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CHAIRPERSON'S FOREWORD

This addendum reltort contains the Comrnittee's proceedings on the considelation and
winnotving of arnendnrents frorn the Comrnittee artd individtral Members to the Kenya l)rtrgs
Authority Blll, "2o"22 (National Assernbly Bill No. 54,o1'2022).

'I'Ire Kenya l)rugs Authority Blll, "2o2"2 (National Assernbly Bill No. 5a, of 2022) sponsored by
I{on. (l)r.) Robert Puhose, MP which rvas published on 6tr' Octobet' 2022 and rvent tl-rrough Iiilst
ILeading on 3'd May 2023 and rvas thereaflter cornrnitted to the Depaltmental Committee on
Ilealth for consideration and facilitation for public participatiotr pursuant to Article t 18 of-the
Constitution and reporting to the Flouse 1>ursuant to the provisions ol'Standing C)rder 127(l).

Second Reading of'the Bill was concluded on lSth October 2023 and the Bill progressed to the
Committee of the s,hole IIouse. Alter tlie Seconcl I{eading of the IJill ser.en Honourable Metrtbers
proposed firrther amendments to the Bill.

The Committee of the rvhole house stage on the Bill started on Tuesday 25tl'C)ctober,2023 an<)

progressed up to clause 22. ln restrrnl;tion of the Cotntnittee of'the rvhole ltottse during the
morning sitting of Wednesday 26tt' October 2023L>efore proceeding to the said order the FIon.

speaher stayed the consideration of tlie Bill and directed that the proposed amendmetrts to the
Bill be subjected to a rvinnowing process, pursuant to the provisions of Standing Order 131 before
the Cornnrittee on Health fbr harrnonization befbre considelation at the Committee o{'the whole
house The outcorne of'rvinnorving rvotrld infbrm the Speaher on horv best to guide the llouse
befole the Bill is considered at the Committee of rvhole Ilouse.

Iiurther, for clarity the speaher directed that, the Cornmittee of the u,hole house had concluded
consideration of clauses 3 to 22 and in the event contestations arise u,ith regard to those Clatrses,
the house rvill be at liberty to recomrnit the clauses in accordance rvith standing Order' 136A.

-fhe l{on. Speaker directed that the proposed arnendrnents be comnritted to t}re Comrnittee oI)
Ilealth for harmonization belole consideration at the Cornmittee o{-the Whole I{ouse

Duling consideration of'the proy>osed amendments, the Cotntnittee held a total of six (0) sittings
during rvhich it heard submissions from the Ibllorving Ilonout'able Members rvho 1tt'oposed
amendments

'l'he Cornmittee is thanhlul to the Oflice of the Speaher and the Clerh ol'the National Assernbly
fbr the logistical and technical strpport accorded to it during its sittings.

On behalf'of'the Comrnittee, and pursuant to Standing Order lli(+), it is my pleasant duty to
table the Iteport on the u'innou,ing pl'ocess o1- the Departmental Clornrnittee on Ilealth ort its
Considerationol-theKenyaDnrgsAutholityl\i11,2o"22 (National AssemblyllillNo.54.of'2022).

HON. PATRICK NTWIGA MUNENE, MP

VICE- CHAIRPERSON, DEPARTMENTAL COMMITTEE ON HEALTH
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CHAPTER ONE

I.O PREFACE

I.T ESTABLISHMENT AND MANDATE OF THE COMMITTEE

1. The Departrnental Committee on Health is established pursuant to the provisions ofStanding
Order 216 of the National Assernbly Standing Orders and in line with Article tz+ of the
Constitution which provides for the establishment of the Cornmittees by Parliament. The
mandate and functions of the Committee include:
,) To iruaestigate, inquire into, and report on all matters relating to the mandate, management,

activities, administratiort, operatiorts and estimates of the assigrted ministries and departmert.t.s;

b) To study the programme and poliq, objectives of ministries and departments and the ffictiueness
of th e i mpLemen I a I iort;

ba) on a quarterly basis, moiltor and report on the implementation of the national budget in respect of
its mandate;

") To study and review all legislation referred to it;
d) To study, assess and analtse the relatiae success of the ministries and departments as measured fot

the results obtained as compared with their stated objectiaes;

,) To inaestigate and inquire irio all matters relating to the assigned ministries and departments as

thry may deem necessary, and as may be referred to them by the House;

"f) Ilet and report on all appointments zuhere the constitution or any other law requires the national
Assembly to approue, ercept those understanding Order 2O4 (Committee on appoiilments);

g) To eramine h'eaties, agreements and conaentiorts;

h) To make reports and recommendatiort,s to the House as oJten as possible, including recommendatiort

of proposed legis latiort;

, To consider reports of Commissions and Independent Offtces vhmitted to the House pursuant to

the proaisiotts of Article z5+ of the Constitution; and

) 'fo eramine aqt questiorrs raised b1, Members on a matter zaithh its mandate.

2. In accordance with the Second Schedule of the Standing Orders, the Committee is mandated
to consider matters related to health, medical care and health insulance including universal
health covel'age.

3. In executing its rnandate, the Committee ovelsights the Ministry of I-Iealth with its two State
Departments namely the State Department for Medical Services and the State Department
for Public Health and Profbssional Standards.
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I.2 COMMITTEE MEMBERSHIP

4. The Departmental Committee on Health was constituted by the I{ouse sn 27th October 2022
and comprises of the following Members:

Chairperson
Hon. (Dr.)Robert Pukose, MP
trndebes Constituency

UDA Party

Vice-Chairperson
Hon. Ntwiga, Patrick Munene, MP
Chuka/Igambang'ombe Constituency

UDA Partv
Hon. Owino Martin Peters, MP
Ndhiwa Constituency
ODM Part-v Hon. Maingi Mary, MP

Mwea Constituency
UDA Party

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

-

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

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

Samburu (C\MR)
UDA Party

Hon. Kipngok Reuben Kiborek, MP
Mogotio Constituency
UDA Part-v Hon. Oron Joshua Odongo, MP

Kisumu Central Constituency
ODM Party

Hon. (Dr.)Nyikal James Wambura, MP
Seme Constituency
ODM Party I{on. (Prof,)Jaldesa GuyoWaqo, MP

Moyale Constituency
UPIA Part.v

Hon. Kibagendi Antoney, MP
Kitutu Chache South Constituency
ODM Part-v Hon. Mukhwana Titus Khamala, MP

I-urambi Constituency
ANC Partv+I{on. Julius Ole SunkuliLehaheny, MP

Kilgoris Constittrency
KANU
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1.3 COMMITTEESECRETARIAT
5. The Committee is supported by the following secretariat:

Mr. Hassan Abdullahi Arale
Clerk Assistant l/}Iead of Secretariat

Ms. Gladys Jepkoech Kiprotich
Clerk Assistant III

Ms. Marlene Ayiro Ms. Abigael Muinde
Principal Legal Counsel II Research Officer III

Ms. Faith Chepkemoi
Legal Counsel II

Mr. Yakub Ahmed

Media Relations Officer II

Ms. Rahab Chepkilim
Audio Recording Officer II

Mr. Hiram Kimuhu
Fiscal Analyst III

Mr. Benson Kimanzi

Serjeant-At-Arms III

Mr. Salat Abdi Ali
Principal S erj eant-At-Arms
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CHAPTER T\MO

2.o OVERVIEW OF THE KENYA DRUGS AUTHORITY BILL, 2022, NATIONAL
ASSEMBLY BILL NO. 54. OF 2,o22,

6. PART I (Clause t-s) of the Ilill contains the preliminary provisions on the short title,
interpretation and application of the Act. -fhe Bill seeks to regulate health prodtrcts and
technologies including:

(a) chernical substances;

(b) therapeutic cosmetics;

(c) herbal rnedicines and products;

(tl) rnedical devices including rarliation-emittine devices;

(e) medicines; and

(f) scheduled substances.

7. PART II (Clause 4-21) of,the Bill establishes the Kenya Drtrgs Authority in Clause + rvith
its headquarters in Nairobi. The Autholity is to be rnanaged by a Board, the Kenya Dltrgs
Iloard established under clause 8 of'the Bill. -fhe Part also provides for':
a) the porvers of the Kenya Dnrgs Authority in clause 13.

b) the cornposition and qualifications for appointrnent as a member of'the Kenya l)nrgs
Board. The Kenya Drugs lloard comprises of'twelve members narnely the Principal
Secletaries in the Ministry of Health and Ministry of Finance, the Director-General of
Health, the Managing Director of KtrBS, representatir.es of'the Law Society of Kenya,
Pharmaceutical Association, Council of' County Governol's, Kenya Association of'
Manufacturers and Consurner Federation ol-Kenya and a Chairperson appointed by the
President.

c) the functions of the Kenya l)rugs Authority in clause l2- the main hrnction of'the
Authority is the regulation, investigation, inspection and appror.al of health products and
technologies and related matters in public interest. -fhe Authority rvill therefbre manage
licences and registers under the Bill and prescribe standards of quality fbr products to be
manufactuled in the country among others.

d) the appointr"nent of'a l)irector ()eneral in clause 6 by the Ptrblic Service Cornrnission rvith
the approval of'Palliarnent for a term of fbtrr years. 'fhe Directot' General shall be the
Chief'trxecutive Officer, Accounting Ofl-rcer and Registrar of'the Authority as rvell as the
Secretary to the Board.

e) the porver of the Cabinet Secletaly, Ministry of Ilealth under clause 2l to establish
scientiflc advisory comnrittees that rvill 1;rovide expert, independent advice to the Cabinet
Secretary on complex scientillc issues presented to the Kenya Drugs Atrthority.

8. PART III (Clause 22-36) of the Ilill provides for the legulation of medicines. The Bill
thelelbre:

a) penalizes the sale of adulterated and substandard rnedicine and rnedicine rvhich has
not been legistered by the l{enya Drugs Authority;
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o)

requires compliance rvith standards ol rnanufhcturing, labeling, packaging, sale or

aclr.,eltiscmetrt;
pcnaliz.cs thc rnanrrlhr)tru'c, salc, prcpal'ation antl stol'agc ol'tttr:rlicinc inclucling herllal

nrcrlicinc coI)traly to tltc lltr:scrillccl starttlartls;
scts out tltc lirctors to llr'- rnct to lvan'ant the issttancc ol'a llrodttct licr:ncc;

provicles lbr thc estalllishrnent and managelnent ol'a meclicines registcl'; ancl

provides the procedure lbr the registration of'medicines.

PAR'I' V (Clause g7-4.G) of'the llill provicles fbr the regulation of- scheduled sr.rbstances.

Under this Part, the Kenya l)nrgs Authority is to prepare and sttbmit the lists o{'scheduled

substances to the Cabinet Secretary that shall only be sold by authorized sellcrs specially

licensed to clo so. The Bill therefbre criminalizes the possession of scheduled substances by

unlicensed persons. 'fhe Ilill lirrther makes provision for the licensing of-the clealers of'

schedulecl substances, labelling ol'containers that will be ttsed to strpply schedtrled sttbstanccs

and the salc olsuch srrbstances including through electronic or onlinc Ineans.

lO.IIAR-I'VI (Clausc 41-4g) ol'thc Ilill Providcs lbr thc rnanulhcturc of'medicinal srtbstances

upon the issuanr:e ol'a rnanulacturing liccnse, renervable annually, by the Kenya l)rtrgs
Arrthority ancl cornpl iancc rv ith {roocl trtan ttlhctrr rin g practices.

r r. PAR'I' VII (Claus a 49-54) ol'the Ilill ploi,ides lbr the legulation of'therapcutic costnetics. It
prohibits thc sale of'therapeutic cosmetics that contains a substance that rnay cause injury to
a user's health when there is aclherence to the directions on the label as well as the prellaration
ol" therapeutic cosmetics under unsanitary conditions. 'fhe Kenya Drugs Atrthority is also

empowered to prohibit any ingreclient in thcrallcutic cosmetics.

lz.PAR-[ VIII (Clausc 55-59) of the Bill provides lbr the regulation of'medical devices. -fhe

Ilill penalizes the sale ol'adulterated and substandard meclical clevices and meclical deviccs

rvhich have not been rcgistercd by thc Kenya l)rugs Authority the Ilill firrther requircs
compliancc rvith stanclards ol'rnanrrfhcttu'ing, labcling, packaging, sale, or aclvertisement ol-

rnslical clcvices.

l.9.IrAIt'l'IX (Clausc 60-61)ol'the Ilill cstablishcs thc National Quality Control Laboratory
rcsponsiblc lirt':

a) the exarnination and tr:sting ol-rlrrrgs ancl any nratcrial or sttbstance {i'om or with
rvlrich and the r])anncr in rvhich drrrgs rnay bc rnantrlhctttt'ccl, processcrl ol treated and

ensuring thc quality control ol'drugs and medicinal sttbstances;

b) perfbrming chemical, biological, biochemical, physiological and pharmacological
analysis and other pharmaceutical evaluation;

c) conducting research and training; and

d) testing thc <luality o1'locally manulhctured and importcd medicines or medicinal
sultstances, meclical dcvices or thcrapetttic cosmetics on behalf of' the Kenya Drugs
Authority, with a r.'ierv to determining whether such drugs or medicinal srtbstances

comply with the Act.

lr)

d)
e)

1)

9.
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'I'5c National Quality Clontrol Labolatory is to is-suc a ccrtilicatc ol'analysis in thc prr:scribetl

Ibrrnat Ibr evcly analysis unclcrtahctt.

l,[.I>AR'I' XII (Clausc 62-7{)) ol'the I}ill provides lbr thc stantlards ol'advcrtiscmcnt atrtl

laSclling ol'hlalth ltroclut;ts ancl tcr:hnologies. All ach't:rtist:tttcttts tttttst lrt: atttltorizctl by thc

I{c1.ya ij,',,,1, Arrthirrity cspcr:ially tlrosc I'clatins- to tlx'cliscascs listccl in thc Sixth Schctlrrlc

t9 tirc Ilill inclrrrting lllV, lcltlosy, tlialrt'tcs, prtcrttttottia its u,t'll as clt'ttgs antl allpliartccs ftrt'

1lt'octtt'ittg abortiotts.

15. t AII'I'XIII (Clausc 7l-87) ol'thc Ilill providt:s lbr thc aclnrinistt'atiort antl ertlbrcctncnt ol'

t[c Act. 'l'hc I]ill nrakt:s pror,'ision lirr thc gt'ttcral l)ow('l' ol'tltc Callirtct Sccrctary on tltr'-

r-eoonlrnenclation o1'thc Kcnya l)rugs Authority to ltroltibit or ctltttrol certain nrt:<lit:incs or
rrrcclical rlcvices ancl to rcqucst lirrthcr infirlrtration. '[-hc I]ill lirrthcl attthot'iz.cs thr: Iienya

l)rugs Authority to:
i; arrthoriz.c the salc or srrpply of-rrnrcgistcred medicitre or nreclical dcvice lbr a specilietl

pcriod;
b) rctlttcst lbr inlbrrnati<>Ir;
c) irtspcct liccnccs attcl lroohs of'liccnsecl scllcrs;
d) inspt'ct attitrtals ittte tltltld lirr slatrghtt:r; arltl

c) I'ctain ancl disltosc scizecl goocls.

l(i. trAIl'l'XIV (Clatrsc 8tt-!)4,) ol'tht: llill Pr'ovi<lt:s firt'(initrtt:iitl lltrrvisit>ns. 
-l'ltt: lJill scts ottt tltc

soul'ccs <ll'firnrIing Iilr tlrc I.it'n;,n l)t'rrgs z\trtlttll'it1,, tlrt' pt't'Pat'ittiolt ol'attttttal cstilllatCs, tltt'
pr.cpar.ati<ln ol' annrritl rcport anrl spccial t't'1lol'ts, tltt' invtstlrtt:nt ol' tlrt' Itcnya I)t'trgs

Arrih1;rity's lirnrls, acoour)ts anrl arrtlit. 'l'ltc sottrct: ol'lirntlins- ol'thc Kcttya l)rtrgs Atrthority
inclrrrlcs approltriations lirrrn the C<lnsolidatccl Iitttttl, tnonies accrtring in thc ootlrsc ol'the
pcr-fbrntancc ol- its lirnctions ancl gilts, gl'ants or tlottatiotrs givett to the Kcnya I)r'trgs

Atrtholity.

lZ.I,AR-I'XV (Clausa 95-91) ol'the Ilill provides lbr tttisccllatrt:otrs plovisions.'I'hc Kctrya

Drugs Atrthority rnay make Itegulations undcr thc llill on vat'iotts trtatters incltrding li:es

poyobl,, ancl pr.cicribed lbrrns under thc Act, pror:cdures ol'clinical tlials and the electronic

.sait, ,rl'rperlicincs arrlor)g others. 'I-hc Ilill also contains transitiort and sar.'ings 1lt'ovisions t-rtt

u,hat haPPcns to tlrc zrsscts, liabilitics, lt:gal obligations artcl stall'o{'thc Natiotral Qtrality
C;ntr.ol Labolatory anrl tlrt: I'ublic I lcalth (Stanrlartls) l]oartl bcing rt:pcalt:cl. []ncler this Part,

t[c IrIar.uracy and l'<-lisons lJoarcl shall corrtinttt: to t:xist lilr l)tll'poses ol' I't',gtrlating t]rt:

1tIarntacy llroli:ssion trntil I'arliilrncrlt (]r)aots a lau' lirr thc rcgtrlation <ll' thc llhat'lttat:y

fr-acticc.'['irc l,art Iirrthcr'proviclcs tlrat thc l]ill shall apply strlr.jct;t to thc provisiorts ol'tltc
l)ublic IIealtlr Act.
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18. SCIIEDULES- the llill has seven schedules:

a) First Schcdulc-which contains plovisions on the conduct of'business and allhirs of'the
Board in terms of meetings, quorum, voting, committees, disclosure of interest among

others;
b) Second Schcdule-which provides the oath or affirmation of the Oflice of the Chairperson,

Member and Director;
c) -l'hird Schcdulc-which contains provisions relating to appointment of'members of the

Board;
d) F-ourth Schcdulc-which plovides lbr the establishment and membership of Scientilic

Advisory Committees such as the National Food Salbty Committee, Ilttman Medicines

Commitlee, Veterinary Medicines Committec, Medical f)evices Committee and National

Qual ity Control Committee;
c) F'ifth Schcdulc-rvhich provides the specilied publicatit)ns on stanclarcls ol'nrcdicincs;

D Sixth Schcdulc- rvhich sr:ts out thc purposes lbr rvhich tll'trgs may not br: advertised; ancl

g) Sevcnth Schcdulc- rvhich scts out thc t'epcals being n'ratle ttnder the Ilill.

