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

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

e legal capacitY to

(a)

(b)

(c)

enter into agreements;

acquire and dispose oflmovable and iminovable property; and

institute and defend lqgal proceedings'
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ARTICLE B

PRIVILEGES AND IMMUNITIES

The General Convention on the Privilegqs and lmmunities of the OAU and the

Additional Protocol to the OAU Geneial Convention on Piivileges and

linmunities, shall apply to AMA, its members, its international pefsonnel,

prerhises, property and assets.

ARTIGLE 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

coqntry in which the AIVIA Headquarters will be situated with regard to the

provision of the premises, facilities, services, priVileges and immunities for

the purposbs of the efficient operation of the AMA.

PART THR-EE
ADMINISTRATION AND ]NSTITUTIONAL FRAMEWORK

ARIIGLE 1O

ORGANS OF THE AMA

TheAMA shall have the following or0An's,:

(a) The Qonference of the Statijs Parties;

(b) Governing Boar.d;

(c) The Secretariat; and

(d) Technical Committees,

2.
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ARTICLE 11

STABLISHMENT OF THE CONFERENCE OF THE STATES PARTIES

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

g organ of the AMA. lt shall have the power to undertake such functions as

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

ves of this Treaty.

coMposrrroN oF corHlEh:li. rF E srArES PARTTES

Th6 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 ti/inisters responsible for health

or their duly authorised representatives;

Conference of States Parties shall, after due consqltation and on the

is of rotation and geographioaldistribution, elect a Chairperson and other

embers of the Bureau, namely, three (3) Vice-chairpersons and a

pporteur;

e A/embers of the Bureau shall hold offlce for a peliod of two (2) years;

Bureau will meet at least once every year;

the absence of the Chairperson or in case of a Vacancy, the Vice-

airpersons or tlre Rapporteur in order of their election shall act as the

rperson,
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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 $TATES PARTIES

The Conference of the States Pairties shall rneet at least once every two years

in ordinary segsion, and in an extraordinary session at the reqqegt of the

Chairperson, the Bureau, the Governing Board or twothirds of the State

Parties;

The quorum.of the Conference of the States Parties shall be a simple majority

of the States Parties to the AMA;

Decisions of the Conference of the States Parties shall be taken by

ponsensus, 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 respons-ible for the following

funetions:

1

3.

(a) Set the hmount of lhe annual contributioh and special gohtribution by

States Parties, to the budg'et of the AMA;

{ppoint and dissotve, on'good cause, the Governing Board;

Adopt regulations setting out the powers, duties and oonditlons of

service of the Director General;

Approve the structure and administrative guidelines of the

secretariat, as well as adopt its governing rules ahd regulations;

(b)

(")

(d)
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(e) Provide polioy direction to the AIiIA;

(0 Recomrnend the location for the headquarters of the Al\4A in

accordance with the AU criteria adopted by in 2005;

(g) Approve Regional centres of Reguiatory Excellence (RCORES), qn

the recommendation of the Governing Board which makes such

recomrnendation after eonsultation with the Bureau;

(h) Adopt a seheme to alternate the terms of members of the Board, to

ensure that the Board at all times comprises a mix of new and old

members;

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

0) Recommend any amendments to this Treaty to the Assembly for

con'siderdtion.

ARTICLE 15
ESTAELISHM ENT .OF, TI'{E GOVERNI I'IG.B.OARD

overning Board of the AMA is hereby established by this Treaty' lt shallbe

by and answerable to the conference of the state Parties.

ARTICLE 16

COMPOSITTON OF THE GOVERNING BOARD

e Boarcl shall consist of Nine (9) members, composed as follows

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

recognized re$ions;

one (1) Representative of RECs responsible for regulatory affairs, to be

appointed by ttre RECs on rotational basis;
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4

(c) One (1) Representative of Regional Healtlr Organizations responsible

for regulatory affairs, on rotational basis appointed by the RHOs;

(d) One (1) Representative of National Committbes Responslble for

Bioethics, on a r.otational basis an{ appgiqted by the RECs;

(e) The Commissioner for Social Affairs, AUC;

2 The Board shali elect its own Chairperson and Vice Chairperson from

amongst the Heads of NMRAs;

The Legal Counsel of the AMA or his/her representative shall be an ex-officio

membqr of the Board and shall attend meetings to provide legal advice;

Remuner"ation for Members of 'the Board shall be determined by the

Cohference of the States Parties;

5. The Direetor Generai of the AMA, shall serve as the Secretary of the Board

ARTICLE 17
SESSIONS OF THE,GOVenTlNG BOARD

1. The Board shall meet:

(a) in regrilar sessiOn at least once a year;

(b) in extraordihary session at the requeqt of the Chair:person cif the

Board, the Bureau of the eonference of States Parties or a- simple

mqjofity of the members of the Board;

The quorum for meetings, of the Board shall be two'thirds of the

membership of the Board;
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The decision of the Board shall be taken by consensus and failing which,

by a simple majority vote of the Members present;

ln the event the tr/lembers 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 mernbers of .the Board shall be subject to the rules of confidentiality,

declaration of inter'e.st and conflict of interest;

The Board may invite such experts as rnay be r.equired, to its meetings'

ARTIGLE 18

FUNCTIONS OF THE GOVERNING BOARD
. 
...,:

e Board is responsible foi providing strategic direction, technicalddcision-

aking, guidance and rnonitoring the performance of the AI\IA;

functions of the Board shall be to:

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

and reports subrnitted by the Direotor General;

(b)recommendforendorsementbytheConferenceoftheStates
Parties,theappointmentanddismissaloftheDirectorGeneralof

AIVA:

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

AMA;
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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 techn'ical oommitteds [fCs) to provide teohnical,guidanoe

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 necessqry;

carry out any other finctions 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 OFFIGE OF THE GOVERNING BCIARD

The terffi of office of the mem[ers of thd Board, unldss otherwise specified

:below, shall be a non-renewable ppriod of thrbe (3) years;

2. The term of office of Board members representing the RECs, RHOs shall be

a non-rgnewable period of two (2) years;

0)

1
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The Commissioner of Sociat 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 NlMRAs, taking into account the union's principle of

regional rotation and gender equity.