8



CI IAPl'EIt'I"I'I IRI.]E

.3.O CONSII)I]IIA'I'IoN ANI) WINNOWIN(; OI'I'ROI'OSEI) AMI'NI)MI']N'I'S 1'O'I'IIF]
KI.tNyA DRU(;S AU'r'tIORI'I'Y BILI- (NA'TIONAL ASSFIMIILY BILI- N(). 54 oF'

eo22)

.9.1 Rcferral of thc Kenya Drugs Authority Bill (National Asscmbly Bill No. 54 <>f z<lzz)

'l'l1r Kcnya l)rrrgs Authority Ilill (National Asscrnbly Ilill No. 5'r,) sponsort:cl by I Ion. (l)r.) Ilobcrt
lrrrlrosrr rvas rcatl a Iiir.st'l'inxr on ll"l May, eo23 l:nd conrnrittccl to tltc I)t:ltarttrtcntal (lornrltittce

o1 Ilcalth lirr Iacilitation ol'pultlit: participation prrrsuant to AI'ticlc I l8 ol'the Clonstittttion antl

rclrrrrtirtg to tltc IIottst:, ptlrstlant to Stan<ling ()rclcr l2i(l).
'l'hc Sec<lncl Itcacling ol'thc IJill rvas rlonc on.1.th, 11tlr antl cotrcltttlt:tl <ln liitl'Octolltlr','/o'li. AIicr
tlrr: St:t:6p<.1 Ilcl<lipg <ll'tlrt, llill u,as t:ont:lrr<.1<'tl, tltc (lotttrrrittcc antI s(]\'cIl Ilottotrritlllt: MCtttllt:rs

lltrrposct[ [ir rtlrct' ittttt'tttltttcttts ttl tlrt' 13 ill, rrarrrt'ly: -

l. IIon. l)cttt'Kaltrttta, Ml';
2, IIon. I)r'. Otienclc Onrollo, MI';
:). Ik>n. Millie Otlhiarnbo, MI';
.1,. I Iotr. Ircnc Mayal<a,MP;
5. I Ion. Anth<>try Oltrot:h MI';
(i. IIon. I)r'..ltttat:s Nyikal, Ml'.
i. IIon. Martitt Orvino I)ctcrs, Ml)

l)trr.suant tr> the Provisions of'standing Orclcr llll, the Speal<er clirccted that all tltc atncntltncttts

rt:t;r'i,u,r'cl bc rclirr;ccl to thc l)cparttnental Comrnittce on health antl Ilc strlr.jcctccl to tltc u'innou'ing

I)r'o('('ss lbt' Ititrrttott iz.ati<ltr.

.J.O COMM I'I"I'I]E CoNSI I) E It A'I'I ON O I..,I'I TE SUI} M I SSI ONS

All t5c rrrcprlrt:l.s rvith propost'cl arncnclnurnts rvcrc invitt'rl by thc (lonrtttittcc to llrost:ctrte thtr

sanrc lrr:lillt' thc (brrrrnittcc. 'l'ht: (l<lntntittt:t: tltcl't:alict' t:otrsi<lt'rctl alttI tltatlt' ollsCI'r'ations arltl

r'ccolllnlcll([ati<lrts tltt cac]t <ll'tltc llrollostltl attttltttlnttlttts.

ii.l Srrbmission by thc Cornrnittt:c
-I'6c II9p. l)r. ll9[cr.t l,trltost:, Ml'tlrc clrair'pcrson ol'tlrt: (]onrrnittcc pt'cscntc<l thc (l<ltttrttittctr

6n llt:alt5 pr.cllloscd aurcnrlrnr:nts anrl appcarcc[ lrclil'c tltc (lortrtttitt(]('on 2.tl ]r,Je1'1'111[lt:r, 2o2.3 atrtl

nradt' tltt: lblltxving sttbrttissi<>rt:

Long'I'itle
'l'lIn'I-, thc Ilill 53 anrcnck:d by clck:ting thc Long'I'itlc antl srrbstitrrting therclbr thc lirllorving

ncu, L<>ng'l-itlr:

"AN AC'I'ol'l,arliarnent to cstablish a cornprchcnsivc lt:gal li'amovot'lt Ibr thc regtrlation

o1'llcalth l)r<;cltrcts ancl'fcchnologics; to salbguarclprrblic hcalth throtrgh clcvclopmcnt o1'

a r-cgrrlatory systcnt to cnsure sali:ty, tltrality, cllicacy, clli:ctivcness ancl perlbrtnancc tll'

lrt'altlr ltxrrlrrct-s; to establish thc Kenya IIt:alth I)r'otltrt:ts attt[ 'l'ccltn<llogics Atrthority antl

lirt' cott trct:tetl pttl'1t<lscs".

.llstilicati6n:'l'hc arncndrnt:nt accortls with intcrttational bcst practicc and scts otrt thc
main plrJrosc of thc Ilill which is to cstablish a ccntralizcd rcgtrlatory atrthority Iirr health

products and tcchtt<llogics.
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Clause I

TIIA-f, Clause t of'the Ilill be amencled by-
(a) deleting the phrase "Kenya Drugs Authority Act, 2022" and substituting therefbr the

phrase "Kenya Flealth I)roducts and -lcchnologies Ilegulatory Authority 4.c1,2022";

Justificati<ln: 'fhc amcndmcnt acc<lrds with intcrnational bcst practicc and

comprchcnsivcly covcrs thc mandatc of thc proposcd Authority.

(b) delcting the rvords "and comrncncctnent" in the marginal notc.

Justification:'I'o limit thc marginal note to the contcnt of clausc I which only scts out thc
namc of the Bill. 'I'hc Clausc does not makc any provision as rcgards thc commcnccmcnt
of the Bill.

Clause 2

-fflA'l'Clause z of the Bill be amended-
(a) in the definition of"'article" by-

(i) inserting the worcls "dietary strpl>lement" immecliately alier
"therapeutic costnetit:" appearing in paragraph (a); and

(ii) inserting the 'nvords "dietary supplement" irnrncdiately alier
"therapeutic cosmctic" appearing in paragraph (b);

.Iustification: Iior inclusion of dictary supplcmcnts which are part of hcalth products and

tcchnologics.

(b) in the deflnition ol'"Authority" by clelcting thc wolcls "Kenya l)rtrgs Atrtholity" ancl

substituting therefbr the rvords, "Kenya I{ealth Products and Technologies Ilegulatory
Authority";

Justification: 'I-o ensure harmony with thc titlc of thc Bill as proposcd for amendment.

(c) in the definition o{"'chemical substance" by deleting the words "ol detergent";

Justification: 'fo cxcludc dctergcnts which are uscd for clcaning inanimate objccts and

does not fall undcr thc purvicw ofthc regulation ofhcalth products and technologics.

(cl) in thc delinition ol- "clrus" by rlck:ting the worcl "il" a;r1>earing in paragraph (b)(ii) and

substittrting therelirr thc rvorcl "ol";

.Iustification: -I-o corrcct a minor typographical error.

(") by clclcting thc dcllnition ol'"cnxrllr:d phartrraceutical tcchnologist";

Justificatign: 'I'hc currcnt dcfinition cross refcrenccs thc Pharmacy and I'oisons Act, cap.

944 which will bc rcpcalcd as providcd under clausc 97. A ncw dcfinition proposcd.

the lvords

the words
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(l) in the dclinition ol'"hcalth products and tcchnologies" by inscrting thc rvords, "clietary

srrppk:ntcnt" irnrnecliatcly altcl tlte rvot'tIs, "thcrallctttit; costn<:tics";

.lrrstilication: Iior incltrsion of'dictary srrJrplctnctrts rvhiclr ar(: part rll'hcalth prodttcts and

tcchnologics.

(g) by tlcleting the clt:linition ol"'ltcrbal mcclicinc or protlttt:t";
(tr) by clcleting tlrt: tlt:finition o1"'nrcclical clcvice";

(i) by tlclctinu the <lclinitiotl ol'"ttrcdicittal sttbstartt:c";

.lrrstification: Ncw dcfinitions providcd firr thcsc tcrnrs. '['hesc ncw dcfinitions cxpand thc
scopc to covcr all aspccts of thc usc of rncdical dcvices and rncdicinal substanccs in
rclation to hcalth and to include hcrbal materials and hcrbal combinations.

(i) in ttrc tlelinition ol"'pachagc" by inscrting tltc rvortls "tlietary sttpplctncnt" ininrcdiately

altcr thc rvorcls "thcraltetrtic costnr:tic";

.Iustification: F'or inclusion of dictary supplcmcnts which arc part of hcalth products and

tcchnologics.

(k) by <lt'lt'tins' tlrt' tlt'llrritiott ol"'phat'tIra(ry ;

.ltrsti{ication:'l'hc currcnt dt:linitirln is irtadc<1uatc.'I'hc tcrtlr to bc clclirlcd in thc proposcd

I'harrnaccu tical I'racticc Itill.

(l) by clclcting the clclinition of' "pltat'ttracctrtical tecltrtologist";

.ltrstification: 'I'hc l'harntacy and I'oisons Act, cap. 24'1.provides that a pharrnaccutical
tcchnologist rnust bc cnrollcd in thc roll cstablishcd trndcr this Act.

(rn) by dclcting the delinition ol"'registered rnidrvifi:";

.Iustificatign:'I-he tcrm is no longcr uscd in thc Bill in linc with thc proposcd amcndmcnt

of clausc +.1 (t )(c).

(n) in tlrcrlclinition <ll'"st:hcclrrlt:tl sLrltstartt:c" lly tlclcting tlrt: rvol'cls "in tltt't'clcvatrt st:lttltlttlt:

rrpc[:r tIis Act" anrl srrbstitrrting thcrclbr thc rvol'tls "in the list ptrblishctI by tht: (]abinct

S<:crctary ttttdcr sct;tiotr .9? ol'this At:t";
.Irrstilicati11l:'I-hcrc is no Schcdrrlc on schcdrrlcd sttbstanccs. 'l'hc Cabinct Sccrctary
will ptrblish thc list ol'schcdrrlcd strbstanct:s in l'hc ()azctlc.

(o) [y tleleting thc clcliniti,rt 91"'thcrapctrtic cgsttrt:tic"; artcl

.Iustificatign: 'l'he currcnt dcfinition dcfincs cosmctics in gcncral that are meant to
provitlc thc body with appropriatc acsthctics, tcxturc, pII, color and smcll. It is not
spccifrc to spccial cosmctics.

(p) by inserting thc lbllorving new clclinitions in their propcr al1;habctic seqtrence'
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"active surveillance" rncans prospectivc measlll"es taken to cletect aclverse ch'trg reactions and

aclvcrse er.cnts and inr,olvcs activc lbllorv-rrp cltrling ancl alier trcatnrtlnt ol'paticnts'uvhere thc

cver)ts nray lte cletcctccl by asiring thc paticnt dircctly or sct'ct:ning llatient rccot'cls;

"adverse drug lcaction" means a rcsl)onse to a clrtrg which is noxitttts and unintended, and which

occurs at doses norrnally used in humans lbr the prophylaxis, diagnosis or therapy of'disease, or

Ibr the rnodi{lcation o1'physiological lirnction and is chalacterizccl by the strspicion of'a cattsal

relationship betlveen a medical product and an occtlrrence;

"adverse event" means any untoward medical occurrence that rnay present during treatment with
a pharmaceutical product but which does not necessarily have a causal relationship with the

treatment;

"biologicals" means a diverse group of medicines which incltrdes vaccines, growth fhctors,

immune modulators, monoclonal antibodies and includes ploducts clerived Ii'om human blood

anclplasma;

"Iloard" means the Iloard of'the Authority cstablished under section 8;

"Centre" means the National Pharmacovigilance Ccntre cstablishcd under section 598;

"clinical trial" nrcans ar)y systcnratic strrcly on pharntacetrtical prodttcts in htrman sub.jects,

r,vhether in paticnts or other volrrntccrs, in ot'<kl to rliscovet'or vct'ify thr: elltrcts of, idcntify any

ach,crsr: rcaction t<t irtvcstigaticlrral llrrrclrrr:ts, sttrdy thc absorlltion, clistribtttiorl, tnt:talrolistn antl

cxcretion o{-thc proclucts rvith the olr.jcct ol'ascertaining thcir el'licacy and salbty;

"dietary supplement" means a prodtrct taken by mouth that is added to the diet to hclp mcet daily
recluirements of'essential nutrients, and which usually contains one or more dietat'y ingredient
and includes vitamins, minerals and herbs;

"enrolled pharmaceutical technologist" means a person enrolled as sttch by the body lbr the time

being responsible fbr the enrolment of pharmaceutical technologists;"

"fhlsiliecl medical product" means a product that is deliberately or fi'audulently misrepresented in

relation to its identity, composition or sotlrce;

"Iiiclcl Salety Corrective Action" rneans any action taken by a proclttct owner to rcduce a risk of'

death ol serious detcrioration in the state of'health associatt:d rvith thc ttsr: ol-a medical clevice,

and includcs-- -

(u) thc retrrrn. of' a rnedical devicc to the ploduct owner or its
rcprcsentattve;

(b) tlevicc rnoclilication rvhich may incltrclt:

(i) r'ctrolit in accordanct: rvith tltc pt'oclttct owner's
rnodilication or design change;

(ii) permanent or temporary changes to the labelling or
instructions fbr use;

(iii) soltware upgrades including those carried out by remotc
ACCCSS;

(i") rnodification to the clinical management of' patients to

addrcss a risk of seriotrs injrrry or death related spccilically
to the characteristics of'the device;

(u) device exchange;
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('i)
(vii)

clerrice destruction; or
adr.'ice given by ptrttlrtct owncr regarcling the ttsc of'the
cler.'ice.

"hr:alth procluct" incluclcs a medicinc, mcdical prodtrct, rncclicinal srtbstance, l'accint:, cliagnostic,

rnctlical cleyice, 5lood <lr blood procluct, traditional anrl altr:rnativc tnctlicine, thct'aPctrtic Ii:ctl and

rr r rtri tional Iirttr t rlatiott, <:<lstttctit: ant[ rclatccl prtltltr<:ts;

,,5calt5 t.r:lr1<tl<luy" pl(fAps tlrt, lltlllicati1lrr <ll'org-;rniz.t'r[ krrou,lt'tlgt' antl skills irt tltc (irl'nt ol'

rneclicincs,,l,rrri,,,:rl, r,'ar:t:incs, Pr.ot:crlrrt'cs, an<l systt:ttts clt:r'cltlltt'tI to solvc a hcalth llr.olllcnr anc[

irnprovc tht: tltrality ol'livcs;

"5cr.5al rncclicinc or ltrotluct" rnctrns a plant derived matcrial or l)l'cparations with clainrecl

t5epapcrrtic o; gthr:r' hcalth bcrrr:fits, which t:ontain cithcr l'il\\I or pt'ot:esscd ingrctlicnts li'<ltn Ontl

u,- ,r',.r.., ltlants or rnatcrial ol'iuorganic ot' attirnal origin antl incltttlcs hcrbs, helllal tnatt:l'ials,

[cr-bal preparations, Iinishccl ]rcrbal 1rt'oclucts that contairt active ingt'eclicnts, parts ol'plants or

other plant tnaterials or cotnbinations;

"in-r,,itro diagnostics mcdical clcvice" means a Inr:dical clevicc, whcther ttscd alonc ot'in
cornSination, intcnded by thc manufhctut'er lirr the in vitro cxamination ol'spet:irnens clcrivccl

Iiorn the 5urlap 5ody solcly or principally to plovide infbrmati<ln fbr diagnostic, tnotlitorittg oI
corrrpatibility ptrrltost:s;

"Ipspt:r:tgr'ol'l)r'ugs" rncans a l)()l'son who is t:otttpetitivtrly recruitcd by thc ALrthority as a cll'Ltg

insltt:ctor.ancl rvho holds a rninin.runt ol'a cliplorna irt ltharlltacy;

"lot" or "srr[t-lot" nt(]ilns a clclincd rlrantity ol'stat'tittg trtatt:r'ial, pacl<aging tltatcrial ot'1lr'otltrt:t,

ltrrrt:r'ssr,<l ip a singlc I)l'oc(,ss <lr sct'it's ol'1tt'tlt:t'sst's s<l tltat tltc tltritrttity is cxPct:tt'<[ t<l Irrl

ir,r,,,,,g,,,,,,,rrrs; ancl in tlrc r:asr ol't:ontirtrt<ltts rttartrtlitt:tttt'tt, tlrt'lot t;ot'l'cspotrtIs t<l a tlcllrtt'tl li'actiort

ol'thc lllocltrt;tion chat'actt:t'izc<l lly its irttcttdt:c[ hotttogcrlcity;

"lot r.clcasc" rpezrps the proct'-ss o1' thc evalr.ration ol'an individtral Iot of'a liccnsecl biological

ltrocltrct by thc Authority bclbrc giving approval lor its rclcasc ottto the lnarhct;

"prar.lcting arrthorization" n-lcilns the certilicatc o{'registration issttt:cl lly thc corl)Pctont hcalth

ltr-gcltrr:t ,'i g,,lutu.y arrthot'ity in thc c<luntt'y ol'origit) Ibr thc I)rtl'Posc of'ntarhctitrg or Ii'cc

clistri[ution ol'a hcaltlt ploduct alicr evaluation lirr salbty, cllicacy ancl qtrality;

"nreclical clcvice" nlcans any instrurnent, apparatus, ittrltlcmcnt, tnachine, appliancc, implant,

reagr:nt Ibr in vitro use, software, material or other sirnilar or related article, intcnded by thc

ntanrrfhctru'el to be usecl, alonc or in combination, lbr htrman bcings, Ibr one or Inol'c ol'thc
spccilir: ntctlit:al pttt'1losc oll

(a) cliagnosis, llrcvention, rnonitot'irtg', tt'catttl('ttt ol'allcviation <ll't[iseasc;

(b) cliagnosis, rn<tnitoring, trcatrrrcnt, allcviatiort ol'ol' (:otlrlx'l)satiort lirt' att

iu.jtrry;
(c) irii'estigation, rcltlaccrncnt, rrrodilrcation or sttl)l)ort ol'tltc attatottty ot'ol'a

plrys iolog'it:al ;tt'ot:css;
(cl) suppolting or strstaining lili:;
(t:) contI'ol ol'r:oncclltiott;
(1) disinli:ction of'meclical cler.'ices;
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(g) providing inlbrrnation by rneans ol'in vitlo cxatnination ol' spccimens

derived fi'om tltc hurnan bocly;

(h) disinfbction sttbstances;

(i) aids Ibr pcrsons rvith disabilities;

U) devices incorporating animal or human tissues;

(li) clevices Ibr in-vitro fi:rtilization or assisted reprodttction technologies, and

rloes not achieve its primary intended action by pharmacological,
immunological or metabolic means, in or on the human body, but which

may be assisted in its intended function by such means;

"medicinal sullstance" means a substance, the origin of'which may be htttnan, animal, vegetable

or chcmical including hurnan blood ancl htrman blood products, micro-organisms, whole animals,

parts of'organs, anirnal sccretions, toxins, extracts, blood products, micro-ot'ganisms, plant_.s,

parts of'plants, vegetable secretions, extracts, elements, naturally occurring chemical materials

and chemical products obtained by chemical change or synthesis;

"passive surveillancc" rncans that no actir,e llreasrlres are tahen to looh lbr aclversc clibcts other

than thc cncorlrafIcrncnt ol'hcalth plolbssionals ancl <lthcl's t<t rrtltort salbty cotlccl"l)s;

"parallel irnpor.tation" nlcans imltortation into Kcnya, by a liccltsed imltortcr ol'a health llroduct
olher than the ntarketing authoriz.ation holder or his or her technical representative, of thc

Ibllowing health products which require marketing authorization in Kenya-

(a) patented health products under section 58(2) ol- the Industrial
Propcrty Act, 2oo1;

(b) non-patented health products; or
(") branded genelic health products;

"parallel imported medicinal substance" means a medicinal substance imported into Kenya under

this Act;

"pharrnacovigilance" means the scicnce ancl activities relating to the detection, assessment,

tinderstanding ancl prcr.ention ol- aclvcrse ellbcts or any other ltossible health product related

problem;

"premise" includes any land, building, dwelling-placc or any other place whatsoevel'; and includes

stand-alonc cornmunity lctail pharmacy, private hosltital pharmacy, ptrblic hcalth facility
phalmacy, rvholesalc phalnracy or clistribtrtion outlct, whet'e hcalth prodtrcts and tecltnologies
are storccl, handlccl or distribtrtctt;

"scheduling" means, in relation to a substancc, the dctermination ol'tlte schedule ol'schedttles to

the current I'oisons Standard in which the name or a description of the substance is to be

included;

"substandard medical product" means a registered rnedical product that fails to meet either its
quality standarcls or specifications, ol both;

"therapeutic cosmetic" means a cosmetic which-
(a) oflers an additional benefit to a person over an ordinary cosmetic; or

(b) contains a bioactive product fbrmulated fi'om an animal ingredient that
rnay have Visible and tneasttrable short or long-term eflects on a

pcrson, and nray incluclc a product that may be absorlled through the

sl<itt or a tlrr.lcotls ttrctrt[trant:;
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"unregistel.ccl nrcdical ltroduct" neans a product that has not ttnclergone er''alttation and allproval

by thclAuthority sulrject to permitted conditions under the Act and the rules therein;

"r,cssel" rneans a tnrch, r,an, bus, minibus, cat, trailcr, airclali, railrvay carrialSt:, boat and other

rncans that are used lbr prlrl)oses ol'cclnvcying hcalth proclucts ancl technologics;

.Iustification: '.fhc ncw dcfinitions arc intcrnationally rccognized by thc World Ilcalth
C)rganization and arc critical for thc cxccution of rcgulatory functions of thc Authority.