ARTICLE 20
ESTABLISHMENToFTEGHNICALGoMMITTEESoFTHEAMA

Board shall establish permanent or ad hoc technical cornmittees to

rovide technical guidance on specific areas of regulatory expertise;

areas to be considered may include but not be limited to: dossier

ssment for advanced therapies, biologicals (including biosimilar and

ccines); medicines for emergencies, orphan rnedicindl products; clinical

s of medicines and vaceines;'riianufacturing site inspeotibns of active

aceutical ingredients (APl) and finished pharmaceutical prbducts,

uality control laboratories; bioavailability a.nd bioequivalence studies;

harmacovigilance risk assessment; and African traditional medicines'

ARTICLE 21

FUNGTIONS OF THE TECHNIGAL G,OMMITTEES

technical committees shall be responsible for carrying out scientific

sessments and conducting scientific r:eviews of dpssiers, including quality

pects, and clinical trial apptications; inspection of manufacturing facilities;

providin$ scientific opinion to facilitate the properfunctioning of the AMA;
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The technical committees shall carry out any other functions as may be

assigned to it by the Board.

ARTICLE 22
coMpostTIoN oF THE TECHNIeAL COIVIMITTEES (TCS)

The TCs shall bg composed of not more,than nine (9) experts tepresenting a

Wide range of competencies and expefiencesi

Members of the TCs shall be drawn from State Party NMRAs as appointed

by the Board and, shall:reflect geographie representation;

Other technical experts in relevant fields may be drawn from across and

outside the continent, when necessary;

Each TC Shalt be headed by a Chair and Vice Chair as specified in its terms

of reference adopted by the Board;

*\
All members of the TCs shall be subjected to the rules of cohfidentiality,

d.eclaration of interest dnd. conflict of interest.

ARTIC!=E 23
THE SECRETAR]AT OF THE AMA

The Se.cretariat of the AMA,.located at the headquarters shall be responsible

for coordindting the irnplementation of the decisions of the CoRferenoe oJ the

States PartieS, the Policy organs of the,African Union, and the Board ilf the

AMA;

2., The Secretariat shall

(a) coordihate implemeniation of activities and ensure effective

performance of the AMA in fulfilment of its objectives ahd functions;

1

2

3

4

5.

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 lilember states;

(e) prepare the strategic plan, work programmes' budget' flnaneial

statement and annual report on the activities of the AMA, for

consider:ation and qpprovat by the Board and the conference of the

States Parties;

perform any other duties as may be assigned by the Board and the

Gonference of the states Parties and other relevant slructures of the

Afriean Union.

ARTICLE 24
THE DIREGTOR GENERAL OF THE AMA

Director General shall be the Head of the Secretariat and shall be

onsible for the dayto-day rnanagement of the AMA;

Dir:ector-General shall be appointed by the Conference of the States

rties upon the reconrmendation of the Governing Board;

e Director General, shall serve as the chief Executive officer and shall

present the AI\4A in all rnatters, a-nd shall report to the Board, the

onference of the States Farties and the African Union, as appropr.iate;

(0
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The Director General shall be appointed for a term of four (4) years,

renewable once, in accordance with regional rotations;

5. The Director General shall reciuit staff of the Seqretariat in line with the

structure and procedure approved by the Conference of States Parties;

The Director General shall be a person of demonstiated competence,

leadership ability and integrity, expertise and experience in the subject mattpr

of this Treaty or related issues;

7. The Eirector General shall be a national of a States Party;

The Directoi General sirall be responsible for monitoring the code of conduct

of AMA staff and expertsi

ln the discharge of his/6er duties the Direotor,General shall not seek or accept

instructions from any state, authority or individual externalto the AMA,

ARTICLE 25
OBJECTIONS TO SCIENTIFIC OPINIONS

In the event that a person or entity dulli objecls to a qcientific opinion, adVice

or decisions issued by AMA, he/she may lodge their objection with the Board;

The 
'Board'shall 

qet up an iridepehdbnt panel to conEider the objeotion in line

witlr the agreed procedures;

3. The Bo4rd shall develop procedures for objection

6

B.

o

1

2
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PART FOUR
FINANCIAL PROVISIONS

ART]CLE 26

FINANCIAL RESOURCES

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;

(") deterfiine the appropriate sanctions to be imposed on any Party that

defautts in the paymgnt of its contributions to the budget of the AMA

in line with the sanctions regime as adopted by the Assembly'

e AMA shall devise ways of resource mobilization;

e AMA may also receive grants, donations and proceeds for its activities

international organizations, governments, private sector' foundations

d other entities in acoordance with guid6lines set by the Board and

proved by the conference of states Farties, provided there is no conflict

interest;

ding the adoption of the AIrIA Finanoial Rules bythe conferenc-e of states

s,itshallabidebytheAU'FinancialRtrlesandRegulatioiiswhere

propriate

ARTICLE 27
EXPENSES

secretaiiat expenses for administrative, operational and investment

rposes shall be in accordance with the approved pt'ogramme of work'
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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 dnd:accounts of the AMA shall be audited by an independent

auditor appointed by the Board.

PART FIVE
RELATIONS WITH THE AU, MEMBER STATES AND OTHER PA,RTNER

TNSTITUTIbNS

ARTICLE 28
RELATIONSHIP WITH THE AFRICAN UNTON

1. The AMA. shall maintain a close working relationship with the AU;

The AMA shail present a written annual report on its aotivities to the AU

Assembly through.the relevdnt STC.and Executive Council.

ARTICIE 2.9

RELATIONST-IIF WITH STATES

The AMA may estqblish and maintain qctive coopet'dtion with AU Member

States and Non-AU'Member States.

2. The States Parties shall appoint fosai Points to ooOrdinate oountry level

a.ctlvities 9f AMA.

ARTICLE 30
RELATIONSHIP WITH OTHER ORGANIZATIONS AND INSTITUTIONS

x, The AMA shall establish ,and maintain a close working relationship and

collaboration With the following:

1
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(a) World Health Organization (WHO);

(b) Africa centres for Disease control and Prevention (Africa cDC);

(c) Regional Economic Communities (RECs);

(d) Any other UN agencies, inter-governmental organizations and non-

governmental organizations or other institutions, including

speqialized agencies other than specifically provided for in this

Treaty, that AMA considers necessary to assist in achieving its

objectives.

PART SIX
FINAL PROVISICNS

ARTICLE 31

WORKING LANGUAGES

rking languages of the AMA shall be those qf the AU, namely Arabic,

h, French and Portuguese.

ARTICLE 32
SETTLEMENT OF DISPUTES

clispute that may arise between State Parties with regard to the

rpretation, application and implementation of this Statute shall be settled

mutual consent between the States concerned, including through

egotiations, mediatioh, conciliation or qther.peaceful means;

the event of failure to settle the dispute, the Parties may, by mutual

sent, refer the dispute to:
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(a) To an Arbitration Panel of three (3) Arbitrators whose appointment

shall be as follows:

Each Party to the dispute shall appoirit one (1) Arbitfator;

ii. The third ,arbitrator, who shall be the Chairperson of the

Arbitration Tribunal, shall be chosen by common d$reement

between the arbitratois appointed by the pqrties to the

dispute; and

iii. The decision of the Panel of At'bitrators shall be binding

Or

(b) The African Court of Justice Human aihd Peoples' Rights.

ARTICI.E 33
RESERVATIONS

"A State Party may, wheh rdtifying or acce{ing to this statute submit in writing

a reservation, with respect tb any of the provisions of this treaty;

2. Reservations shall not,be incompatible with the objects and purpose of this

treaty;

UnleSS otherwise'proyided, a rgservation may be withdraWn at anV tiiice;

The withdrawal of a 'reservatiori must bd Submitted in wr:iting to the

Chairpeison pf the Commission wtro shall notify other States Parties of the

withd rawal .accordin g ly.

3

4
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ARTICLE 34
WITHDRAWAL

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

Partymaywithdrawbygivingwrittennotificationtolhedepositary;

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

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

rawal shall not affect any obligations of the withdrawing state Party

to the withdrawal

ARTICLE 35
DISSOLUTION

e AMA may be dissolved by the agreement of two-thirds of the states

rties to this Treaty at a meeting of the conference of the states Parties

upon endorsement by the AU Assembly;

least six (6) months'notice shall be given of any meeting of the cqnference

the-state Parties at which the dissolution of the AMA is to be discussed;

agreement has been reached on the dissolution of the AMA, the

nce of the states Parties shall estabtish the modalities for the

uidation of the assets of the AMA.

ARTICLE 36

AMENDMENT AND REVISION

yStatePartymaysubmitproposalsfortheamendmentorrevisionofthis

ty. Such proposal shall be adopted at a meeting of a Conference of

s Parties;

r.?.r a r=,'--".ffi g--r-i..t:s@€ -c E
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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;

The Conference of ,states Parties, upon the advice of the Governipg Board

shal[ examine these proposals within a period of one year from'the date of

r6ceipt of such proposals;

Arnendment or revision shall:be adopted by the conference of States Parties

by consensus or, failing which, by two thirds majority;

The Amendment or revision shall enter into force in accordance with the

procedures outlined in Article 38 of this Treaty.

ARTIGLE 37
SIGNATURE, RATIFICATION AN D ACCESSION

Tliis Treaty shall be open to Miember States of the Union for signature and

ratification or accession; .

Dtr.

4

5

1

2, The inStrument of ratification or accession to the present Treaty shall be

deposited with the Chaiipbrson of tlre Co.mmisqion who sh.qll notify member

states of the union of the deposit of the inStrument of ratification or accession.

ARTICLE 38
ENTRY INTO FOROE

This Treaty shall ent6r into'force rthirty days (30) after the deposit of the

fifteenth (15) instrument of ratification and accession;

2. The Chairperspn of the.Commission shall inform all Membei States qf the

Union of the entry into force of the present treaty;

1
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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

reaty shall be deposited with the Chairperson of the AU Commission, who

ransmit a certified trub copy of the Statute to the Government of each

ry State.

ARTICLE 40
REGISTRATION

irperson of the Commission upon the entry into force of this Treaty shall

r this Treaty with the Urritecl tlations Secretary Genei'al in conformity with

1O2 of the Gharter of the United Nations.