'I-o further identify the Board as uscd in thc Bill.

'l'6 provide ncw dcfinitions for thc words: cnrolled pharmaceutical technologist,
thcrapcutic cosmctic, hcrbal mcdicinc, mcdical dcvicc and mcdicinal substances.

Clause .9

'l'IIA'I', (llausc tt ol'thc llill bc artrcndr:cl by rlelctirtg sttb-clattsc (r)antl srrbstittrting tlterclbr thc

Ibllorving nt:rv sttb-r:larrsc (t )

"(l) 'fhis Act applics to thc rcgtrlation oll

(a) meclicines, medical products and technologies;
(b) mcdical devices including radiation enritting products;
(c) r'adiopharmacctttit:als;
(d) complementat'y, alternative or herbal tnedicittcs;

(c) cosmctics and Ilorderline Prodttcts;
(f) in-vitro diagnostics medical devices;

(g) thcrapeutic fbeds;

(h) clinical trials;
(i) ntttrat:t:tttit;als antl tlictary sttpllletnents;

0) digital health attcl tcchnoloSSies;

(h) schctlulcd substanccs;
(l) chcrnical strbstanccs; antl
(m)biological proclrrcts Ibl trse in hurnarts antl thc starting nratcrials trsccl in thcit'

nran ttlitcttrrt:."

Justification: '[-o comprchcnsivcly covcr all aspccts in thc rcgulation of hcalth products
and tcchnologics.

Clausc 4

'1IIA'I-, Clause + of'thc llill bc amended in sub-clause (t)by deleting the words "Kenya l)rrrgs

Authority" ancl substituting therefbr the words "Kenya Ilealth Products and -lechnologies

llegulatory Authority"

.Iustificati<ln: 'I'his accords with intcrnational best practicc on the cstablishmcnt of a

ccntraliz.ed rcgulatory authority firr hcalth products and tcchnologics.
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Clausc 5

'l-IIA'l', Clagse 5 of'the Ilill bc arncnclcd by rlclcting the worcls, "btrt the Arrthority may establish

branchcs anywherr: in Kenya" and srrltstitrrting therclbr thc r,vortls "or in sttch otlter place as the

board ol'the Authority may, Ity t'cs<lltttion, clctcrttline".

.Iustification: To givc the Board discrction in dctcrmining the location of thc Authority's
headquarters.

Clausc o

TIIA'I', Clause o of the Bill be amended-

(r) by cleleting sub-clause (r) and substituting therelbr the {bllowing new sub-clause (t)-'

"(r) 'fhere shall bc a l)irector-General u,ho shall bc the chief exectrtive oflrcet' of the

Authority.

Justification: F'or proper drafting of thc clausc.

(b) by clcleting sul>clause (z) and substituting therefbr the lbllowing ncw strb-clause (z)-

"(z) 'fhe l)ircctor-(ir:neral shall be appointed by the Iloarcl, throtrgh a transparent

and competitive process, on such terms as may be specified in the instrumcnt o{-

appointment."

Justification: Thc Dircctor General is not a Statc Officcr and should therefore bc

appointed by the Authority without thc approval by Parliament.

(c) in sub-clause (.s) by deleting the word "lbur" and substituting therefor the word "three".

Justification: Appointments and tcrm of scrvicc in Statc Corporations are normally cappcd

at thrcc (s) years which is rcncwablc for one final term.

(d) by delcting sub-clause (.r,) and substitrrting the fbllorving new sub-clarrse (+f--

"(+)A per.son shall bc <lualilied lbr appointnrent as a l)ircctor-()cneral if'such person- -'

(a) holds a bachelor's clegree in pharmacy from a university recognized in Kenya;

(tr; t ota. a rnaste rs' degree in pharmacy, medicine or any relevant field fi'om a

university lecognized in KenYa;

(c) has at least ten years' experience in pharmacy or its equivalent;
(d) has served in a senior management position fbr at least five years;

(e) is a member of a professional body; and

(f) meets the requirements of'Chapter six of the Constitution."; and

Justification: 'fhe I)ircctor ()cncral should bc a qualificd pharmacist as the rcgulation of
health products and tcchnologics rcquires specialized knowlcdgc and tcchnical expcrtisc
in thc pharmaccutical ficld.
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(e) by cleleting strb-clatrsc (5).

.Iustification: 'I'hc fact that thc l)ircctor-(icncral shall bc thc CI'IO of thc Authority is

providcd in thc sult-clatrsc (t) as proposcd firr amcndtttcnt'

Clausc 7
T'IIA'I-, Claqsc T ol'thc Ilill be arnendecl in paragraph (l) by cleleting the rvords "Act. regulation

run<lcr this" ancl substittrting thcrcfbr the rvords "rcgulation trndcr this Act.".

.lustification:'I'o corrcct a tyPographical crror.

Clausc u
'I'IIA'I', Clause s of'the Ilill be amended-

(a) in sub-clausc (r) by deleting the words "Kenya l)rugs" and substituting therelbr the

rvords "Kenya Ilealth Proclucts and'l'echnologies Ilcgulatory';

.Iustification:'l'he namc of the Iloard should rcflcct the amcndcd'I-itlc of thc llill and name

of thc Authority as proposcd for amcndmcnt.

(b) by clcleting sub-r;lausc (z) anrl strbstituting therclbr thc lbll<xvir)g l)cw strb-clause (z)-

"(z) 'l'hc l]oartI s]tall t:otttpt'isc
(a) a non-cxt:t:trtivc Chairpcrson appointctl by thc l)t'csiclcnt ancl rvlto shall-

(i) bc a rcgistelcd l;harmacist ol'good stancling rvith a degree itt pharnracy;

and
(ii) havc at least ten years' expcriencc in the ltharmacetttical sector', five of'

rvhich shall bc at scnior managenlc-Irt levr:l;

(b) thc Principal Secretary in the Ministry lirr thc tinrc bcing lesponsiblc lirr
health ol'a l'eprcscntative clesignatecl in rvriting;

(c) the Principal Secretary the Ministry lbr the time being responsible lbl
finance ol' a rcpresentative designatecl in writing;

(cl) the l)irs:tor'-()cneral lbr Ilcalth or a r'()prcscntativc clcsignatecl in rvriting;

(c) onc l)(:rsorl norninatt:cl lly thc I'herrtnaccrttical Socicty ol'Kcnya;

(l) one l)cl'son nonrinatt:d by thc Kcnya Phartttacetttical Asst>ciatiott;

(g) one pcrson norninated lly thc Kenya Mcclical Associatiott;

(h) onc pcrson, not lleing a (iovcrnor-, rvith httt>u,lctlgc arttl cxllel'irlnt:e in hcalth

pr-grlucts and tcchnologies nominatccl l;y thc Ootrrtcil ol'Corrnty ()ovcrnors t<,1

rcl)resent thc intercsts tlf'countics;

(i) one person, not bcing a public ofliccr, representing consrlnlel' llrotcction
nominatcd by the Consumer Iiederatiott ol'Kenya; and

O thc l)irector-()ent:ral ol'thc Arrthority rvho shall bc thc sccrctary ancl an s.r

olJicio mernbcr of'the lloarcl."; and

.Iustification: 'l'hc composition of thc Board should comply with the Mwong'ozo Codc of
Govcrnancc for Statc Corporations in tcrms of numbers, skill mix and professional
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cxpertise which should include all rclcvant playcrs involved in thc mattcrs of hcalth

products and tcchnologies.

(.) Iry cleleting sub-t;lausc (.t) anrl sullstituting thercfbr thc lirllorvirlg ncw srrb-clatrsc (S)

"(S) fhc Cabinct Secretary shall appoint the rnetnbel's ol'the Board ttncler strbsection (e),

(f), (g), (h) and (i) by notice in the ()azette."

Justification: 'l'he mcmbcrs of thc Board Mcmbcrs are not Statc Officcrs and hcnce their
appointmcnt does not rcquirc approval by I'arliamcnt. It is sufficicnt that thc Cabinct

Seirctary notifics thc public of thc appointments in thc Kcnya ()azcttc.

Clause 9
-IIIAT 

, the Bill be amended by deleting Clause 9.

Justification: The provision contradicts the lcgal framcwork for appointmcnt of the

Chairpcrson, Board Mcmbcrs and CEOs of State Corporations or Scmi-Autt)nomous

Goveinmcnt Agcncics. 'I'he Chairpcrson, Board Mcmbcrs and Director ()encral of thc

Authority ur" ,r,rt State Officcrs and hcncc do not nccd to subscribc to an oath.

Clausc 1o
'I-IIA'I', Clatrsc 10 ol'thc Ilill bc arncnclcd in sub<lausr: (r)by clcleting the words "section 12"

appearing in paragral;h (c) and strbstittrting therclbl thc lvtlrrls "scctitln I l"'
Ju.stificati6n:'I'6 coircct thc cr<lss rcf'ercnce as clausc I I makcs provision firr rcmoval from

office of thc mcmbcrs of the Iioard of thc Authority.

Clausc l2
TI.IA'I', Clause lz of the Bill be arnended by--

(a) inserting the fbllowing paragraphs immediately aller paragraph (e). -
"(ea) regulate the disposal of'health products and technologics;
(eb)' monitor the market for the presence of' unregistered and illegal health products and

technologies;
(ec) conduct analytical tests olhealth products and technologies";

Justificatign: 'I'o makc provision f<rr thc functions of disposal, analytical tcsting and

monitoring of thc markct by thc Authority.

(b) cleleting paragraph (l) and substituting therefbr thc lbllowing ncw paragraph (l) -

"(t) ,,nri,i" continuous rnonitoring ol' the salbty ol' hcalth products and technologics

regulatccl undr:r this Act thrrrugh analysis <ll'rel;orts <>tr aclversc t'eat;tions and evcnts,

iniiuding any other hcalth ltrocluct and tcchnology use rclatecl issttcs and tahe appropriate

regulatory actions when nccessal'y ;

Justification: To cxprcssly align to thc WIIO requirement on thc cstablishment of a

national vigilancc systcm.

(c) cleleting paragraph (g) and sLrbstituting thelelbr the followinfl new paragraph (g)-
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"(g) regulatc clinical trials and ensure that clinical trial protocols o1'hcalth prodtrcts and

trchnoiogies are being assessccl accorcling to the prescribecl cthical and prolcssional

criteria ancl clelinccl stan<larrls inclrrcling rnanclatory bioeqrrivalcncc stttclies";

.Iustification:'I-o anchor thc <lvcrsight ol-clinical trials in thc law as recolnlncndcd by thc
wIIO.

(d) insclting thc lbllorving ncu, paraeraphs ittttttccliatcly alicr paragraph (g)

"(ga) apltrovc thc rrsr: ol- any rrnrcgistr:tttl trtt:tlicinal sttllstant:t: lbr ptrrlt<lstts <ll't:linical
trials, crlrcrgclx)y ttsc atttl c<,ltttllttssioltuttt' ttstl;

(gb) t:arry out pharnracor,igilancc auclits anc[ inspcctions itt ortlt:r to oI)stlre cotnlllianct:
with good pharmacovigilancc practices and the prcscribed rctlttit'cmcnts";

Justification: 'I-o providc firr approval of health products and technologics during
cmcrgcncics and to providc for pharmacovigilancc which check thc safcty of hcalth
products and tcchnologics.

(e) cldcting paraglaph (n) and strbstituting thcrclbr thc lirllorvir)g new paragraph (n)
"(r) appoint insltc<;tors ancl orcler insltection ol'Inanttlhcttrring 1;remiscs, mrrlical clt:viccs

cstal;lishrrrcnts, irnllclrting and cxllorting agcnts, rvholt:salt:t's, tlistribtrtors, ltltat'rnat:ics,
inr:ltrrlilrg'thosc in lrcaltlr Iircilitit:s arr<[ t:linit:s, t't:tail otrtlt'ts art<[ itny otltt:t'pretttiscs atttl

vt:sscls srrlr.jt:t't to rt'g'trlat itltr tttttlt't' this Atlt";

.Iustification:'I'o specily thc prcrniscs sulr.icct to inspcction by thc Authority.

(I) in"^crtittg thc lbllorvir)q new pat'auraphs alter paraglaph (o)

"(oa) c<tnclrrr:t national rcgrrlatory nrrthority lot rclcasc, ollicial arrthority batch rclcasc ol'sptlcilictl

lliologicals to t:nsrrx: thc <1uality, sali:ty artd cll-rcacy t>l'biological ltrotlut;ts throrrgh a lcgtrlatory
r.cleasc systcnr in cornltliancc ,n,ith establishecl appt'oacltcs, policics, gtriclelincs, ltrot:ctlttt'cs ancl in

linc rvith Wolld Ilcalth Organiz.ation and internatiortally recogniz.cd guidclines;

(ob) carry orrt and promote rescarch rclatccl to meclicines and healtlt prodttcts";

.Iustification: 'I'o cnable thc conduct of rcscarch by thc Atrthority and the conduct of lot
rclcascs which arc a kcy comp()ncnt in thc rcgulati<ln of thc pr<lduction of vaccincs.

(g-) inscrting thc lirllotvinu paragral;hs altr:r paragraph (t1)

"(t1a) cnstrre that all lrr:alth ploclur:ts anrl tct:hnologics ttrartttlitctttt't:cl itt, itttltortccl into tlt'
cxportt:<[ (i'orn thc t:oruttry int:lrrtling throrrglt parallcl ilrrpol'tatiort t:onlttl'ttr ttl llnrst;t'ilrt:tl
stan<[at'rls ol'tytrality, sali'ty antl t'l]it:at:y;
(r1b) enlbrcc thc ltlcscrilrt:rl stanclarrls ol'rlrrality, sa(i:ty artc[ cllicacy ol'hcitlth ltrotlttcts and

tcr:hnologir:s rnanrrlirctrrlecl, inrportccl ittto ol'cxl)ol'tc(l otrt ol'tht: cotrrttry;
(r1c) grant or revohc Iiccnscs ancl pcrrnits Ibr thc mantrlitctttrc, intportatiort, expot'tatiott,
distributiort ancl salc of'health protlucts ancl technologies;
(11cl) rrraintain a registt:r' ol'all arrthoriz.ccl health pxrrlut;ts antl technologies mantrally or
clr:ctt'ortically;
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(qe) regulate licit use o1' narcotic, psychotropic sttbstances and precul'sor chernical

i,rtrstarr"es in accordance with the Single Convention on Narcotic Dntgs, 1961, the

Convention on Psychotroltic substanccs,lgTl or- the Llnited Nations Convention against

Illicit'frafijc ol'Precursol Chemical Strllstances, 1988;

(ql) inspect and license all nranulhcturing premises, irnporting and exporting agents,

*hol"rrl.ru, distributors, pharrnacies including those in hospitals and clinics and other

retail outlets;"

Justification: -fo include critical functions of thc Authority bascd on bcst practicc in
regulation of import and cxport of hcalth products and technologics that will enable the

country attain WIIO maturity lcvel g.

Clause l3
'fIIA'f, Clause t3 ol'the Bill be amended by--

(a) deleting paragraph (a) and suirstituting therelbr the lbllowing new paragraph (a)--

"(a) collaborate rvith such other l;oclics or organiz.ations rvithin or otttsicle Kenya as it may

consicler desirable or appropriatc lbr the Iultherance ol'the ptrrpose o1'the Act;"

(b) inserting the lbllowing new paragraphs immediately afier paragraph (af-

"(aa) adopt and implement any such internationally recognized good regulatory practiccs;

(ab) dctermine and implement effective and elficient reliance mechanisms;
(r") ir.r", suspend, withdraw or revoke any license or compliance certificate granted

under this Act;
(ad) levy, collect and utilize fbes lbr services rendered;

(ae) grant or withdraw licenses and permits to manufhcturers, wholesalers, retailers,

irnpoiters, expol'ters and distributors; (af) develop guidelines on thc manufacture, import
and cxport, distribtrtion, sale and ttse of rnedical prodtrcts".

Justification: 'l'o comply with WIIO requiremcnts for rcgulatory functions in thc Global
Benchmarking Tool cspccially on control ovcr imports and cxports.

Clausc 2l
'fIIA-f Clause 2l o1'the Ilill bc amcnded' -

(u) by deleting sub-clause (r)and strbstituting therefbr the Ibllowing new sub-clause (t)-

"(r) fhe Board may establish such scientific advisory committees ol'the Authority, as may

be necessary fbr the elibctive perfbrmance of the functions of'the Authority".

(b) in sub-clause (s) t y deleting the words "Cabinet Secretary" and substituting therefor the

words "Board of the Authority";
(c) in sub-clause (+) by deleting the words "Cabinet Secretary" and substituting therefor the

words "Board o{-the Authority";
(d) by delcting sub-clause (s) ancl substituting therelbr the lbllowing new sub-clause (9) -
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"(S) An ac[r,isoly comrnittt:c shall strllnrit, at lcast oncc (:\'cry six tnonths, a rtllort to thc

Ijoar.d ol'the Aritholity, rvith rr:spcct to its activitics antl thc lloartl shall subrnit a copy of'

cach reltot't to thc (labinet Sccrt:tary".

Justification: 'I'hc Scientific Advisory Committccs ought to offer technical advice and

rcport to the Board (its appointing authority) which thcn advices the Cabinet Sccrctary
acc<lrdingly.

Part Iv
'l'IIA'I', I)art IV ol'the Ilill bc amcnclcd by cleleting tlrt: titlc ancl strbstittttittg tht:relbr the

lirllou ing' nt'u title
"l'Alt't' I I I I ItIAL'l'll l'ltol)t I(l'fs .^NI) 'l'l'l(ll INol.(x; I I'ls"

.lustification:'l'o cnsrrrc harrnony with thc titlc of thc Itill as proposcd for amcndrncnt and

to corrcct a minor crror in numbering of thc parts of thc Ilill.

Clausc 92

'I'IIA'I', Clatrsc 22 ol-tlrc Ilill bc amenclc<l

(a) in thc marginal note by dcleting tlte rvorcl "rncdicirtes" antl strbstittrting thcrelbr the words
"health proclucts antl tcchnologies";

.Iustification: 'I'o harmonize thc tcrms uscd in thc Bill with thc -I-itlc of the Bill as proposed

f<rr amcndment.

(b) in srtb-t:latrsc (t) by

(i) clcleting thc rvorcls "st:ll any nrcdicinc" apllearing itr tltc oltctting scntcrtcc atrtl

srrltstittrting thurclbr tlrc rvor<ls "st:ll, tttanttlht:tttrc, srrpply, tlistt'ilttrte ol'

clisltt:nsc arty healtlt llrrrc[trt:t ot' tt't:hntll<lgy";

Justification: -I-o broadcn thc scopc of prohibitcd salc of hcalth product and tcchnologies
to include manufacturing, dispcnsing, distribution and supply of hcalth product and

technologics.
(ii) delcting 1>aragraph (d) and substittrting thcrcfbrc the firllorving ncw palagraph

(.1 )
"(ct) is Ihlsilicd,";

Justification: Iior alignrncnt with international best practice as the ploposed tcrnrinology is

recogniz.ed by thc WIIO.
(c) in sub-clattse (3) by

(i) clclr:ting tltc u,or'<l "nrctlicinr:" appt'aring in thc oltcnittg s(]I)t(f nc(l antl

srrltstitrrting thcrclbr thc u'<lrrls "hcalth pr<l<ltrt:t ol' ttr:hrt<>logy"; antI

(ii) clclcting thc rvrtrcls "pharrrrat:crrtical plotltrct" altpcarirte in llaraglaph (b) and

strllstituting thcrcltrr thr: rvorrls, "hcalth protlttt;t ol'tccltnology".
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Justification: 'l-o harmonizc thc tcrms usetl in thc Bill with thc -I'itle of thc tsill as proposcd

for amendmcnt.

Clausc 2.9

'l'IIA'I', Clause z3 ol'the Bill bc arnendcd in strb-clattse (t)by -

(a) deleting the worcl "meclicines" appearing in paragraph (a) and substituting therelbr the

words, "health prodtrcts or technologies";
(b) cleleting the worcl "rnedicine" appcaring in paragraph (b) and substituting therefbr thc

rvords, "health proclrrcts <lr tt:t:hnologit:s"; anrl

(c) delcting the rvord "rneclicinc" appcaring in palagraph (c) antl sul;stittrting therefirr thc

rvords, "health proclucts or tcchnologics".

Justification: 'I'o harmonizc thc tcrms used in thc Bill with thc'l-itlc of thc Bill as proposcd

for amcndment.

Clause 2,1,

-[I-IAT, Clause 2ttr of Lhe Bill be amended-
(a) in the marginal note by deleting the word "medicines" and substituting therefor the words

"health products and technologies";
(b) in sr,b-clarse (r) by clcleting ihe rvorcl "mcclicine" rvltcrevet'it appears and srrbstituting

therefbr the words "health prodttct or technology";

(") by deleting sub-clause (z) and substituting therelor the lbllowing new sub-clause (z)--

"(z) ll'a stanclarcl has not becn prescribcd firr a health pr<ldttct or technology btrt a

siairrlarcl lbr thr: hcalth protlrrct or tccltrtology is c<trttainr:tl in any ol'the llrrblit:ations
speciliccl in thc I.'ilih schcclrrlc, any porson rvho tnartttlht;tttres, labels, pacl<agcs, sells or
aivertises any other substancc or articlc in such a nranner that is likely to be mistaken lbr
the health product or technology having met any ofthe standards contained in any ofthc
publications specified in the I'-ifth Schedule, commits an oflbnce.";

(d) in sub-clause (s)
(i) by deleting thc rvord "medicine" wherever it a1;pears in thc opening sentence and

substituting therelbr the words "health product or technologY"; and

(ii) by deleting the worcl "drug" appearing in paragraph (b) and substituting therefor
the words "health llroduct or technology";

Justification: 'l'g harmonizc thc tcrms uscd in thc Bill with the'I'itlc of the Bill as proposcd

for amcndmcnt.
(e) in sub-clatrse ('t)

(i) by deleting the words "one htrndred thousand shillings or to imprisonment lbr a

terrn not Jxcccding thrce months" appearing in paragraph (a) and strbstituting
therelbr thc rvrtrds "one rnillion shillings or to itrtprisonmcnt fbr a term not

excceding threc Ycal's"; ancl
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(ii) by rk'lt:ting tlrc u'or'<ls "trr,o Irrrnrllcrl tltottsitn<[" altpcal'ing irt ltaraurallh (ll) arlcl

strbstittrtin g.. tlrt'r'clirr t ltc u'tlt'cls "tlvo tttil I iort".

.Iustification:'I-o makc thc fincs prohibitivc and punitivc dut-'to thc risk of thc offcnccs to
public hcalth.

Clatrsc 25

'l'IIA'I-, thc Ilill be antended by dclcting Clause 25.

.Iustification: -I'hc prohibition of salc of mcdicincs of a quality not demandcd is a practice
issuc and falls outsidc thc ambit of thc Bill.

Clausc 2(i

'fIIA'I, (llausc zt; ol'thc llill be amenclcrl by
(a) dcletine the rvorcl "rrrcrlit:ine'appcarinu in the nrarginal notr: atttl srrbstitLrting tltcrelbr'

tht: u,orrls "hcalth Prorlrrr;t <lI' tt'r:lttt<llt)gy"; ilI)(l

(ll) dclcting thc u,ctrrl "rrrcrlicirrc" arrtI strllstittrting-tlr<:r'clirr tltt: *'ortls "ltcalth llrrrtlttct tlr
teclttt<>logy".

.Iustification: 'I-o harmonizc thc tcrrns used in thc Ilill with thc'I'itlc of thc Bill as proposed

for amcndmcnt.

Clause 27

'I'IIA'I', Olausc 27 ol'thc llill bc anrendccl

(u) by delcting the words "meclicinal products" appearing in paragraph (a) and substituting
tl-rcrelbr thc lvords "hcalth 1;rodtrcts or tcchnologies";

(b) by clelcting the worcls "rnerlicinal proclucts" appcaring in paragraph (b) and strbstittrting
thcrclbl' tltc tvorcls "healt]r pt'ot[rrt;ts or tcchnoltlgit:s"; ancl

(r:) by clclcting palaelaph (c) an<l srrbstittttirts thc fbllorvir)g Irc\\'paragraplr (c)

"(c) the rlrrality o1'tlrt'hcalth prodtrcts or tr:r;hnologics ol'eaclt sttclt tlcscriptiott, accortlittg
to the s1>ccilication anrl thc ntcthocl or propost:cl ttrt:tlt<lcl ol'trrantrlhctttrt: o1'thc health

pr'<lclrrcts or tct;hnologics, anc[ tlre provisions I)l'olx)st:cl lirr scctrrirtg that thc ]rcalth

prodrrr:ts ol tt:chrrologics an^ solcl or srrpplictl rvill ltc ol'that tltrality; and"

.Iustification:'l'o harmonizc thc tcrms uscd in thc Itill with thc'I'itlc of thc Ilill as proposcd
for amcndmcnt.

Ncw Clauses

'l'IIA't-, thc llill lrc arncnclcrl by inserting the lbllorving nerv clartses irnrnediately afier clattsc 2T '

Alrlrlicatiort e7A. (t)A pcrson who intencls to irnport, mattufhcturc or sell a hcalth proclttct

Ibr procluct or technology shall apply to thc Author-ity lbr thc rcgistration of'thc health

lit:ence. prorluct or health technology in thc prcscribt:rl {irrm.
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(z) An applicant under subsection (t) shall--
(a) specify the particulars ol' the person with appropriate

knowledge of all aspects of'the health product or health

technology who shall be responsible for all communication

between the applicant and the Authority in the declaration
pagc of'the application lorttt; and

(b) rvhere the applicant is not a citizcn ol'Kcnya or is a company

incorpor.ated outside Kenya, appoint a local rcpresentative
rvho shall be a citizen of' Kenya, a person who is or has

pcrrrtanent residence or a colnpany incorpot'ated in Kenya'

(S) fhe application rnadc undet'subsection (r) shall be .accompanied 
by_--

(a) a proposed labcl lirr rtsc on the health product or
technologY;

(b) a copy of'the manufhctut'ing licence of the health product
or technologY, where aPPlicable;

(c) a copy of the good manulacturing practice certificate

fi'om the Authority and the regulatory authority of- the

country whcre the health product or technology is

manufhctured;
(d) a copy of a certilicate of'analysis fi'om a quality control

laboratory rccognized by the Authority, where

applicable;
(c) a copy ol' the rnarketing atrthoriz.ation or certif-rcate of-

lcgistlation ol'thc health protlttct or technology liom the

t'<:gttlatory atrthority ol' thc, c<lttntry rvherc the hcalth

product or tcchnologY is solcl;

(l) the available data on the quality, safbty, efiicacy and

perlbrmance of the health product or technology

submitted in a common technical dossier fbrmat;
(g) a sample of the health product or technology;
(h) proof of'ownership of'the site fbr the manu(acture of the

health product or technolog], where applicable;
(i) where the applicant is not a citizen of Kenya or is a

company incorporated outside Kenya, a copy of' the
agreement appointing the local rellresentative;

(j) where the application relates to a health product or
tcchnology which is rcgistered rvith a foreign regulatory
body-
(i) a copy of the certilicate of'registration;
(ii) the prolbssional information relating to the health

procluct or tcchnology; and

(iii)thc contlitiotts ol' the rcgistlation ol' the health

procltrct or technology;
(k) proof that the applicant holcls--

(i) a valid practicing licence issued by the body
responsible for the profbssion of pharmacy;

(ii) a valid wholesale dealer's licence issued in
accordance with this Act;
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(iii)a valid licence to scll poisons isstred in accorclance

rvith this Act; or'

(ir') a valirl tnattttlitt:tru'ing lit:enctt issttccl itr at;t;orclant:e

u,'ith tlris At:t; ztrt<[

(r') pxrol' ol' paytttt:rtt ol' tlrc application Ii'cs as

prcsr:ribccl by thc Atrthority.
(+) An applicant shall notily thc Authority of' any variation to the

agreement appointing the local reprt:sr:ntativc rvithin seven clays of'the
variation.

e7ll. (t ) 
'fhc Authority shall consiclcr thc applit:ation Inade under scctiott 27A,

ancl, shall, il' it is satislicd ol' thc salbty, cl)icacy, qtrality, pcrlbrtnance and

cconornic value ol' thc hcalth product or technology, register thc health

product or technology and issuc a certilicatc of'registration in thc prescribed

fbrrn.

(z) 1'hc Authority Inay, rvhile consitlering thc application, approvc the

clctails as srrl4tlicrl by tht: ztltpli<:ant ol'alll)r'o\re it rvitli suclt amcttclnrcttts as it
rrray consider approllriatc in resltttct <tl'thc lbllorving llartictrlars

(a) thc nanrr: trrr<ler rvhich thc hcalth procltrt:t or t<:t:htr<tltlgy rrray br:

soltl;
(b) the labclling ol'thc hcalth pt'ocltrt:t or tct:hnology;
(r:) thc statcrncnt ol'tlrc rr:prt:st:rttations to bc tttaclc Iirr thc pr'otttoti<ltt

ol'thc hcalth lll'ocltrt:t <tr tcttlttr<llogy rcgal'rlinu
(i) thc clairn to bc rnatlc Ibr thc hcalth pt'otltrct ol'

tcchnology;
(ii) thc route ol' aclrninistcring thc health prodttct or

technology;
(iii)thc dosagc ol'tltc hcalth prodtrct or technology;
(ir,) thc storage conclitions ol' the hcalth proclttct or

tcchnology;
(r,) thc contra-inrlications, thc side cll'ccts and precautiotrs, if'

any of'the health procltrct or technology; and

(vi)the package sizc of the health procltrct or technology.

(s) Whcn cvaltrating an altltlicati<>rl, tltc Atrth<>r'ity may
(a) srrlr.ict:t a sarnlrlr: ol' thc hcaltlr pt'otltrt:t or tct:ltnology to aIl

cvaltratiotr lty an artitlyst; illl([
(b) consiclcr thc cvaluation rrport ol'thc analyst tltat has cvalttatcd tltc

hcalth proclttct or tcchnology.

(,t) Wherc tlrr: Atrthority is not satislicd as to thc tltrality, sali:ty cllicacy,

purlirrrrrance or ccol)ornir; r'alrrc ol'tltc hcaltlt procltrt;t ot' tt:t:hnology, it nray,

altcr provirling an oppoltunity to tltc applicant to be hcard, rcjrct the

apltlication anrl inlirrnr the applicant thc rcasons firr rciection in rvriting.

Z7C. (l) 'l'he Authority may, whcre it considcrs it neccssary to protcct public

health or in the evcnt ol'a thrcat to lifb or hcalth, issuc a provisional certificate
ol'registlatiort lbr a health prodtrct or tcchnology.
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("2) L pelson who intencls to obtain the provisional certi{icate of'

registration Ibl a hcalth prodtrct or technology undcr srtbsection (t) shall

apply to thc Authority in the prescribed fbrnr'

(S) Whcrr: the applicant is not a citizen ol'Kenya ot' is a cornl)any

incorporatccl outsicle Kenya, thc applicant shall a1;ltoint a local reprcsentativc

*ho iha| be a citizen of'Kcnya, a pel"son rvho is or has pel'manent residencc or
a company incorporated in KenYa.

(+) An application under subsection (z) shall be accompanied by-

(u) such docutnents as may be necessary to support the

application;

(b) where the applicant is not a citiz.en of'Kenya or is a company

incorporated outside Kenya, a copy of' the aSpeement

appointing the local representative;

(c) proof'that the applicant holds
(i) , r,alirl plat;ticine liccncc issttccl by the bocly

rcsponsiblc Ibr thc ltrolcssion ol'pharntacy;
(ii) a valid rvholcsalc clcalcr's liccncc isstrcd in accordance

with this Act;
(iii)a valid Iicence to sell health prodtrcts or technologies

issued in accorclancc rvith this Act; or
(iv)a valid manttlhctut'ing licence issttetl in accordance

with this Act; and
(r') proof'of'payment of the application fees as prescribed

by the Authority.

(5) When determining an application under this section, the

Authority shall consider the facts established fl'om the valid marketing
atrthorizition fbr thc health prodLrct or tcchnology ancl the report on the

assessrnent ol'the health product or technology obtained lrorn the authority
cornpetcnt lbr health products and technologies, i1'available.

(o) The person to whonr the certillcate of'rep;istration is issued ttnder

this scction, shall bc rcsponsible lbr the labelling, packaging, aclvertising ancl

pharrnat:ovigilance systclrt ol' thc heal th 1tl'odtrct or tcchnology'

(T) A ltrovisional certilicate ol'r'egistration isstrecl ttnclct' srrbscction ( t )

shall be valicl lbr two yeals lrorn thc date of isstre or until the declaration made

under section 35 ol-the Public Ilealth Act is t'evoked.

(8) Ary variation to the agreement appointing the local

representative to the application made undet'subsection (2) shall be notified to
the Authority within seven tlays of'the variatiott.

e7D. (r) -fhe Authority may, in writing, authorize a person to import or
distribute for a specified period to a specified person or institution a specilied

quantity of'a particular health product or technology that is not registered.
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(Z) A health procluct or tcchnology clistributecl pursuant to authorization

granted under subsection (f) may bc trsed for sttch purposcs and in such

manner and dtrring strch period as thc Atrthol'ity may in writing deternrine.

(s) A pcrson rvho intends to obtain thc authoriz.ation unclcr sttbsection

(r), Ibr-purposes other than a clinical trial, shall apply to the Authority in the

prcscribccl Ibrrtr.

(.t) Whcrc the aplllicant is ttot a citiz.cn of'Kcnya or is a company

incorporatccl outside Kcnya, thc apl;licant shall appoint a local rcltrcsttntative
rvho shall llr: a citiz.cn ol'l{r'nya, a pol'son'rvlto is or has pertnant:nt rcsiclcnt:e or
a o()lnl)at)y int'ot'poratctl irr Iieuya.

(5) 'fhe application rnadt: unclcr subscction (."1) shall bc accotnpanicd
lry-_-

(o) , product brochttrc containing rclevant cltemical,
pharmacctttical, pre-clinical pharrnacological and

toxicological clata antl rvhct'c aplllicable, htttnan

pharmacological and clinical clata relatecl to the health
ploduct or technology lbr which atrthority is sotrght;

(b) written consent o1'the applicant, where applicable;
(c) details of'registration or pencling registration ol thr: hcalth

pr-ocluct or tcchnokrey rvith any othet' rr:gtrlatory attthority,
r',, Ircrt: aPlll icaltl c;

(cl) ur.irlcnr;r' ol' cornpliant:c lly tltc Irtatttrlhctrtt't:t' <ll' tltc hcalth
pr-orltrt;t or tt:t:lrnokruy rvith gootl nrantrlircturirtg' ltractict:
stanclat'cls as tlctcrtninccl lly thc Authority;

(c) rcasons rvhy a lcgistcrccl hcalth protluct or tcchnology
t;Atttt0t ltt: trsctl;

(l) rvhcrc thc applicant is not a citiz.ctt ol'Kcnya ot'is a cotlU)any

incot'lloratctl tltttsitlc Kcnya, a oopy ol' thc agrt:clncnt
appointing thc local rcpt'cst'ntativt:;

(g) proof'tltat the applicant holcls'-'
(i) n valid practicing liccnce issued by the bocly

rcsl;onsible lbr thc proli:ssion of'phalmacy;
(ii) a valicl rvholcsalc dcalet"s lit:encc issttecl in accot'dance

with this Act;
(iii)a valid licencc to sell health procltrcts or tcchnologies

issued in accorclance lvith this Act; or
(ir') a valid tnatrttlhcttrt'ing licenctt isstted in acc:ordanct:

rvith tlris Aot; allcl

(r.) pr<lol'ol'l)ayr)r()r)t o['tltt: ;t1l1llit:atiorr Ii:t:s as 1lt'cst:ribccl
by tlrc Atrtltority.