ARTICLE 41

AUTHENTIC TEXTS

is drawn-up in four (4) original texts inihe'Arabic, English, Fr:ench and

ese languag6s, allof which are equally authentic.

ESS WHEREOF, WE the Heads of state and Government or duly

d representatives of the Member States of the Afriean Uhion have signed

this Treaty in four originat texts in Arabic, English, French, and

se languages, alltexts being equally authentic.

ADOPTED BY THE THIRTY-SECOND ORDINARY SESSION OF

THE ASSEMBLY, HELD IN ADDIS-ABABA, ETHIOPIA

11TH FEBRUARY 2019
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DIRECTOR, AUDIT, APPROPRIATION A}ID
OTI{ER SELECT COMMITTEES' SERVICES (NA)

PRINCIPAL CLTiRI( ASSISTANT I
DECEMBER 5,2022

PAPERS LAID

the Auditor - Genetal and financial Statements of the follo',ving institutions
ended 30tl,June, 2027 and the cettificates therein:

trROM

DATE

SUB

I(en
10. Lake

iv.) Reports

copy:

The Papets rvere laid on the Table of the Flouse on Thursday, December L, 20zZ
ttiqg): -Si

,.*.i.) the f African Trea ty for the establishrnent f theoll Ra tificatio 11 o Union o
Africa Medicin es Agency (,r\Mr\)

ii.) Ann Iteport for the Financial Yeat 2020/2021 fr.om the padiarnenta{, service

iii.) of
for the

Ki National Polytechnic;
North Technical and Vocational College

Diploma Teachers Training College;
Technical and VoCA tional College;

School of Govetnrnent; a

of hurnan Resoutce Managernent;
Housing Corporation;

Urban Roads Authoriry;
Na tional Flighr,vays Author.ity; and

Development Authority
the Auditot - Genetal and financial Staternents of the follor.virlg constitLrencies

for the at ended 30tl,June, 2021 and the cettificates therein

S a South;
9. A4agarini;

10. r\rvendo;
11. Nyaribari Chache;
12. Bonchati;
13. Taveta; and
14. Kilifi NoP-rt+

tu Chache;
th i\,Iurirango;

S1;

Enclosed th, please find the said papers for yout necessa,j)r action.
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8.

9.

ta;

B
M

1.

2.

3.

4.

5.

6.

7.

B.
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REPUBLIC OF I(ENYA
NATIONAL TREASURY AND ECONOMIC PLANNIT.{G

MEMO UM BY THE CABINET SECRETARY FOR THE
NATIO AL TREAST]RY AND ECONOMIC PLANNING ON THE

TION OF THE RATIFICATION OF THE AFRTCAN UNION

AGENC
FOR THE ESTABLISHMENT OF THE AFRICAN ME,DICINES
BY THE GOVERNMENT OF KE,NYA

Metnorandum on the consideration of the ratification of the Treaty for
the establishrnent of Afiican Medicines Agency (AMA) by the Government
of a; is submitted to the Clerk of the National Assembly by the Cabinet
S for the National Treasury and Economic Planning. The

durn gives the overview, highlights of the Treaty, and the
I uslon.

rview
Treaty seeks to establish the AMA whose rnain objective will be to

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. Tliis is based on the

that access to quality health products and technologies, especially
for ow and rniddle-incolne countries, during the Ebola and COVID-l9
p cs continues to be a challenge due to disruptions in the globai

y chain systems. if established, AMA will help African nations to fight
ics and support national and regional responses by ensuring that only

high ty drugs, vaccines, and other health-related supplies reach Afiican

Th

p

p olls

#s tr fs EB urs:
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[]. F{ighlights o{ thc'['r'caty
3. "l'he Treaty provides that thc lirrrctions o1'tlre AMA rvill inclrldc but not

limited to: providi.ng a platlbrrn [br coorclinatiorr and strengthening o1' ott-

going regional and continental haruronization ol' me diczrl produrcts;

rranagement of irrfbnnation on all medical prodr-rcts; joint review o1'clinical

trials; adoption and harruonization of medical products reguiatory policies

and standards; designate promote, strengthen, coordirtate and rnonitor

Regional Centers of Regulatory llxcellence (RCOREs); coordinate

inspection of clrurgs rnanufacturing sites; prornote partnership o1 regr-ilatory

decisions; convene nieetir-rgs in collaboration 'with World l-lealth

Organization (WI-lO); provic{e regr.rlatory gr"riclance on medical prodr-rcts in

Af ica; r-nonitor rtredicines market; prourote the adoptiou ol'AII'ican [Jnion
(AU) nroclel larv orl nrcclical produtcls aironll othct's.

4. In relation to the fir-rancial implications, the Treaty plovicies that the

Conference of State Parties shall: (a) set the annual assessed contribution to

be paid by the States Parties; (b) adopt the annual budget of the AMA; and

(c) detenline the appropriate sanctions to be irnposecl on zrny Party that

clelaurlts in the paytnerrt ol'its contribr-riions to the br.rdget o('the AIVIA in line

with tlie sanctions regirne as adoptecl by the Assernbly. ln aclditiotr, tlte

AMA shall devise ways of resource mobilization.

5, Further, the AMA may also receive grants, donations and proceeds lbr its
activities from international organrzations, governments, private sector,

foundations and other entities in accordance with guiclelines set by the lJoard

ancl approved by the Conference of State Parties, provided there is no

conflict of interest. It is further noted that pending the adoption oIthe AMA
I;ir-rancial I{r"rles by the Conference of'States Parties, it shall abide by the AU
Irinancial Rules arrd Regr-rlations where appropriate.