(t;) Whcrc thc Arrthority isstrcs an arrthoriz.ation utrclet'strbsection (l),
thc pe,rson to whorn thc authorization is issLred shall subrrtit to thc Atrthority- '-

(a) progrcss rclx)l'ts alict' evr:l'y six tttonths ll'orn the clate of'

rsstlano(' <tl' the atrtltorization;
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(b) any adr.'crsc errcnt report, wherc an adverse evcnt occurred;

and
(c) a progress report within thirty days afier the completion or

termination o{'the use of the health product or technology.

(;) 'fhe Authority may, where it is of-the opinion that the sa{'ety of'any

patient ir'"o,rr1r.o-ised or where the scientilic reasons lbr administering the

unregistered health product or technology have changed--
(a) impose any additional conditions;
(b) request adclitional infbrmation;
(c) inspect the site r,r,her.e thr: unr.t:gistcred health protltrct or

tcchnology is trtanttlhctttr<:d, stt>r'ecl ol' adrrrinistct'ed; or
(cl) rvithclraw thc arrthoriz.ation to treat thc patient.

(it) 'fhc Autholity Inay, by noticc in writing withdraw the

authoriz.ation issrrccl rrncler subsection (r) il'the any ol'lltrlposes or the manner

spcci{ierl in sttllsection (z) is contravenccl.

(O)A health product or technology authoriz.ed under this scction shall

be labelled in accordance with this Act.

(rO) An applicant shall notify the Authority of any variation to the

agreement appointing the local representative within seven days of the

variation.

(rr) 1-he requircments in this section shall a1;ply to applications Ibr
clonations o1'health llrodttcts and tcchnologies

Justification: 'l'o provide ncw clauscs 27A, 21B., 9-7C and c,ll) for the handling of
applications of product liccnccs by thc Authority.

Clausc 2u

'I'IIA'I-, Clause 28 o1'the Bill be amended'

(a) in the marginal note by ddeting the wot'cls "meclicines registcr" and substittrting therelbr
the words "health products and tcchnologies rcgister";

(b) in sub-clause (r)by deleting the rvords "medicines register" and strbstittrting therefbr the

words "health prodtrcts and technologies rcgister"; and

(c) in sub-clause (z) by deleting thc words "medicines register" and substituting therefbr the

words "health products and technologies register".

Justificatign:'fo harmonizc thc terms used in thc Bill with the -fitlc of the Bill as proposed

f<rr amendment.

Clausc 29
-I'IIA'I', Clause z9 of'the Ilill be amendcd-.

(a) in thc n"rarginal n<ltc by dclr:ting the rvorcls "rtre<licines ancl mcclical devices" and

sultstituting thcx:lirr thc rvorrls "hcalth proclttcts anrl tct:hrtoloqics";
([) by clcleting srrb-t;lausr: (r)and srrbstituting thcrclbl thc lbl]orvirtll I)cw strll-clatrsc (t)-
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"(t) Evcry applit:ation lbl lcgistration ol'a hcaltlt protlut:t or tcchrtology shall bc

,i,lrnritt,:ri te the Ilegistrar in thc 1:r'cscriltcd Ibrnr ancl shall bc accomllanied by thc

pres^cri[ecl particulars ancl sarnltles ol'thc rclcvant health product or technol<lgy and by

the prcscribctl rcgistration IL'c."

(c) rn strlr-claust: (ll)
(i) by clclcting thc rvord "nrcclicine" appcaring in paragraph (a) ancl strbstittrting

therelbr the words "health prodtrct or technology";
(ii) by cleleting the word "rnedicine" appearing in paragraph (b) and strbstituting

thercfbl the rvorcls "hcalth protluct or technology";
(iii)by clclr:ting thc u'orcl "nreclicinc" appcaring in paraeraph (c) ancl strbstitttting

tltcrclirr tltc rvot'ds "hcalth 1lt'otltrct or tcchnology";

(cl) in sub-claus<: (.f,) by clclcting thc rvorrl "ttrt:clicint:" appcaring in thc opcning sentt:ncc an<l

srrllstituting thcrclbr thc rv<tr<ls "hcalth pt'ocltrct <lr tcclttloklgy";

(c) [y rlclgtilg srrb-t:larrst'(r;)anrl srrbstitrrtirtg tltcrclirr thc Iirllorving I)o\v strb-clatrsc (t;)

"(o) Whcrc thc Atrth<,rrity has apltrovccl thc rcgistratiort ol' any hcalth proclttct or

tgchnology il'it is satislicclof'thc safbty, cflicacy, quality, perlbrrttattcc and ccotrott-tic valttc

ol'thc n,,.aitt, product or tcchnology, thc llcgistrar shall legistcr that health procluct or

tcchnology ancl shall cnter in thc registel strch particttlars in rcgard to the hcalth prodttt;t

or.tr:chno[,,{ry as al'c rr:rprirr:d by this Act to lrc so enterccl arttl sha]l isstrc to t]rc applicant

a ccrtilicatcl ol'r'cgistration in thc prcscribetl lbrrn itt rt:s1.le<:t ol'that hcalth llloclttct or

tcchnology."

(0 in sub-clausc (;) by clelcting thc rvold "rncclicirtc" attcl sttbstituting thercfilr thc rvords
"hcalth protlttct or tt:chnology";

(g) i1 srrlt-t:latrsr: (s) by clclcting thc rvot'r[ "lttt'tlicirtc" u'ltt't'ttvt't'it apllcat's antl srrbstittrting

tltt:t'elirr tltc u'tl t'tls " lrcal th lltrrtl trt:t ot' tt't:lt rltllttgy" ;

(5) in srrb-clausc (g) by clcleting thc rvorcl "nrcclir:incs" ancl srtbstitrrtirlg thcrclirr thc rvor<ls

"hcalth prodttt:ts atttl tttchttologics";

(i) in srrb-clause (rO) by rlclcting thc rvorcl "nrcclicinc" and strbstittttitrg tltet't:lirr thc rvot'cls

"hcalth ltrocluct or technology";

0) in sub-clausc (r r) by clcleting the worcl "r-ncdicine" ancl strbstittrting thcr"clirr thc rvords
"hcalth ltrocltrct or tec:hnology";

(k) in sub-clause (re) by rlclcting thc rvord "rncdicinc" appearing in the opcning scntenoe and

substittrting therclbp thc tvgr-cls "health ltrodttct or tcchnology";

.Iustificati6n:'I-o harmonizc thc tcrms uscd in thc Ilill with thc'I'itlc of thc Ilill as proposcd

for arncndmcnt.

29



(l) in sub-clause (r+) by cleleting paragraph (a) and substituting therefor the Ibllowing new

paragraph (a) -;1r;X"ny, Es.sential Medicines I-ist, Kenya Essential Diagnostics list and Kenya Essential

Meclicai Supplies list' means the list of essential rnedicines, diagnostics ancl medical

supplies in.iud"a in the latest editions ol- the ofilcial publications relating to gtridelincs

Ibi standarcl tre atrlent u,hit:h is cornpilcd lty the state dq;artment rcsponsiblc fbr I Iealth;"

.Iustification:'I'o broadcn thc scope of III''l's considercd undcr thc clausc.

Ncw Clauscs
'I'IIA'l', the Ilill 5c arnt:nrlecl by inscrting thr: firllorving nelv clattse.s irntnecliately aftcl clattse

29--
Authorization
of health
products and
technologies.

(Z) No batch or lot of'any registered product shall be released by the

manulhcturer prior to the cornpletion o['tests Ibl conlbrntity with standards

aplllicablc to sur;h 1>rorlrrt;t ancl oflicial batclt ot' Iot rr'-lcasc by the Authority
in t:ascs ol'biologioal thr:ra;tctttit:s.

(.9) I.lach applicallle test conducted by the mantrfhcturer under

subsection (Z) shall be nrade on each batch or lot alier completion of all

pl'ocesscs ol' Inanttlhctttre ancl sttch tcst may afii:ct compliance with the

stanclard applicablc to thc ltrodttct.

(+) 'I'he manulhctut'er or marheting authoriz.ation holder of' any

registered biological therapeutic shall submit lot summary protocol lbr each

lot that contains registered tests and results of'tests perlbrmed and, such

manu{hctut'er or marketing authorization holdcr may be required to submit
samples ol'prodrrct fi'orn the specilied lot to the Authority Ibr o{iicial batch

or lot release in accorclance rvith the ltrcscl'il>ccl regtrlations.

(5) Iivery batch or lot ol'a registcred biological thcrapeutic imported

into Kenya or manufhcttrred in Kenya shall be cvaluatecl and, on being
satisfied ol'conlbrmity with prescribed standards and paymcnt of'prescribed
lbr:s, the l)ircctor-()cncral shall approve its release into thc market and issue

a ccrtillcatc of'ollicial batt:lt ot'lot t't:leasc in thc llrcst;rilled fbt'ttrat.

(r;) 'l'hc Arrtholity rnay rcoollniz.c an<l accept ollicial lot t'r:lcase

certilicates issucd by othcr national rr:gulatory atrtltorities ol'othcr countries

lbr a spccific batch or lots of'biological therapeutic mantr{actured within the

territories of those national regulatory authorities, in issuance ol'a certificate
under this section.

Zt)L. (t) A person shall not import any health procluct or technology

runless'--'
(a) the importcd health product or tcchnology has been

authorized through issuance of an import permit or a written
authorization by the Authority; ancl

(b) thc irnported health prodgct or technology is inspectecl and

vcriflccl by an inspector of'the Authority at the ports of'entry
prior to its rclease.
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(;) A pr:rson who contl'zrvcr)cs this scctiort cornrnits an ofli:nce ancl

shall on t;ottviction be liable
(a) in thc case of'a flrst ollbncc, to a litte ttot exceccling one rnillion

shillings or t<l inrltrisor)rnent lirr a tet'nr n<tt cxccctling trvo years,

ot'to both; ot'
(b) in thc cast: <ll'a srrbsctlrrt:nt olli'rtt:c, to it Iirtc not cxt:cctlittg twcl

rnillion shillings or to inrprisonnrcrtt Itrr a tct'ttt ttot cxceccling Iivc

ycars, ot' to llotlt.
.Iustification: 'I'o providc for authorizati<>n of health products and

tcchnologics importcd into the country including thc rcquiremcnt for
batch or lot relcasc in linc with WIIO reqtriremcnts.

egll. (l) A person shall not engage in thc parallcl inrportation of'a hcalth

product or tcchnology into Kcnya ttnless '-"

(a) the person is incorporatetl as a limitcd liability company uncler

the Companies Act;
(b) thc pet.son has bcr:n srantetl a ccrtilicatc o1' Parallcl

itttllol'titt iorrl
(c) tlrc pcrson is lit:enst:<l to llalallr:l itttpot't thc hcalth 1tt'ocltrct ot'

tcchnology;
(rl) the hcalth pxrrlrrt;t or tr:r:ltnology has a vali<l t'cgistration itt

l{t:nya ttn<lcr t}ris At;t; an<l

(c) thc health ltroclrrct or tr:t:ltrtolog'y has a valitl tt'rat'hct

atrtlt<lriz.atiott i tt thc oot llltry tll' origirt.

(z) A pcr.son u,lro rvishcs to rrncleltalte pat'allel itttpclt'tatiott ol'a health

procluct or tcchnology shall apply to thc lloarcl lirr a ccrti{icate o1'parallcl

importation in thc 1;rescribecl Illanner.

(S) 'I'hc Board shall establish ancl rnaintain a systern that cnsttrcs that

a rcgistcrccl parallcl irnportctl hcalth protlttct or tcc]rnology caI) bc tracecl

Iioni its sourcing, rnanrrlacturing, packaging, stot'age, tt'attsllort ttl its

clelivcry to thc health lacility, institution or llrivate practice lvherc the health

prorluct or tcchnology is intcnded to bc trsecl.

('t,) A pcrson rvlto
(n) is thc lurlrkrr o('a t:crtilicatc ol'parallcl impot'tatiort ot'lit:cnscr:

antl fhils to t:ornpl.y rvitlr any t't'<1ttit'ctnt:nt <ll'obligation in this

At:t;
(b) contraverlcs any ltrohibition prcscribctl by thc Atrthority; or'

(t:) Iails to contply rvith any rerluirctncnt irnl>osr:d <ltt tltat l)erson
by thc Roard llttrsttant to this Act,

cenrprits an ol]cncr: ancl is liablc, ttp<,ltt cottviction, to a Iine ttot r:xccccling on(|

rlilliop sIillings or to inrprisr>nrnr:nt lbr a tcrttr ttot cxceecling tu'o years, or

to both.
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.Iustification: 'I'o makc provision for parallcl imp<lrtation of health products and

technologics.

Clausc 30

'IIIA'l', Clause 3(l ol'the Ilill be atrtettclccl' -

(a) in sub-clause (r) Iry deleting the word "medicine" wherever it appears and strbstituting
therefbr the words "health product or technologY"; and

(b) in sub-clause (S), by cleleting the word "medicine" wherever it appears in paragraph (b)

and substituting therelbr the rvords "health product or technology".

.Iustificati6n: 'l'o harmonize the terms uscd in thc Bill with thc'l'itlc of thc Bill as proposcd

for amcndment.

Clausc 31

'l'IIA'I', Clause 3l of'thc Ilill bc atnenclecl

(a) in sub-clause (r) Ily clelcting thc word "mcclicine" and srrbstituting therelbr thc rvords
"hr:alth procluct ot' tcchnologY"; ancl

(b) in srrb-.1r,,." (.g), lry rlcleting the rvorcl "ntedicinc" appcaling in paragraph (c) and

srrbstittrting therclbr the worcls "health protluct or technology".

Justificatign: -l'o harmonizc thc tcrms used in thc llill with the'I'itlc of thc Bill as proposcd

for amcndmcnt.

Clause 92

'I-IIA'I', Clause 3z ol'thc Bill be amended' -
(u) by deleting sub-clause (r) and substituting thcrefbr the ftrllowing new sub-clausc (t) -

"(r) -fhe Authority shall canccl the registration of'a health prodtrct or technology if:-

(a) a licensec has Iailcd to comply with a condition sub.ject to which a particular
hcalth product or technology has been registered;

(b) a particular health ;xrclur;t or tcchnology tlocs not comply with a pt'cscribecl

I't'<1ttit't'nt<'ttt; <ll'

(c) it is not in th<: prrblir: intcrr:st to rrrahc a palticrrlat'Itealth ltroclttct or tcchnol<>gy

available to the prrblic."

(b) in sub-clausc (z) Iry deleting the rvords "mecli<;inc or medical device" wherever it a1;pears

and substituting therefbr thc rvords "health 1;roduct or tcchnology";
(c) in sub-clause (+) -

(i) by deleting the words "mcdicine or medical device" ap1>earing in the opcning sentence

and substituting therefbr the words "health product or technologY"; and

(ii) by deleting the words "medicine or medical device" appearing in paragraph (b) and

substituting theretbr the words "health product or technologl"; and

(,.l) by <Ieleting the words "rnedicine or medical device" whet'ever it appears in sub-clause (5)

and substituting therefirr the words "health procltrct or tcchnology".
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.Iustification: 'I'g harrnonizc thc tcrms used in thc Iiill with thc'l'itlc of thc llill as proposcd

frlr amcndmcnt.

Clausc .93

'I'IIA'l', Clarrsc:ljl of'thc llill bc arncnclecl in strb-clausc (l)by dt:lt:ting thc rvortls "tneclicine or

rletlical clcvict"' ancl srrbstitrrting thcrefor thc rvor<ls "hcalth pt'otltrct or tcchnology".

.Iustificatign: '['o harmonizc thc tcrms uscd in thc I]ill with thc'l'itlc of thc Bill as proposcd

filr amcndmcnt.

Clausc .9,1

-I'IIA'I', C-lause 3'1 o1'thc Ilill bc arnctrtlccl

(o) by dcleting thc words "meclicines" ancl "rnedicinc" rvhcrcvcr it appears and strbstituting
thcrelbr thc r,vorcls "hr:alth prodtrct or technology"; ancl

(b) in thr: rnarginal notc by rlelcting thc wortls "ttrcclicitrcs" ancl sttbstittrting thcrclbr thc

rvot'tls "hcalth proclrtt:ts artcl tcchtrologics".

.Iustificati6n: 'I'o harmonizc thc tcrms used in thc Ilill with thc'l'itlc of thc Bill as proposcd
f<rr amcndmcnt.

Clausc .35

'l'llA'I', (llatrsc .35 o1'tltt' Ilill bc arttctttlt'tl
(a) Ity rlclcting tlrc u,ortl "rrrt:c[it:inc" rvlrcx:r't:t'it allpt:itt's antl strltstittttittg tltcrt'lirr the r'vot'cls

"ht:alth pt'otIttt:t or tccltrtology";

.Iustification: '['o harrnonizt: thc tcrrns uscd in thc Itill with thc'I'itlc of thc l]ill as proposcd

filr amcndtncnt.

(b) in srrb-t:latrsc (r) by inscrting thc u,orcls "or an cnlollecl 1;ltat'ttractltttical technologist"

irnmccliately afier the rvord "phar-macist";

(c) in slrb-clau.sc (s) by inserting the woxls "or an enrollcd ltharmacetttical technologist"

itrrnrcdiately alier thc rvorcl "phat'tttacist";

(cl) in srrb-t;larr..ic (.f) by inst:rting the rvolrls "ol' aI) cttr'ollt:d phartnacctttical tcchnologist"

irrrtttetliatcly alir:r tht: rvord "pltal'ntacist"; and

(c) in sult-r:laust: (+) by inserting the rvord "or an cnrollerl phal'tnat:ctttical tcchnologist"

iturnecliatcly alicr thc u'orcl "llharrnacist".

.Irrstification: F-or inclusion of pharrnacctrtical tcchnologists in thc dispcnsing of
i ntcrc ha ngcalll c m tr I t i-stttt I'c c rn ccl i c i t.tt:.

Clarrsc 3(i

'l'IIA'l', the Ilill bc atnencletl by clclcting Clausc 3(i

.Iustification: 'I'hc provision is a practicc rclatcd isstrcs that is best handlcd through the

proposed I'harlnaceutical I'racticc Ilill-
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New Clausc
.1IIAT, the Bill be amended by inserting the following new clause immediately after clatrse.g6' -

Clinical trials. 36A. (r) A health product or technology shall not be usecl fbr clinical trial

tunless an appr-ovai is grantecl by the Authority with thc approval ol'the
relevant ethics bodY.

(Z) A person who intends to commence a clinical trial on a health

product'or technology shall make an application to the Authority in the

prescribcrl fbrrn and the application shall be accompaniecl by the study

protocol in the prcscriltccl firrntat ancl the prescribcd I'ce.

(s) 'fhc sturly prot<>col submittecl undcr sul>section (z) shall include a

post-trial acccss program to ensure access of investigational rnedicinal

substanccs by partiiipants in thc trial belbre grant of' rnarketing

authoriz.ation by thc Atrthority.

(,t,) 'l'hc Authority shall prcscribe guiclelines lbr evalrtation ol'

applications nracle under subsection (z) to bc intplemented lbr accclerated

evaluations during emerpJency situations, epidemics and or.rtbreal<s'

(5) A person granted an approval under this section shall put in place

a robusi qurfity or.,i.un"" system to cnsurc that the clinical trial is carried

orrt in u -orn", that ensrrrcs the integrity ol- data generated and the safety

and rvcll-being of'the participants ol'ttre sttrdy'

(o) The Authority shall carry out inspection ol'the clinical trials ancl

monitorlcompliance ol'the clinical trials with the prescribed reqtrirements.

(z) Any anrendrnents to clinical trials protocols shall bc submitted to

the Atrthority Ibr allllroval bc{ox: irnl;lcrnentation'

.Ilstification: 'l'o providc for cfl'ective regulation of clinical trials by thc Authority.

I'art V
-fIIA-l', the Ilill be amcnclccl in thc titlc to Palt V by deleting the expression "PAIL-f V" and

substituting therefbr the expression "l'Alt-f IV".

Justification: 1'o corrcct a minor error in numbcring of thc parts of thc Bill.

Clausc 37

'I'IIA'I', Clause .g? of'the Bill bc atnenclccl

(a) in sub-clause (2) by dcleting the worcls "and clealels in mining, agricultural or
horticulttrral accessot'ics" appcaring in paragraph (a);

.Iustificatign: Schcdulcd substanccs uscd in mining, agriculturc and horticulturc are

rcgulatcd undcr othcr laws.
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(b) by inscrting thc Ibllorvir)g r)c\\/ strb-clattsc (3) irrtrnc<liatcly alicr srrb-clatrsc ('r)
"(s) 'l'hc (labinct Sccrctary shall publish thc list ol'sr:ltctlttl<:d sttbstanct:s prcparcd rtntlet'

subscction (t)in thc Gazette."

.Iustification: 'I-o provide f<rr thc publication of thc list of schcduled substanccs.

(c) by rcnrrtnbt:rirtg sttb-clattse (:l) as sub-clatrsc ('1);

(tl) by clclcting srrb-r:latrsr: (a) and substituting therclirr the lirllorvir)g new sub-t:lattscs '

"(S) 'fhe Authority shall at k:ast once evcry trvo ycars, t'eview thc lists ttntlcr subsection

(.,t), or u,hcncvt:r nccossary in the intelcst of-pulllic ht:alth ancl sali:ty.
(r;) Any rnt>rlilir:ation ol'tlrc list o1'schc<lrrlctl strbstanccs l)rol)al't:tl ttntlcr this scction shall
lrc srrlr.jcr:t to tlrt:1tt'ot:t:tlttt't'pr'ovit.lt:c[ irr srrbsct:tion (t), (z) an<l (s)."

.Iustification: 'l'o enhancc thc Jrcri<ld <ll'rcvicw ol'thc lists of schcdulcd srttrstanccs fronr
onc ycar to two ycars and providc firr rcvicw in public intcrcst whcrc necd ariscs. 'I-<r

cnsrlrc that thc proccdrrrc sct out in thc clatrsc in thc preparation and publication of the
list of schcdtrlcd strbstances is {irllowcd r-'vcn whcn thc lists arc rnodificd.

Clausc itu

'I-IIA'I', Clatrsr: .gti o1'the Ilill bc anrcttclccl-

(a) in strb-<:laun-e (t) by
(i) clelcting thc rvorcls "tht: Linritatiorts plcscribed lry this strb-scction"

srrbstitrrting thcrclbl thc rvorrls "thc Iirllorving lirnitatiorts";

For propcr drafting. 'I'hc words "prcscribed by this sub-scction" arc

anrl

.Iustification
unnccessary.

(ii) dclt:tinu parauraph (c)

.lustification: Sr;lrctlrrlt'rl srrll.starrct:s rrst'tl in rrrirtins^, ag't'it:trltLrxr itrt<l ltortit:ttltttrc at'c trrgttlatctl

rrnclcr otltcr lau,s.

(b) by dclcting sub-clarrsr: (z) ancl substituting tltcrclirt' tlrt: ILrllou'ing ncw strb-clatrsc (2)

"(z) A I)crson rvho is in posscssion ol'a schcdrtlccl sullstancc othcnrvistt tltan irt at:t:orclanct:

u,ith thc Pro.l,isions ol'this ser:tion t:orntttits an ollirttt:t: ancl shall on t:ottviction, bc liallle ttr
a Iinc not r:xr:r:c<ling t$,o rnillion shillings or to itnpt'isontltcnt lirt'a tcl'ln ntlt cxcecclittg

tltt't:c ycat's; ol' to botlt."

.Iustification: 'I-o cnhancc thc pcnalty for the offence of possession of a schcdulcd
su[stancc contrary t<l thc provisions of thc Bill from Kshs. lO(),OOO to Kshs.2,000,000.

Clausc .3!)

'I'IIA'I', Olause 3{) ol'the llill bc arncnck:rlby clclcting sttb-clattsc (lr)anclstrbstitrrting thcrclbr t}re

Ibllorving nr:rv sttb-clatrst (5)

"(5) A lir;cnsc issrrr:cl rrntler this scction shall bc va]itl lilr- a 1tt'l'iocl o1'<lnc year, r(:ncwalllc anntrally".
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Justification: Annual cxpiry of thc liccnsc is too punitivc cspecially for pcrsons who aPPly

in thc middle of thc ycar.

Clausc ,[o

'l'IIA'l', the Rill be amended by tlelcting clausr: 4'o.

Justification: Schcdulcd substanccs used in mining, agricultttrc and horticulturc arc

rcgulated undcr othcr Iaws.

Clausc 4,1

'l'IIA'l-, Clause +t of-the Bill be amended'--
(a) in sub-clause (t) by deleting paragraphs (c) and (e);

.Iustification: Schedulcd substanccs uscd in mining, agriculturc and horticulturc are

rcgulatctl unrlcr other laws. 'l'hc National or County govcrnmcnt cannot buy schcdulcd

su-bstances on its own, it must do so through a pcrson liccnscd to do so undcr thc Bill.

(b) in sut>clause (z)by deleting paragraph (b) and (c); and

.Iustification: 'I'hc pcrsons to wh<lm a wh<llesalcr dcalcr may sell schedulcd substanccs t<t

are set out in sub-clausc (r).

(c) by delcting sub-clause (s).

.Iustification: Schedulcd substances uscd in mining, agricultttre and horticulturc arc

regulated undcr other laws.

Clause,l,2

TIIA'I-, Clause 42 of Lhe Bill lle amended---
(a) in sub-clause (r) by deleting the words "paragraph (b) of Section fi(2) appearing in

paragraph (a) and substituting therefor the rvorcls "section +t(z)(b)"; and

Justification: 'I'o corrcct thc cross rcf'crcncc as clausc'll makcs rcfcrcnce to thc writtcn
certificatc contemplatcd undcr clausc'12.

(b) in sub-clause (3) by deleting the words "three years" and substituting therefor the words
"onc year"

Justification: -I-o rcdrrce thc penalty of imprisontncnt frorn thrcc ycars to onc year as thc
samc is not commcnsuratc to thc finc of onc htrndrcd th<lttsand shillings in rclation t<l thc
offcncc of not making cntrics of salc of schedulcd substanccs in a schcdulcd substanccs

book.
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Clatrsc,trli

'l-IIA'I', Olarrsc'13 of'thc llill be att'tctrtlccl irt srrb-clatrsc (t)
(r) by clclcting thc opcning st:ntenc(: and substittttins thcrelirr the lbllorving rterv openirtg

scnteno()
"(r) A <lualilierl hcalthcarc proli:ssional rrray srrpllly or clispt:rtstt a Schecltrlccl Sttbstancc

u)iil', tlr,,rrpcrrtit: r,alrrc lbr thr: Pur'post: ol'ntcclit:al, clcrttal ot'r'etcrinat'y tt'cattncnt, as thc

caso Inay be, subjcct to thc lbllowing llrovisiotts 
rr

Justification: 'l'o rrcstrict dispcnsing of schcdulcd substances to authorizcd pcrsons.

(b) in paragral;h (b) by
(i) 

-inserting 
thc u,orcl "ancl" inrnrediatcly alier thc rvord "supplicd" appearing in strb-

paragraph (iii); and
(ii) deleting tlte word "and" appearing in strb-paragraph (ir');

.Iustification: -I'o correct a minor drafting error.
(,,) by clclt:ting paragraph (c).

.Iustification: Rcgistcrcd rnidwivcs arc incltrdcd in thc tltralificd hcalthcare profcssional
provided in thc arncndcd suFclarrsc (t).

Clausc 45

'l-IIA't', thc Ilill b<: attrcnclccl by <lclt:ting (-'latrsc'l'5 an<l sttbstittttitts therr:lirl tlte Iirllorvir)s Irew

clartst:4,5

Arrtomatic ,lS. (l) An autlroliz.t:cl sclk:r lr)ay rtsc an atttottratic tnachine to clisPense over-

rnachines. the-cottntct' schcclulcd sltllstanccs.

(z) 'fhc ALrthority shall devclop rcgtrlations on the--
(a) classcs ol'substant:cs ltcrmitted;
(b) rluantitics <;l'sullstances to bc dispenscd;
(c) rccords o1'sttbstances dispensccl;

(cl) location ol'atrtomatic tnachincs; and

(e) x:gistration ol'atrtomatic tnachines.

.Iustificatign: 'l'o pnrvidt-' filr thc usc of autornatic tnachines in dispcnsing sclcctcd

scl-rcdulcd substanccs itt an c{'lilrt ttl lcvcragc on tcchnology.

Clausc r[6

'IIIA'1, thc Ilill bc amcnderl by clcleting Clause 46 antl strbstittrting thcrclirr thc lbllowing new

claust' '1,(i

I.llt:t:txrtt it;

sale ol'hcalth
products and
tcchnologies.

,t(r. (t)'l'hc Autholity shall prcscribc guideliltos to ltrovide firr tht: t:let:tronic

srpply ancl dispensing ol'scheclulecl substanccs inclttding through e-phartnacy,

tclemeclicine, ntcclication therapy Inanagcnlent and online pharmacy.

(2)The rcgr.rlations rnade ttnder subsection (t)shall provide fbr---
(a) licenstrrc ol'c-pharmacies;
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(b) salbty ol'patients;
c) r'r:r'ification ol' thc identity and traceability of'patients;
d)'i,crilication o1' the idr:ntity and traccaltility of-prcscribers; and

c) intcglity, lcgitirrracy ancl atrthcnticity ol' presct'i

avoic[artcc ol'rrrrrltilllc ttsc ol' tltc salttt: presct'illtiotr
ptions including

(s) 'fhe clcctronic supply ancl dispcnsing ol'schecltrlcd srrbstances shall

be permitteclprovicled that the supply of'strch health products and technologies

.unfir.rr. with all requirements for the palticular health product or technology

in terms of' its schecluling status and any other re<luirements as may be

specilicd in rcgulations in relation to sttch supply or dispcnsing.

(+) In the case of-a prescription-only medicine, the requireclprescription
shall have been obtained as a result of'at lcast one physical interaction between

an authorised practitioncr and the patient r,vithin a period of' at least six

ntonths.

(5) Any ]x)r'son $'ho t:otttt'ilvCI'r(rs this scction shall bc guilty <il an

ollbncc, :rncl shall on conviction, bc liable to a Iinc not exceetling one rnillion
shilling-s, or to irnprisonntcnt lbr a tcrrn not exccecling one ycar, ol' to both.

.Iustification: I.'or propcr rcgulation of clcctronic salc of medicinc which is alrcady a global
phcnomcnon as many onlinc platf<rrrns arc sclling mcdicincs to consumcrs and to cnhancc

th" fin". in rclation to thc salc of schcdulcd substances using clectronic mcans to cnsure

that quality is guarantccd.

Ncw Clausc

TIIA-I', thc Bill be amenclecl by inserting the lirllorvin6; ncrv clause immediately after clause 40-

Dietary ,164. (t) A dietary supplement shall--
sttpplemcnts' 

(a) not contain schcd.lccl substances; ard
(b) havc a statecl ol irnpliecl thcrallctrtic pr'rU)osc

(z) Whclc a clictary supltlcmcnt t:ontains Iblic acicl, tltc rrtaxitntrm daily
rlose lbr thc clietary supplerncnt shall bc as per thc guiclelincs prescribcd by the

Iloard of thc Authority.

Justification: 'l'o providc for dictary supplements which will cnhancc thc rcgulation of
food supplcmcnts by thc Authority.

Part Vi
'1'IIA'I', thc Ilill be arnencled in the title ol'Part VI by deleting the expression "l'}All-f VI
MANLIF1c'fLlltll OI.'MLI)I(IINAL StIBS'fANCIiS" ancl substituting therelbr the expression
..PAIt't- IV MANI.]I.-AC'I'T]III.] OF' IIENI,'fII I'ITOI)[]C I'S".
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Justification: 'l'o corrcct a minor crror in numbering of thc parts of thc Bill.

Clausc 47

'l'tIA'I', Clause 4,? of'the Ilill be amendecl- -

(a) in sub-clausc (t)by deletins thc rvorcls "nrcclicinal sttltstance" and strllstituting thcrelbr

thc words "health proclttct";

.Iustificati6n: 'I'o harmonizc thc tcrms uscd in thc Ilill with thc'I-itlc of thc Ilill as proposcd
for amcndmcnt.

(b) by clelcting sub-t:laust: (z)antl substituting thcrclirl thc Iirllorvir){r I)cw strb-clatrsc (2)

"(z) L manulhctuling licence issuccl under this scction shall be valid Ibr a 1;eriocl ol'one

year, renewable ann ually."

.Iustification: -fo givc the manufacturing liccncc validity for onc year.

(c) in sub-clausc (S) by deleting the words "rnedicinal strltstancc" ancl strbstituting thercfbr
the words "health procluct;

(cl) in sub-clause (+) by deleting the words "medicinal substance" and substituting therefbr

the words "hcalth procluct";

.Iustification:'l'g harmonizc the tcrrns uscd in thc Ilill with thc't'itlc of thc Iiill as proposcd

f<rr arncndmcnt.

(c) by inscrting the fbllowing sub-clauses immediatcly alicr sub+lause (5)

"(O) 'l'hc Authority shall plescribe rcgulations sr:tting otrt conditions fbr the qtralilications

ni'1r".r,rnn"l inr,,olr.'ccl in thc ltroclrrction proocsscs ol'a health llroclttct rcgtrlatetl under this

Act.

(7) -fhe personnel qualifiecl to conduct lot release of'vaccines and batch release of'health

products shall submit their qualifications to the Authority.

(a)Any person who commits an olll'ncc under this section is on conviction,liable to a line

n,rt cx.ieding ten rnillion shillings, or to itnprisonmcnt fbr a term not exceeding ten

yeal's, or to both."

Justification: Substandard, falsified and falscly labellcd hcalth products occasion serious

public hcalth challcnges.

Clausc,lu
'l'IIA'l', Clause 4.ti ol'the llill be atncndecl

(u) lry renumbering the provision as sttb-clause (t); and

(tr) try inscrting the fbllowing new sub-clauses imrnediatcly aficr sub-clause (t)-
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"(Z) fhe Authority shall have powcr to enter and inspect mantrfhcturing premises to

con6r'm cornpliance with prescribed good manulhctut'ing practices and isstte a certificate

of compliance in the prescribed lbrmat upon payment of prescribed lbes.

(S) l-he Cabinet Secretaly shall make regulations fbr the better carrying out ol'the provisions of'

this section.

(,r,) Without prejudice to the generality of'subsection (S), the Authority shall mahe

regulations on--
(a) revocation and suspension of'manufacturing licences;
(b) lvithdrarval ol'revocation of manufhcturing licences trpon rcquest; and

(c) transler of' t-nantrlhcttrring liccnces'"

Justification: 'I'o givc the Authority powcr cnftrrcc compliancc with good manufacturing
practices as rccommendcd by WIIO which will in turn cncourage continuous imprt)vcmcnt
of internal quality contr<ll systcms and production pr<lccsscs by manufacturers.

PAR-I'VII
'I'IIA'I', the Ilill be arnenclcrl in thc title ol'l)art VII by delcting the exprr'.ssion "l']AIl-['VII" ancl

substituting therelbr the expression "I'AIl'f VI".

Justification: -fo corrcct a minor crror in numbcring of thc parts of thc Itill.

Clause 5l
'l'IIA'I', the Bill be amended by inserting the lbllorving new clauses immediately after clause 51--

Infbrmation
that is requircd
to be displaycd
on the pack.

514. A person dealing in a therapeutic cosmetic shall indicate--

(a) the conllnon name of'the thel'apctrtic t;osmetic;

(b) thc nct weight;
(c) all tltc cosrrrctic ingrcclients in thc orck:r of'prolninence llut not

including Ilavortrs or fi'agrances;
(d) the narne and a<ldress ol'ntanttlhcttrrer ol'the the rapeutic cosmetic;

(c) a u,'alning statetncnt; ancl

(1) a statenrent that the therapcutic cosmetic is capable of'curing or
treating any diseasc or medical condition.

Justification: 'l'o cnhancc transparcncy on the ingrcdicnts used

in thcrapcutic cosmctics in linc with the Good Manufacturing
Practiccs

Mantr{hcturing
of cosmetics.

5lB. (r) 'fhe Cabinet Sccretary shall makc regulations lirr the eflbctivt:

implcrnentation of' this section.

(z) 'l'hc rcgtrlations madc trnclet'strbsection (t) may---
(a) re<lrrire rrtanttlhcttlt'crs ol' r;osmctics to

Arrtholity; and
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(ll) irrrltost: r't'strit:tions, r'c<lrrixrtx)I)ts ol' otltct' t:tttttlitiolts ott
pranrrf'irr:turcl's ol'cosrnctics, i1'suclr rcstt'ictions, t't'<1ttil't:t'ttt:ttts

or c<lnclitior)s al'c n('c(:ssal'y to llrottlct llrtblic health.

.Iustification: 'lo cnhance transparency on thc ingrcdicnts usecl in therapeLrtic costnt:tics in line

rvith thc (ioorl Manulircttrring Pt'acticcs

Clausc 52

'fIIA-l-, Clause li"2 of the Ilill be amenclecl by dcleting thc rvords "Itat'e a therapcutic efli:ct or

valuc" and substituting thcrclirr thc wolcls "trcat, cliagnose ol' prevent disease, or allbct thc

stnrctrrrc or litnctiotts <tl'thc bocly".

.Itrstification: Usirrg thc tcrrn "thr:rapcutic cosnrctic" alrcacly indicatcs that thc costnctic

has thcrapcrrtic c{It-'ct hencc thcrc is tr<l rlccd to restatc thr: sarne.

Clausc 5,1.

'I'lIA'l', (llarrst: 5'1.o1'thc llill b<: arttt:rrt.lctl by
(a) ctr:k:ting sub-t:larrsr: (s) anrl srrbstittrting tltct'elirt'thc lbllorvirlg ncw strb-clausc (.3)

"(S) Any pcrson rvho rnanulhcturcs, sclls, sullplics, itrtltorts or cxpol'ts a tltcralletttic
cirsmetil rvhich contains a prohibitctl ingredicnt comruits an ollence ancl, on coltvit:tion,

shall [c lialtlc to a linc not exceecling onc million shillings, or to irnltrisonmcl)t for a tcrm
n<lt r:xt:t:c<ling tlvtt years, or to lloth."