6. [n reiation to the expenses, the Treaty proviclcs that Secretariert expenses for

administrative, operational and investment purposes shall be in accorclance

with the approved prqgramme of work, budget and financial rules and

d.i'Tl i'r:t ,'ltE
,ir.. ' :iI... il: '"
,,,'liJ tf iil ,,,

irr:.,.., ; 
-rrit l,'.tgr
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lations of the AMA as approved by the Governing Board and adoptecl

the Conference of the State Parties. In addition, the finances and accounts

the AMA shall be audited by an independent auditor appointed by the

ard.

NCLUSION

National Treasury supports the ratification of the Treaty for the

lishment oi the :Afi'ican Medicines Agencies. The Agency, if
blished will provide for an Afi'ican platfoun fbr the coordination of

systems r:egarding medical products. This will ensure that the

ioan population receives quality-assured, safe and efficacious medical

rvhiclr are flindamental to health and safety for all

N GIJNA NDUNG'U, EGH
T
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1.O.

2.O.

I

2.1

2.2

2.3

BEPUBLIC OF KENYA

MINISTRY OF HEALTH

ON RATIFICATION OF THE TREATY FOR THE

OF THE AFRICAN MEDICINES AGENCY (AMA)

JECTTVE OF THE MEMORANDUM

This Memorandum seeks to support Kenya's ratification of the

Treaty for the Establishment of the African Medicines Agency

(AMA).

ROUND

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.

AMA is intended io 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.

The Ministry of Health (MOH), through the i(enya Pharmacy and

Poisons Board (I(PPB), 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.

Since 2OO9, the Africa Union Development Agency (AUDA-

NEPAD), working with regional economic communities (RECs)

Page | 1
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3.O.

and collaborating with development partners, has been advancing

the African Medicines Regulatory Harmonization (AMRH) Initiative

r,vhich hars now culminated inlo tJre Africa Meclicines Agency

(AMA).

2.5. I(cnya, Icct by thc Pharmacy anci Poisons Boarcl, hers bccn

contribu[ing technically t.o the AMRH initiatives,including in the

set-up of the EAC-MRH Prograrnme 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 healttr service delivery.

CURRENT STATUS OF AMA

3.1. As of'.January 2023, twenty-thr:ee (23) member states have fully

ratified and dc:positecl their instrumenls of ratification o[ tho AMA

treaLy. In East Africa, R.wanda and Uganda have f'uXXy ratified
anrl deposited instr-uments to the African Union Commission

(AUC) while Tanzania, Burundi and DRC have signed but are

yet to ratify and deposit instruments of rati{ication to AUC.

3.2. The AUC is responsible for the adrninistrative and governance

setup while AUDA-NEPAD is irr charge of the technical set-up of

AMA. Currently, two (2) I{enyans, 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 appoitrted to

enable the appointment of a Director General for the AMA and set

up of the Secrctariat.

3.4. The East African Community is privileged to host AMA

headquarters in the Republic of Rwanda.

Page | 2



4.O

5.O.

1

2

GATIONS IMPOSED ON KENYA BY AMA

Coord.inate nationa-l and sub-regional medicines regulatory

systems;

To conduct regulatory oversight of selected medical products

including traditional medicines;

To promote cooperation, harmonisation and the mutual

recognition of regulatory decisions;

To strengthen and harmonise efforts of the African Union -
recognised RECs, Regional Health Organizations (RHOs) and

Member States; and

To complement and enhance collaboration and contribute to
improving patients' access to quality, safe and efficacious medical

products and heallh technoiogies on the continent.

ANALYSIS

African countries have over-relied on health products

manufactured elsewhere despite contributing to 2Ooh 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.

The African Pharmaceutical sector is one of the fastest growing in
the world and is expected to grow from $19 billion in 2012 to $OO

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.

Africa has substantively seen a reduction in the number of sub-

standard and falsified 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.

4

3

4 4.

5.2

5.3

5
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6.O.

5.4. Presently, Africa has lagged in regulating complex and specialized

molecules, growing its pharmaceutical manufacturing industry

and lacks an Act.ive Pharmaceutical Ingrcclir:nt clatabase that

would help r:nable rcliability and trurst among its mernber stettcs.

5.5. T'hc COVID-19 panclemic has furLher triggerccl the interest of

African cotintries, Kenya ir-icluded, to develop their manufactr-rring

capacities to remedy the challenges of access to essential health

products including vaccines when global supply chains

deprioritize Africa's needs.

JUSTIFICATION FOR RATIFICATION

6.1. [n 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 ratitying AMA

'lreaty will dernonstrate I(enya's commitmer)t to the Continent's

cc;llective action to improved regulation of medicines, medicai

products and technologies.

6.2. Access to safe, quality and efficacious medical products;

(i) AMA will provide a platform for a rnulti-faceted approach to

combating Substandard and Falsified medical products by

strengthening medicine regulatory systems including the

capacity for conducting pre-marketing authorizations and

routine posFmarketing surveillance.

(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

Sustainable Development Goals.

6.3. AMA is in line with the Constitution of l(enya, 2010 and will

contribute to the achievement of the I(enya Vision 2030 while

supporting the achievement of objectives under the l(enya

National Flealth Policy (2018 - 2030), the I(enya Health Sector

Page | 4
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Strategic Plan 2O 1B-2O23 ind 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.

(iilWith 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.

(iii)AMA 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 developrnent, 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 I(enya's local production and manufacturing

industry to the USD i.2 billion markets in Africa, which

wouid go beyond the current USD 160 miliion at the EAC

1eve1.

(ii)AMA will harmonize the regulatory landscape and move

Africa towards a truly single integrated block especially

when it comes to highly regulated health products.

Similarly, AMA will enhance standards, improve the ease of

movement of health products that meet accepted

international standards, promote local production,

6
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encourage innovation, and ensure efficiency and ease of

innovation introduced into the African market.

7.A. CONSTITUT'IONAL AND I,EGISI.ATIVE IMPLICATIONS

7.I. AMA prontotes constitntional values and objectives arrd does nol

allude to ern amendment to the Constitution. . .

7.2. The Treaty requires AMA to develop, monitor, evaluate and assess

the compr"ehensiveness of National Medical Producl.s Regr-rlatory

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 lReguiation of Medical Products to facilitate legal reforms.

This may reqr,rire Kenya to amend its domestic laws to harmonise

them with the provisions of the Treaty to facilitate its

implementalion and to accommodate the rvork of t.he AMA.

7.4. Kenya may also need to ger:.eral.e guidelines for l.he periodic

reporting obligations generated frorn joint assessment exercises to

establish the capacity of Members States in health products and

technologies and technical capacities in line with the proposed

logical frarnework for AMA.

8.O.

9.O.

RESERVATIONS

8. i. 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. .All the above-mentioned gains will align with the attainment of

I(enya's health priorities for implementation of the Kenya I{ealth
Plan (2OL4-2O3O\, implementation of the Kenya Vision 2030,

Sustainable Development Goals (SDGs), Africa Unior: Agenda

2063 by facilitating access by all citizens to high-quality, safe and

efficacious medicines.

Page | 5



2. Kenya's growing economy and its comparative advantage across

the continent, coupled with its strong pharmaceutical industr5r,

puts the countr5r 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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ON RATIFICATION OF THE TREATY FOR THE
OF THE AFRICAN MEDICINES AGENCY

FOR RATIFICATION

2OOg, the Africa Union Development Agency (AUDA-NEPAD),

king with regional economic communities (RECs) and collaborating

development partners, has been advancing the African Medicines

tion (AMRH) Initiative that has now culminated into

African Medicines AgencY (AMA).

AMA is intended to provide a platform for coordination and

on-gomg regional and continental harrr,.onization

, serving to pool expertise and capacities for optimal use of the

ted resources. This memorandum therefore seeks to support Kenya's

2

on

3

4

5

will enable Kenya strengthen its Clinical Trials ecosystem including

of covlD-19, strengthen its manufacturing industry, enable it
tothebestpracticesandstandardforhealthproducts,

en Kenya,s capacity to regulate and monitor safety of health

will provide a platform for a multi-faceted approach for combating

and Falsified medical products by strengthening medicine

tory systems including the capacity for conducting pre-marketing

tions and routine post marketing surveillance

existing national and regional regulatory bodies or harmonization

RECs level will continue with their mandate but AMA will
1n1

1m

of

ves at

Health Coverage and the Sustainabie Development Goals'

ent their efforts and contribute to capacity building towards

access to quality-assured medical products within the agenda

supported the AMRH initiatives including in the set-up of the EAc-

Programme and implementation. These initiatives at the regional

and tal levels have largely aided Kenya's realization of its Health

development goals and targets while strengthening the national

ties for effective health service delivery'

7. The blishment of AMA puts Kenya at a better standpoint to benefit

once AMA comes into force. It is therefore in the national interest

ratifies the Treaty for the Establishment of AMA

Su

au

6

S

that

Page 1 of 1





REPUBLIC OF KENYA

,ffi'
T

THIRTEENTH PARLIAMENT (SECOND SESSION)

NA. .2023/LOM (02s)
PAPERS LAID

April 23,2023 
,

Hon. , I beg to lay the following Papers on the Table of the House, today
Tue , April 11,2023: -

7 of the Auditor-General and Financial Statements on office of the Director
of Prosecutions Staff Housing Mortgage and Cx Loan Scheme for the year

30June,2078;
2. R.p of the Auditor-General and Financial Statements on office of the Director

ofPu Prosecutions Staff Housing Mortgage and Car Loan Scheme fot the year

30 June, 2018,201.9, 2020 and 2021,;

J Report and Financial Statements of Teachers Service Commission for the

yer 30 June, 2021,;

County Government Budget Implementation Review Report for the4.

6.

Year 2021/2022 fuom the Office of the Controller of Budget;
5. The report on status of compliance with the values and principles in articles

232 of the constitution for the financial year 2027/2022 from the Public
Commission;
of the Auditor-General and Financial Statements in respect of the

institutions.for the year ended 30'hJune 2022: -

a) Re Sustainable Systems for Health (RSSH) - Ministry of Health;
b)s rt of the Health Care Financing Strategy - Reproductive Health - Output

d Approach Project - I(enya Medical Supplies Authority (KEMSA);
c) Eas AfncaPublic Health Laboratory Networking (EAPHLI\D - I(enya Medical

Authority;

10

Su

d)

e)G
D

s)

Growth and Employment Thematic Ptogramme (GGETP) Danish
sy - Minisq of Environment and Forestry;
Fund HIV Aids Program - Ministry of Health;
of Health Sector Support Project - I(enya Medical Supplies Authority