.Iustification: 'I'o providc lirr a pcnalty for thc offcncc <lf manufacturing or sclling
therapctrtic cosmctics that contain prohibitcd ingrcdicnts.

(lt) inscrting thc Ibllor,r,ing nt:rv strb-t:latts<: ittuttc<liatcly alicl strb-clatrsc (3)

"( l,) 'l'ltc Arrtlrolity shall rrrakt: r'r'gtrlations crctttlltirtg (i'ottt any l;r[rt:lling t'ctlttirt'ttlcltt ol'

tiris l,art, thcrallr:rrtit: t:osrrxrtir:s u'hir;lr;tt't', in at:t:ort[itttct'rvith thtl pt'at:tit:c ol'tltt: tt'aclc,

tcl bc ltror:cssccl, labclk:rl, or repachccl in substatttial tltrantities at cstaltlisltmr:nts otlter

t[an those rv]rere originally proccsscd or pitckt:cl, otr con<.lititttt that sttt:h t:osntctit:s at'c

1ot aclultr:ratccl or misbranclt:rl unrlcr the provisions ol-this I)itl't ttlton t'cttloval llunr sttch

pttr:t:ss in g, labclli ng or t-cpat;hittg cstablishrlrcllt"'

.Iustification: 'I'o allow fbr thc rnaking of rcgulations on ttsc of prohibitcd ingrcdicnts in
rclation to thcrapcutic cosmctics.

I'AR'I'VIII
'fIIA'I, thc Ilill [c arnt:nrlerl in t]rc titlc ol'l)art VIII by tlclcting t]rc t:xprcssion "l'AIl'I'VIII" ancl

strbstitrrting thcrclirr tlte ttxprcssion "I']AIi'l' VII"'

.Iustificatir)nr '['o correct a minor crror in numbering of thc parts of the I]ill.
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Clause 55

TIIA'l', Clause bb of the Bill be amended in sub-clause (t) by inserting the words ", in-vitro

cliagnostics medical der,,ices register" immediatcly afier the rvot'ds "human medical devices

register".

Justification: 'I'o makc provision firr in-vitro diagnostics.

Clausc 56

'l'IIA'I', Clause 5O ol'thr: Ilill lrt: antcnclccl in srrb+latrsc (l) by inscrting thc u'ords "lalsilictl,

Ihlscly-la[cllcd or countcllt:itcrl" irnnrcrliatcly alicr tltc u,ot'cl "sttbstantlal'cl" a1;pcaring in

paragraph (c).

Justification: To incorporate intcrnationally accepted terminol<lgy.

Clausc 58

TIIA'I', Clause 58 ol'the llill be anrcndcd--'
(a) in sub-clause (z) by inserting the words "in accordance with the most recent World I-Iealth

Organization's prescribed guiclelines on good manufactut'ing practice" immediately after

the rvord "Authority";

Justification: 'I'his will enablc thc country to comply with WIIO standards on

manufacturing.

(b) by inserting the fbllorving new sub-clauses irnrlcdiately aller sub-clatrsc (e) - -

"(S)'fhc Authority shall leccivr: lionr thc Kenya Nuclear lLcgrrlatory Atrthority establi.shcd

tuncler.the Nuclear Ilegulatoly At;t, cloc:rrmcntcd er,'i<.lcncr: ol'I'acliation reqtril'ed to enable a

meclical device pcrlbrnr its thcralteutic and diagnostic lirrtctions and the intended purposc

of'the device, lor issuance of'a registration certilicate lbr a medical device.

(+) An importer, clistributor or dealer shall establish and implement documcntecl

froccdures Ibr the maintenance of'irnportation or distribution records and shall maintain

an impoltation or distribution recorcl ol- each mcdical device to lte srrbrnitted to thc

Authority."

Justification:'I'o allow thc Authority to consult and rcceivc advicc from thc Kcnya Nuclcar
Rcgulat<lry Authority that cxcrcises rcgulatory control over nuclear and radioactivc
maicrials and facilitics undcr scction o(c)(i) of thc Nuclcar Itcgulatory Act, No. 29 <>f z<lttl.
'[-o rc<1uirc importcrs, distributors or dc.alers t<l kecp rccords of mcdical dcviccs submitted
to thc Authority.

Clausc 59

'I'IIA'I', Clause 5St ol'the Bill be arnenderl in sub-clause (r)by inscrting the rvorcls "unregistcrccl

establishrnents filr meclical dcvices ancl" imnrcdiately aficl the rvord "under".
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.Ilstification:'I'o providc for thc rcgistration of cstablishmcnts f<rr mcdical dcviccs by thc

Authority.

Ncw Clausc

'I'IIA'f, the llill bt: arnr:nclccl by inscrting tht: lirllorvirrg nt:rv t:litttsc itntrtt:cliatcly alicr clattsc 5S)

llcgistration ol' 594. (t) z\n applit:ation Iirl rcgistration ol'a tttcdical clcr''iccs cstablishntcnt

rnJical cleviccs shall be subrnittcrl to thc Atrthority in thc ltrescribccl lirt'tnat ancl shall be

establishrnent. acconrpanicd by the prescribecl lbes.

(e) An importr:r, distri[trtor or dealcr will cstablish a system ol'

notilication ol'licl<l sali:ty cot'r<:ctive action ancl shall notify the Atrthority
ol'strch sYstcnr'

(s) Wherc thc Atrthority is satisliccl that the application utrder

subsection (t) mcets the prcscribecl le<luirements, thc l)ircctor-(iencral
shall issue a registration certifit;ate lirr the medical devices cstablishrnent in

thc prr:st;l'ibccl Ibrrnat.

( t,) z\ rncrlit:al rlt'r,iccs t'stalllishnrt'rtt t'cgistratiort ct:rtilicatt: rrnclt:r tltis

sgcti<-lrr shall ltt: r,alir[ (irr a ltct'iocl ol'ottt: ycal', l'oncwa[tlc antttrally rrport

apltlication in acr;oxlancc lvith thc plcscrillctl contlitions.

(S) 'I'h<: registration ccrtilicatc fbr rnanrrfhcturcrs shall be valid fbr'

Iivc yeat's lbllou'ing a sttcccsslirl rcinspct:tion.

(t;) 'l'hc z\rrtlrority rnay rc{irsc to issrrc a ttrcdit:al clt:r'it:cs cstablishtncnt
rcgistraticlrt ccrtilicatt: rvltcrt:

(u) an apltlicant has rnacle a lalsc or urislcacling staternent in the

application;
(b) the Authority has reasonablc grounds to believc that issuing thc

rnedical clcvices establishmcrtt rcgistlation certilicate will
constitute a rish to th<: hcalth or sali:ty of'ltatients, users or othe r

I)crsons; ol'
(c) an applicant has lhilcrl to rncct thc prescribccl conclitions lirr

tnedical clttvict:s establ is hrncrtt rt:gis t ratio n.

(;) Whr:re thc Arrthority clocs l)ot isst"tt: a tllt:tlit:al clel'it:t:s

t'sta[[ishnrt'nt rcgistrzrtion ccrtilicatc tttt<lt:r strltst't:tiott (t;), thc Atrthority
shall

(a) notily thc altplicant irr rvritintr ol'thc l'easolts lirr t'clirsing thc
lcgistl'ation <ll' tltc establishrrrt:tlt; ancl

(b) gir.'e thc applicant an opportrrnity to t'esportd to thc
Authority ancl provicle relcvant clocutnentation or cviclence

in sttl;port of'the application.

(s) Altcl thc issuancc ol' a rneclical clevices cstaltlislttncnt

r.cgistration <;crtilicatc, whcre thet'e is a changc to any ol'the inlbrrnation

submittr:cl at the tirne ol'application, thc holder ol'the rcgistlation certilicatc

shall submit the new infbrmation to thc Authority rvithin ten working days

o1'the changc.
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Justification: 'l'o makc provision for the rcgistration of cstablishments for medical

deviccs.

NEW I'AIT'I'
'l-IIA-I', the Ilill be amended by inscrting thc fbllowing new I)art immediately alier thc ncw

clause 594 --

PART VII I-I'IIE NA'I'IONAI, I'I IARMACOVIG ILANCE SYSTEM

Pharmacovigilance. 59I!. (r) -fhe Authority shall establish a National Pharmacovigilance

Centre which shall set up and manage the national pharnracovigilance
and post rnarkcting surveillance system.

(z) The Centre established under subsection (1) shall receive and

rnaintain all relevant information about suspected adverse drttg rcactions

ancl aclvcrsc cvcnts to health procltrcts or technologies rvhich have bcen

authoriz.crl by thc Authority.

(3) fhc Author.ity shall conduct both passive surveillance and

active surveillancc ol'hcalth products and tcchnologies.

(l) 'l-hc Author.ity shall carry out 1;harmacovigilance atrdits ancl

inspcctions in ortk-'r' to cnsrrrc cornpliant;e rvith good 1;ltal'rnacovigilance
practiccs and the ltrcsc rilte<1 t't'-<1 tt i I'crltctt ts'

(5) All entities responsible fbr placing a hcalth prodtrct or
technology in the marltet shall establish and maintain a

pharmacovigilance system Ibr managing safbty information ol'health
products and technologies.

(O) 1'hc entities refbrr.ed to in subsection (5) shall submit safbty

infbrmatiort to thc Authority in the prescribed lnanner.

(z) The consumers, general public and health care profbssionals
shall report adverse reactions and adverse events to thc Authority in the

prcscribed Inanner.

Justification:'I'o anchor thc rolc of thc Authority in thc rcgulation of pharmacovigilance
in thc country.

I'AR'T XI
'l'IIA'I-, thc Ilill be arnencled in the title ol'I)art XI by deleting the cxpression "PAII'f XI" and

substituting thelelbr the cxprcssion "I'AIl-f IX".

Justification: 'I-o corrcct a minor crror in numbcring of the parts of thc Bill.

Clausc 60

'1'IIA'I- the Ilill be amcnded by dek:ting Clause 60 and substituting therefirl the following new

clause 60' -

44



l'lstabl isltrncn t
of' the National

Quality Contlol
Laboratory.

60. (l) 'l'hcrc is cstablishccl thc National Quality Oontrol Laboratot'y ol'thc
Authority rvhich shall be used as a lircility fbr

(a) the exarnination ancl testing of'health products and techrtologies

incltr<.ting yacr;ines anrl bi<>pharrnaccttticals ancl any material or
srrbstant:t'li'onr ol u'ith u,hir;lr antI tht: II)aI)Ilel'in wltich tlt'trgs

rnay bc nrantrlirr:trrrcrl, prot:r'sst'rI ot' tt't:atccl atttl tttrstrritrg thc
tprality t:otttt'ol ol'<[t'trgs arttl Ittctlicirtal strllstant:cs;

(b) pcrfirrrning chernical, biological, bio-chcnrical, physiological and

ltharnrat;olclgical analysis antl othcr pharttraccutical t:r'alttatiotr;

(c) tcstine, on behall'ol' thc ()ovcrnnr<:nt, ol'locally ntanttlht:tttrtrl
anrI inrpoltc<[ hcalth procltrr:ts arttI tct:]tttologics irt thc Kcnyan

nrarltet ltrior to rnarhcting autlrorization, t't:tlistribtrtiott ancl

post-distribution;
(d) Iield testing of'regulated proclucts using screcning tcchniqtres;

(c) providing tcchnical support to local rnanulhctlu'ers atrd btrilding
their capacity in tnattcrs pcrtainirtg to quality t:ontrol ol'
rcgtrlatecl ltrodtu:ts through on site antl ol]'sitr: training and

lalloratory assessttr{lttts;
(l) conducting invr:stigations into thc rlrrality and safi:ty stattts ol'

regulzrtcd ltrocltrcts dcvcloping ancl aclnrinistering a data ltank on

rltrality zlssrlrancc o1'all hcalth 1>roclttcts ancl tcchnologies and

ecncrating st:iclrtilic r:r'i<lcnr:c anrl t'cpot'ts on thc tltrality antl

salirty stattls tll' tht' t't:gistct't'tl llt'otltrt'ts;
(u) t:1lltltrctinu lcst'art:lr anrl trairtirtg arr<l ptovitline lrigh tlrrality

analytir:s anrl cxpcrt hnou'lt'tlgc irt the arcas ol'nrctlicinal

1tt'oclucts ancl actil'c llhartnaccttti<:al ingrcdietrts; an<l

(h) dr:r'cloping and aclrninistcring a clata batrh olt qtrality assurancc

ott l;chall' <-rl' thc Attthority.

(z) 'I'hc National Qtrality Control Laboratory shall bc the qtrality
control laboratory o1'lrr:alth procltrcts ancl tct:htrologics lbr the Authority.

(g) -l'he Iloard of'the Authority shall appoint a I)ilector, Natiopal

Quality Control Laboratory who shall I>c rcspottsible to the Atrthority lbr
the clay to clay managemelrt ol'thc National Qtrality Control Lalloratory.

(.+) 'I-hc l)irector. National Qrrality Oontrol Laboratory shall hold

ollicc on srrch terrns ancl conrlitions ol'st:rvit:e as may lle sltcciliccl in the

instruttrcttt o1'apltointttrcnt by thc Iloartl ol'tltc Atrtholity'

(S) 'l'hc l)ircctor. National Qrrality (lontrol Laboratory shall bc a

r-cgisten:cl pharuracist antl shall ])ossess a Mastct"s tlcgt'cc in it sciertct:

xrlatctl Ijt:ltl Iiurrr a t't't:os^ttiz.ctI trnivt't'sity.

(r;) 'l'he l)irccror ol'tlrc National Quality (lontrol Lalroratory shall

(a) ovr:rscc antl coorrlinatc all opcrations attcl acltninistration ol'

thc National Qtrality Clontrol Laboratory ancl providc
tcchnical gtridancc on tluality control;
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, (b) ensure timely quality control testing of all sarnples in

confbrmity with national and international standards;

(c) co-orclinate and supervise the activities ol' the National

Quality Control Laboratory including stafil
(d) collabolate rvith other laboratories, regtrlatory and law

enlbrccment agencies, manulacturers of'pharmaceutical and

other health products to ensure quality in health products
and technologies;

(e) handle appeals on test results;
(f) where the Iaboratoly lachs capacity, subcontract laboratory

tt'sting sct'r'iccs;
(g) aclvice the Authority on tnatters of' testing and quality

control over health products and technologies; and

(h) perform any other duties assigned by the Atrthority Irom
titttc to tirtte.

(;) 'l-hc lirncls to bc usctl {br thc nranagcrncnt o1'the Laboratory shall-

il I:,:J# iilffir;,x ff i, :; i,Til.l,:' Jil.;i, ll:1 i ;:' 
a n cr a,o * io n o I

(s) Subject to subsection (z), monies €Jenerated by the Laboratory in

the course of' the performance of its functions under this section shall be

solely expended on thc Laboratory.

.Iustification:'l'he NQCL, hcadcd by a I)ircctor appointcd by thc Authority, to bccomc a

rcgulatory laboratory of thc Authority as recommcndcd by the WIIO so that the country
can achicve Maturity Lcvcl 3. '-fo ringfcncc monics for thc Laboratory such that monies

gcncratcd by the Laboratory shall bc solcly cxpcnded on the Laboratory and thc Authority
ought to givc a portion of thc monics appropriatcd to it by I'arliamcnt to thc Laboratory.

Clausc 6l
'1-IIA'I', ClaLrse 6l of'thc Ilill be amended in strb-clause (l) by delcting the worcls "Director-

General" and substituting therefor the words "Director of' the National Quality Control
Laboratory".

Justification: F'or compliancc with WIIO guidelincs which rcquires that a ccrtificate of
analysis should bc issucd by a pcrson capablc of cnsuring thc authcnticity of the test
samplcs.

I'AR'I'XII
'fIIA'I', the Ilill be amencled in the title ol'l)alt XII by deleting the cxprcssion "l']AR'f XII" ancl

substituting thelefttt' thc exltt'r:ssion "[']AIl'l' X".
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.Iustificatign:'['o corrcct a rninor crror in ntrmtrcring of thc parts ol'the ltill.

Clausc 63

'I'IIA'l', Clatrsc t;.9 ol'thc Ilill bc antcnded

(a) in strb-clausc (f )by rlclcting the rvorcls "tnctlicinc, clt'rrg, altpliancc or artick:" wht:rever they

apl)car ancl srrllstituting thclclbr the u'ortls "health proclttct or tcchnologJ"; and

.Iustification: 'I'o harmonizc thc tcrms uscd in thc Bill with thc'I'itlc of thc tsill as proposcd

firr arncndmcnt.

(lt) in srrll-t:larrsc (2) lry inscrting tlrc rvol'rls "or cttt'ollc<[ 1;]tat'tnat:ctttical tt't:lttl<llouists"

irrrrncrIiatcly alicr tlrr: rvrlrrl "pharrttitt:ists" itpltcitt'ittg irr pat'it11-r'a1lh (tl).

.Ilstification:'l'o includc cnrollcd llharlnaccutical tcchnologists as part ol'persons who arc

covercd undcr thc providcd dcfcncc in rclation to offcnces as rcgards prohibition of
advertiscmcnts on discascs listcd in thc Sixth Schedulc.

Clausc 6,1,

'l'IIA'l', Clause 6',! ol'the llill be anrendcd by deleting the wot'ds "a medicine, dt'ug, appliance or

ar.ticlc" rvhelever it appcars ancl strbstituting therelbr thc rvords "hcalth product or tcchnology".

.Ilstification: 'I'o harmonizc thc tcrms uscd in the Bill with thc'I'itlc of thc Bill as proposcd

for amcndmcnt.

Clausc 65

'I-IIA.I', (llatrsc 65 ol'thc Ilill be arnt:trcled

(a) in parag-raph (a) by
(i) clclctinu tltc tvot'tls "or siltrilitt'at'tit:lt"'; arr<[

(ii) clclcting tltc u'ortl "t:xtt'avagant,".

.Iustifi cation:'I'o cnsurc obj ectivity.

(b) in paragral;h (b) by delcting thc rvorcl "an article" attd substittrting therelirr thc rvorcls "hcalth

proclrrct or tcchnology".

.Iustificati6n: 'I'g harrnonize the tcrms trscd in thc Bill with thc'I'itlc of thc Bill as proposed

frrr amcndmcnt.

Clausc 66

'I'IIA'I', (llattsc (i(i ol'thc Ilill bt: atrtctttlctl
(a) in strb-t:larrsc (t )

(i) [y clcleting t]re u,orcls "tlnrg, apltlianr:c ot' articlc" rv]tcrt:r'r:r tlley appear in llaragraph
(ri) anrl srrbstitrrting thcrclbr tlrc lvorcls "health llrodtrt:t ot'tt:t:ltIrologY"; an<l
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(ii) by deleting the rvorcls "dnrg, appliance or article" appearing in paragraph (b) and' 
substituting thcrefbr the words "health product or technology";

Justification: 'l'o harmonizc thc tcrms uscd in thc Bill with thc'l-itlc of thc Ilill as proposcd

for amcndmcnt.