SA); and
Gold Mercury Free ASGM Project - Minisuy of Environment and

F tfy
7. Third uatedy report of the Ethics and Anti-Corruption Commission for the yeat

ended from the Office of the Auditor-General & Department of Justice;
8. Na Government Budget Implementation Review for the financial year

flom the Office of the Controller of Budget; and2022/
of the County Government Budget Implementation Review for the

year2022/23 fuomthe Office of the Controller of Budget.
9. Report

(THE LEADER OF THE MAJORITY PART9
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THIRTEENTH PARLIAMENT (SECOND SESSION)

NA. .2023/LOM (025) April 23,2023
PAPERS LAID

Hon. , I beg to lay the following Papers on the Table of the House, today
Tuesda , April 11,2023: -

of the Auditor-General and Financial Statements on office of the Ditector
ofP Prosecutions Staff Housing Mortgage and Car Loan Scheme for the yeat

30June, 201,8;

2. of the Auditor-General and Financial Statements on office of the Director
of lic Prosecutions Staff Housing Mortgage and Car Loan Scheme for the year

30 June, 2018, 2019, 2020 and 2021,;
aJ Report and Financial Statements of Teachers Serwice Commission for the

yer 30June,2021;
County Government Budget Implementation Review Report for the

1

4

6.

Year 2021, /2022 fuom the Office of the Controller of Budget;
5. The th report on status of compliance with the values and principles in articles

232 of the constitution for the financial year 2021/2022 ftom the Public
Commission;
of the Auditor-General and Financial Statements in respect of the

10

4
b)s

.)
Su

d)

e)G
0o

institutions for the year ended 30'r'June 2Q22: -

Sustainable Systems for Health (RSSH) - Ministry of Health;
of the Health Care Financing Strategy - Reproductive Health - Output

Approach Project - I(enya Medical Supplies Authority (KEMSA);
Afnca Public Health Laboratory Networking (EAPHLN) - I(enya Medical
lies Authodty;

Growth and Employment Thematic Programme (GGETP) Danish
sy - Ministry of Environment and Forestryi
Fund HIV Aids Program - Minisuy of Health;
of Health Sector Support Project - I(enya Medical Supplies Authority

s)

SA); and
Gold Mercury Free ASGM Project - Ministry of Envitonment and

7. Third uarterly report of the Ethics and Anti-Cotruption Commission for the year

ended from the Office of the Auditor-General & Department ofJustice;
8. Na Government Budget Implementation Review for the financial year

2022/ from dre Office of the Controller of Budget; and

of the County Government Budget Implementation Review for the

year2022/23 from the Office of the Contoller of Budget.
9. R.p

(THE LEADER OF THE MAJORITY PARTY)



Speaker's Brief
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REPUBLIC OF KENYA
THTRTEENTH PARLTAMENT - (SECOND SESSTON)

THE NATIONAL ASSEMBLY
Hon. Spea the following business will be transacted today, Tuesday, April LL, 2023I

under the P iminary Orders: -

1. Under
Banisa,

2. Under

c) East
KE.

File

s)

late Hon. Hassan Kulow Maalim
No. 5, the following Papers will be laid on the Table of the House by:-

A.

i.) Repo of the Auditor-General and Financial Statements on office of the Director of
Public utions Staff Housing Moftgage and Car Loan Scheme for the year ended
30 1 2018;

ii.) Re of the Auditor-General and Financial Statements on office of the Director of
Public rosecutions Staff Housing Moftgage and Car Loan Scheme for the year ended
30J

iii.)Ann
, 20t8, 2019, 2020 and 2021;
Report and Financial Statements of Teachers Service Commission for the year

ended 0 June, 2021;
iv.)Annua County Government Budget Implementation Review Report for the Financial

Year
v.) The

t12022 from the Office of the Controller of Budget;
report on status of compliance with the values and principles in afticles 10

and 2 of the constitution for the financial year 202U2022 from the Public Seruice
Comm on;

vi.)Repo of the Auditor-General and Financial Statements in respect of the following
s for the year ended 30th June 2022: -

a) Resi ient Sustainable Systems for Health (RSSH) KEN -T-TNT 2067 - Sub - Receipt
-Mi

b) Sup
istry of Health;

of the Health Care Financing Strategy - Reproductive Health - Output Based

Project (Credit BMZ No. Kenya 201065853) Kenya Medical Supplies
(KEMSA);

No. 2, you will issue a Communication on the demise of the Member for

Public Health Laboratory Networking (EAPHLN) Project Credit No.4732-
Medical Supplies Authority;

Office of the Controller of Budget; and

d)G Growth and Employment Thematic Programme (GGETP) - Danish Embassy
o. 2015-39790 - Ministry of Environment and Forestry;

e)G I Fund HIV Aids Program Grant No. KEN-H-TNT GA 2065 - Ministry of Health;
of Health Sector Support Project (Credit No. 4771-KE) - Kenya Medical0

Su ies Authority (KEMSA)

Gold Mercury Free ASGM Project Credit No.GEF/UNDP/GOK 00108253 -

Min of Environment and Forestry;
vii.) Third q rterly repoft of the Ethics and Anti-Corruption Commission for the year ended

2022 the Office of the Auditor-General & Depadment of Justice;
I Government Budget Implementation Review for the flnancial year 2022123viii.)

from

P.T.O
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THE NATIONAI , ASSI1MBLY
THIRTEENTH PARLIAMENT (SECOND SESSION)

NA. .2023/LOM (025) April 23,2023
PAPERS LAID

Hon. S aker, I beg to lay the following Papets on the Table of the House, today
Tues April 11,2023: -

of the Auditor-General and Financial Statements on Office of the Director
of lic Prosecutions Staff Housing Mortgage and Car Loan Scheme for the year

30 June, 2018;201,9, 2020 and 2021,;

2. Report and Financial Statements of Teachers Serwice Commission fot the
yef 30June,2027;

a
3 County Government Budget Implementation Review Report for the

Year 2021, /2022 from the Office of the Controller of Budget;
4. The th report on status of compliance with the values and principles in articles

232 of the constitution for the financial year 2027/2022 from the Public
Commission;
of the Auditor-General and Financial Statements in respect of the

10

5.

institutions for the year ended 30d'June 2022: -
a) Re Sustainable Systems for Health (RSSH) - Ministry of Health;
b)s t of the Health Care Financing Strategy - Reproductive Health - Output

Approach Project - I(enya Medical Supplies Authority (KEMSA);
c) Eas Africa Public Health Laboratory Netwotking (EAPHLN) - I(enya Medical

Su lies Authority;
d) Growth and Employment Thematic Programme (GGETP) Danish

sy - Ministry of Environment and Forestry;
Fund HIV Aids Program - Ministry of Health;
of Health Sector Support Ptoject - I(enya Medical Supplies Authority

e) GIo

0o
; and

s) Gold Mercury Free ASGM Project - Minisuy of Environment and

6. Third uartetly report of the Ethics and Anti-Corruption Commission for the year

ended 22 fuom the Office of the Auditot-General & Departrnent ofJustice;
7. Na Government Budget Implementation Review for the financial year

2022/ from the Office of the Controller of Budget; and
8 of the County Government Budget Implementation Review for the

year2022/23 fuom the Office of the Controller of Budget.

(THE LEADER OF THE MAJORITY PART9
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of Prosecutions Staff Housing Mortgage and Car Loan Scheme for the year

30 June, 2018; 201.9, 2020 and 2027 ;
2 Report and Financial Statements of Teachers Service Commission for the

yet 30June,2021;
3.4 County Government Budget Implementation Review Iteport for the

Year 2021/2022 fuom the Office of the Controller of Budget;
4. The th report on status of compliance with the values and principles in articles

232 of the constitution for the financial year 2027/2022 from the Public
Commission;

April 11,2023: -

of the Auditor-General and Financial Statements on Office of the Director
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of the Auditor-General and Financial Statements in respect of the

institutions for the year ended 30'r'June 2022: -
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t Sustainable Systems for Health (RSSH) - Ministry of Health;
of the Health Care Financing Strategy - Reproductive Health - Output

Bas Approach Project - I(enya Medical Supplies Authority (KEMSA);
.) Africa Public Health Laboratory Networking (EAPHLN) - I(enya Medical

Authority;
Growth and Employment Thematic Programme (GGETP) Danish

sy - Ministry of Environment and Forestryi
e) Glo al Fund HIV Aids Program - Ministry of Health;

0o of Health Sector Support Project - I(enya Medical Supplies Authority
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6. Third
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y report of the Ethics and Anti-Corruption Commission for the year

from the Office of the Auditor-General & Departrnent ofJustice;
7. Na Government Budget Implementation Review for the ftnanctal year.

from the Office of the Controller of Budget; and2022/
8. Report of the County Govetnment Budget Implementation Review for the

yeat:2022/23 fuomthe Office of the Controller of Budget.
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The.

REF. N /DLPS/HBC/2023/07 Cletk's Chambers
' National Assembly

Patliament Buildings
P.O. Box 41842-00100

NAIROBI

The

April 5,2023

HOUSE BUSINESS COMMITTEE MEETING
of the Nationai Assernbly preseflts his complimerlts to the Members of the

House Committee and has the honour of inform them that a Sitting of the
Commi
Chamber

P raye
1.

2.
aJ.

4.

5.

6.

7.

f

will be held on Tuesday, April ll, 2023, in the National Assembly
Main Parliament Buildings at 12:00 p.m.

A tion of Agenda

C tion of Minutes of the previous Sitting

Ma Arising
B s for the wee[<

B of Motions
An Othet Business

Da of the Next Meeting

Copies to:
1.. The R Hon. Moses NTetang'ula, EGH, M.P. -Speaker/Chairperson

4. The n. Silvanus Osoro, M.P.

5. The H n. Junet Sheikh Nuh Moharned, CBS, M.P

2. The H
3. The H

6. The

7. The

B. 'The H
9. The H
10. The H
11. The H
12. The H
13. The H

Kimani Ichung'wah, MGH, M.P

Opiyo Wandayi, MGH, M.P.

Omboko Milemba, M.P.

Robert Mbui, M.P.

Faith Gitau, M.P.

Samuel Chepkonga, CBS, M.P
Adan l(eynan, CBS, M.P.

TJ. IQjwang', M.P.

Sarah I(otete, M.P.

Joshua Mwalyo, M.P.

-Leader of the Majority Party

-Leader of the Minority Parq

Umul l(er I(assim Sheikh, M.P.14. The Ho

to resente the National Assembfu Main Chamber
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on PAP & ACP-EU reports - redirecting PAP report to the Committee
nal Integration (SO 21,2) following a point of order by the Committee
on.

t is advisable to refrain from issuing considered rulings on the spur of the

t, especially without consulting the Speaker.

was only moved and seconded; question not ptoposed.

f the mictophone - Panel to attempt to give mike from their desk.

pful especially when Clerk's console fails;

give MPs who are logged in and using their cards the opportunity to
eak; to instill discipline.

Members sent out for disordetly conduct for the remainder of the day

debate on Adjournment Motion on the demonstrations.