(b) in sub-clause (.g) by--
(i) renumllering the provision as clattse (z); and

iii; fry inserting thc ivorcls ", cnx>llcrl pharmacr:utical technologists" irnmecliately alter

thc rvot'tl "phartttacists" appcaritrg' in palagraph (ii)

.Iustilicati<)n:'I'o inclrrdc cnrollcd pharmacctrtical tcchnologists as part of pcrsons who arc

covcrcd undcr thc providcd dcf'encc in relation to offcnccs as rcgards prohibition of
a<Ivertiscmcnts on abortion and falsc or mislcading advcrtiscmcnts.

Clausc 67

'I'IIA'I. Clause o7 of the Ilill be amcndetl
(r) by deleting the worcl "articles" appearing in the marginal note and substittrting therelbr the

words "health products and technologies";
(b) by cleleting sub-clause (r) and substituting the lbllowing new sub-clause (t)-

"(f) Sub.iect to this Act, a pelson shall not scll by retail a health proclttct or technology

consisting of-or corrrprising a substancc rccornrllcn(lcd as a tttcrlicine ttnlcss thctr: is wt'itten

so as to ltc clearly lcgible on the health product or tcchnology or on a lallel allixed thercto,

or if'the health piodict or technology is sold or strltplied in more than one container, on the

inner container or on a labcl alllxed thelcto
(a) thc appropriatc dcsignation ol'the strbstant:r: s() recomrncndr:d or of'cach ol'

thc ac:tivc constituents, ol ol'cach ol'thc ingrcclir:nts ll.ortl rvhich it has becn

coltrpottndcd; zrncl

(b) in a case whcre the approl;r'iatc designation of' each ol' the activc
constituents or ingredie nts is written, the appropriate quantitative
particulars of-the constituents or ingredients; provided that this subsection

shall not apply to a health product or technology made up and supplied lbr
the use of- a particttlar 1;erson, lteing an articlc prcscribecl by relbrence to
the neecls ol'that person."

(c) in sub-clause (z) by dcleting the rvord "articlc" wherever it appears in thr: deflnition of'
"appropriate quantitative particulars" and substituting there{br the words "health procluct or

technology";

.Iustificatign: 'l'o harmonizc thc tcrms uscd in thc Bill with thc'fitlc of thc Bill as proposcd
for amcndment.

(d) in sub-clausc (3) by
(i) clcleting the word "an articlc" appcaring in sub-clause (.1) ancl strbstituting thcrelbr

the wor<ls "a hcalth ltroclttct or technology";

Justificatign: 'I-6 harm6nizc thc terms uscd in thc Bill with thc'I-itlc of the Bill as pr<lposcd

for amcndmcnt.
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(ii) rk:lctine tltc u,oxls "trvo Itrrrrrlrt:<l tltotrsartcl" allltcat'itttr in ltaragraplt (a) antl

srrbstitrrting thcrttlirr tltc rvot'tls "tlrtt' tttiIIiott";
(iii) dr:lcting thc rvorrls "tlrrcc htrnrlrc<[ tltotrsattc[" a1tltt'itrirrg irt pitl'agl'aph (b) and

strbstitrrting tltct'clirr tltt:'nvorcls "tlvo rltilIion"

.Iustification:'I-o makc thc fincs payablc commensurate to thc offcnccs rclating to labcling
of hcalth products and tcchnologics containing rncdicinc.

Clausc 6tl

'fIIA'I', the Ilill be amcntled by dclcting Clatrse (;il.

.Iustification: It is prcfcrable to makc provision for valid cxcrnptions through rcgulations
as opposcd to providing dcf-cnccs firr olfcnccs rclating to labcling of mcdicincs.

Clausc 69

'I'IIA'I', (llausc 6S) ol'tlrt: Ilill be atncnclt:tl by
(a) rlt'lt'tine tlru rvor'<l "irltit:lt"'arrrl srrbstittrting'tlrt'r't'lirr tht'u'ot'<ls "hcalth 1lt'otlttt:t ol'

tct:lrrroloQy"; arrtI

(b) <tclt'ting thc rvorr[ ";rlticlcs" anrI srrbstitrrting' tlrt'rtlirr tlrt' u'ot'tls "lrealtlt pt'otltrt;ts antl

tct:hnologics".

.Iustification: 'I-o harmonizc thc tcrrns used in thc Ilill with the'I'itlc of thc Itill as proposcd
for amendmcnt.

PAR'I'XIII
'I'IIA'I', thc Ilill be amenclctl in thc title to I'}art XIII by deleting tht: exprcssion "l'AltI'XIII"
and substittrting therefirr thc expression "l'Alt'f XI".

.Iustification: 'I'o corrcct a rninor crror in numbering of thc parts of thc ltill.

Clausc 7l

1'IIA'l', (llausc 71 o1'tht'llill bt: anrcntlt:cl

(a) in thc rrrarginal n<ltc Ily rlt:k'ting tlrc rvot'cls "rrrctli<:ittt:s ot' tttt:<lit:al tlcvit:t:s" antl

srrbstitrrting thcrr,Iilr tltt: rv<lxls "lrcaltlr protltrt'ts ittt<l tt:t:ltttoltlgics"; alttl

(ll) in srrlt-r:larrsc (r) by clclr:ting tlrc rvorcls "or ltorttoctlltathic ttredit:int:, llrt'1lat'ittiort or
rleclical clevicc" and srrbstituting thcrt:fi>r thc rvortls "hcalth proclttt;ts antl technologies".

.Iustification: 'I'o harmonizc the tcrms uscd in thc Ilill with thc'I-itlc of the Bill as proposcd
firr amcndmcnt.

Clausc 72

'l'IIA'l', Clatrse i2 ol'Lhe Rill be antencled- --

(a) in the marginal notc by dcleting the rv

substituting therelilr thc rvords "hcalth protl
ords "nrcclicine or tnctlical deviccs" ancl

trr:ts ancl tr:t:hnologies";
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Justification:'f1; harmonizc thc tcrms uscd in the Iiill with the'l'itle of the tsill as proposcd

for amcndmcnt.

(lt) in sub-clarrsr: (r)by insr:r'ting thc u'ortls "irrcltrcling a hcaltlt pt'otltrct anrl tct;hrtology firr'

crlrcl'gelrcy ttsc" itttttt<'tliatt:ly alicl thc wot'cl "tccltnology"; ancl

Justificatign: 'I'o makc provision for supply of hcalth products and tcchnologics during
cmergcncy situations.

(c) in sub-clause (s) by deleting thc rvords "rnedicine or rneclical clevice product" ancl

substituting therelbr the rvorcls "health prorluct or tcchnology".

Justification: 'l'o harmonizc the tcrms uscd in thc Bill with thc'I'itlc of thc Bill as proposcd

for amcndment.

Clausc 73

'l-IIA'I', Clatrsc 73 of'the Ilill bc amended- -
(a) in the marginal note by cleleting the rvorcl "goocls" and substituting therelbr the words

"hcalth prodtrcts and tcchnolosics".
(ll) in sub-clausc (r) by clclcting tlrt: u,orrls "tlt'us, articlc" rvltt:rcvct'thcy apllcat'ancl

srrltstittrting thcrclirr tlrr: u,olcls "lrcaltlt pt'otltr<;t ot' tct:httology";
(c) in srrb-clari.e (Z) by rlclcting thc s,or.tls "clrrrg ol' itt'ticlc" u'hct'tlvcr thcy aplrcar atrtl

sultstituting therclirr thc worcls "hcalth prodtrct or tecltnology";
(cl) in sub-clause (S) by delcting the words "drug or article" and substituting therefor the

words "health product or technologY"; and

(e) in sub-clause (+) by deleting the worcls "drug or article" and substituting therefbr the

rvords "hcalth pt'odLrct or technology".

.Iustification:'l-o harmonize the terms uscd in thc Bill with thc'I'itlc of thc Bill as proposcd
frrr amcndment.

Clausc 7tt

'l'IIA'I', (llatrsc TU of'thc Ilill bc arnenclecl in sub-clause (r) by insertittg thc worcls "or cnrollccl

ltharrtraccrrtical technologist" iurrnc<liately alicr tht: rvor<ls "l'r:gistt:rttl l;ltartrtacist" allpeal'ing in

paragraph (b).

.Iustification: '[-o provide frrr thc application of penal sanctions to enrolled pharmaccutical
technologists as rcgards body corporatcs.

Clausc 79

'I'IIA'l', the Ilill be amcnded by delcting Clausc 7{) attd substittrting the lbllorving new clattsc

79 --

50



Inspcctiott ancl

vcrillcation ol
health
prodrrcts antl
tcchnologics at
thc ports ol
cntry.

29. (l) A pcrson rvho irnltorts a hcalth pt'otluct or tct:ltnology shall notily thc

inspectors of'thc Atrthority at thc ports ol'entry to condttct pre-clearancc

inspcction ancl vcriltcation.

(z) Any p('l'sor) rvho inrl>orts a hcalth proclttt;t <tr tct;ltttoloey antl t;atrscs it
to lrc xrlr:ast:rl to tlrt'rrrarkct u'itltortt atttlrot'iz.atiott tttt<lcr srtllst:tttiott (t)slrall
lr gtrilty ol'arr t>llirtrt:c.

(s) Any l)cl'soll rvlr<l conrrnits an ol]i:ttcc ttnclct' this scctittrt is ttllott

conviction, liablc to a Iinc not cxt:ct:dittg ortt: nrillion shillings, ol' to

imprisonntent lbr a tertrt ttot exct:r:cling tw<l years, or to btlth.

.lustification: Clausc 79 bc dclctcd as the futtction of irlspcction of animals intcndcd for
slaughtcr is outsidc thc rcgulatory purview of thc Authority.

'I'hc new clausc on inspcction and verification of hcalth products and tcchnologics at thc
ports of entry cnables thc Authority to cnf<rrcc compliancc with thc prcscribed standards

of quality, rut"ty and cfficacy of hcalth products and tcchnttlogics bcf<rrc rclcasc at thc
p,r.i" of cntry so as to prcvent conccalmcnt, misdcclaration, divcrsion and cross bordcr
srntrggling of hcalth prodtrcts and tcchnologics.

Clarrsc UO

'fIIA'I', Ol:trrsc I'i(l ol'tht' llill bc itrtrt'ttclctl

(a) by clcleting tlrc u,ortls "artir:le" arrrl "artit:lcs" u'lttrt:r,cr thcy al)peal'antl strbstittrting-

tltcrglirr the tvords "hcalth llro<ltrt;t or tcclttrology" antl "he alth pl'oc[ttcts attcl

tcchnologies" rcspcctivcly in sttb-t:lattse (6), (i), (tr)'(e)'(to)'(t t)and (tz).

.Iustificatign: 'l'o harmonizc thc tcrms uscd in thc Ilill with thc'I'itlc of thc Ilill as proposcd
frrr amcndmcnt.

(b) in sub-t:lausc (t)by
(i) cleletirrg the rvorcl "article" wherevt:r it altpears and strbstittrting therelbr thc

worcls "health product or tcchnologY"; ancl

.Iustificati6n: 'I'o harmonizc thc tcrms uscd in thc Ilill with the'l'itlc of thc Bill as proposcd

frrr amcndmcnt.
(ii) insct.ting the rvortls "ol any othcl vcsst:l" itntttccliatcly altct' thc rvorcl "r'chiclc"

appcaring in paragraph (b).

Justification:'['o cxpand the scopc to includc all othcr mcans ol'cottvcying hcalth products

and technologics.

Clausc tt I

'I'IIA'I', thr: Ilill bc antcndecl by dclcting Clatrse il I
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Justification: 'l'hc clause infringcs on thc excrcisc of thc functions of thc Authority
c<lntrary t<l thc rccommcndation of thc World Ilcalth Organization.

Clausc 82

TIIAT, the Bill be amended by deleting Clause 82.

Justification: Rcgulation is a function of National Govcrnment undcr the F-ourth Schedulc

to the Constitution.

Clausc U3

'I-IIA'I', the Rill be amended by delcting Clause 83.

.Iustification: 'I'hc clatrsc infringcs on thc cxcrcisc of thc functions of thc Authority
contrary to thc rccolnmendati<ln of'thc World Ilcalth Organization.

Clausc tl5

'I'IIA'I', Clagse 85 of'the Bill be amended by deleting the word "articlc" wherever it appears and

and substituting therefbr the worcls "health prodtrct or technology".

Justification: -I'o harmonizc thc tcrms uscd in thc Bill with the -I'itlc of thc tsill as propo.scd

for amcndmcnt.

Clause 86

'1'IIA'I', Clause ti6 ol-thc Ilill bc arncndecl in strb-clause (t) by dclcting paragraph (b) and

substituting thercfor thr: Ibllowinll ncw paragraph (b)

"(b) in the case o1'a srrbse<1uent offcncc, to a llne not exceecling onc million shillings, or to
inrprisonment lbr a tet'rn not excecding two ycal's, t>r to lloth".

.Iustification: 'I'o makc cnhancc thc gcncral pcnalty for <lff'enccs committed in rclation to
this Bill and to make thc fincs payablc conlnlcnsuratc to thc imprisonmcnt tcrms.

Clause U7

'fIIA'I', Clause 87 of.the Bill be amended in sul>clause (t) by deleting the rvord "article" rvherever

it appears ancl substituting therelbr the rvorcls "hcalth procluct or technology" in paragraph (c)

.Iustification: 'l-o harmonizc thc terms uscd in thc Bill with thc'fitlc of thc tsill as proposcd

for amcndment.

I'AIT'I- XIV
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'I'IIA'I', t5c llill 5c anrspclcrl in thc titlc ol'l'art XIV by clcleting thc cxprcssion "l']All-l- XIV" ancl

srrbstittrting thct'clbr tltc t:xpt't:ssiorr "l'All'l' XI [".

.Iustificatign: 'I'o corrcct a minor crror in numbcring of thc parts of thc Ilill.

Clausc tlu

'I'IIA'I', Clause ufl ol'thc llill bc arncnck:clby clcletingparaglaph (a) and strbstittrting therelbr thc

lbllowing ncw l)aragraph (a) -

"(a) such rnonics as rnay bc altpropriatccl lly the National Asscrnbly lbr the purpos(:s o1'the

ALrthority".

.Ilstifrcation: I.'rlr propcr drafting antl consistcncy in thc wording trscd in thc Stattrtc Ilook.

Clausc 9l
'l'IIA'I', Cllausc 9l of'thc Ilill bc amcnclccl by delcting thc rvorcls "Kcnya National Atrclit Oliicc"

lvhcrcr,(:r thcy alDear anrl strltstituting tht'rclbr tht: rvtlrcls "Atr<litor-()cnt-'ral".

.Irrstificati<ln: I.'or propcr rc{'crcncc to thc Auditor-Ocncral as dcsignatcd undcr l\rticlc 221)

of thc Cgpstitution and which is thc succcssor of thc Kcnya National Audit Ofticc'

PAR'I'XV
'IIIA'I', the Ilill bc anrcnrkrcl in the titk: o1'Part XV by tlcleting thc cxprcssion "l'>All'i'XV" ancl

s rrbs tittrti ltg thcrclbr tltt: cx;tl't:ssion "l'All'l- XI I I "'

.Iustificati<>n:'I'o corrcct a rninor crror in ntrrnbcring ol'thc parts <lf thc Itill.

Clarrsc !)5

'I'IIA'I', (llattsc lt5 ol'thc Ilill bc atnt:tt<[c<l

(a) in strb-t;laust: 2 by
(i) dcleting thc rvord "clrtrgs," in paragraplt (a)(i);

(ii) delcting the worcls "any drug" in paragraph (a)(ii);
(iii) clclcting thc rvord "l>rorluct" and substittrting therelbr the u'orcl "prodttcts" in

paragraPh (tl);
(ir,) rtclciing thc rvor'<l "<lnrgs" rvhercvt:r it appcars arttl srrbstituting thcrelil' thc

rvorcls "hcalth prodttcts ot' tcchttologitls" in palagraph (h);

(r,) cleleting thc worcl "article" ancl substituting thcrelbr thc words "hcalth procltrct

or technology" in paragraPh (k);

(r'i)cleleting the rvorcl "articles" and substittrting therelirr the words "hcalth l;rodttcts
erncl tt:cltnologitts" in llaragrallh (rn);

(r'ii) clclcting thr: rvortls "rlrrrgs, rncrlical rlt:r'it;t's" itntl sttbstittrting tlrt:t'elbr thc

u,orrls "lrt:alth Prorlrtr;ts ancl tcr:ltnologics" in Paragrallll (o);

(viii) clclr:ting thc u'ortl "rru:dit:incs" artrI strbstittrtirtg tltcrclirt'tltc u'otrIs "hcalth

protlttt:ts atrtl ttlt:hnologics" in llaragrallh (r');
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(ix)deleting paragraph (x) and substituting therefbr the following new paragraph

(*) -

"(x) governing administration ol' clinical trials ol' health prodtrcts and

technologies;"

(x) rtcleting the words "medicine, medical device" and sr-rbstituting therefor the

rvords "health llrodtrct or te<;httology" in paragraph (aa);

(xi)cleleting thc rvords "rncdicincs or rnetlical clcviccs" and strbstittrting therefbr the

1'orrls "lrcalth ptrltltrt;ts ot' tu:hnologics" in llalagraph (llb);

(xii) ck:lcting paragraph (dd) ancl substitrrting thcrclirr tlrc lirllorving new

paragraph (dd)

"(dd) thc comporrncling ol'health products and technologies and the dispensing

ol'health prodttcts and technologies"

Justification: 'I'o harmonizc thc tcrms uscd in thc Bill with thc'I'itle of thc Bill as proposcd
for amcndment.

(xiii) inserting the words ", an enrolled pharrnaceutical technologist"
rmmediately afier the word "pharmacist" in paragraph (bb);

.Iustification: Iior inclusion of pharmaccutical tcchnologists who arc ctrrrcntly involvcd in
the dispcnsing of medicincs and mcdical dcviccs pursuant to the l'harmacy and I'oisons
Act, Cap. 244 and thcir scopc of training'

(xiv) clclcting paragraPh (ii);

.Iustification:'l'hc gcncral provision on thc rnaking <ll'rcgttlat.ions is sct ()tlt in sub-clausc

(r ).

("") inserting the lbllowing new palagraphs immccliately after paragraph (ii) -
"0j) on pharmacovigilance anclpost market surveillance;
(kk) ollicial regulatory lot release of'vaccines and other biological prodtrcts
imported and mantrfhcturcd in Kenya;
(ll)pricing ol'health 1;roducts and technologics;
(mrn) gooclpracticcs in the regulation of medical products;
(nn) inspections, licensure and certilication of' the manttfhcttrt'e ol' medical

products by health lacilities;
(oo) inspections, licensure ancl certification of'mantrfhctttre of meclical products

and other regulated proclucts by Iacilities not directly regulated by the Authority
including stcel incltrstl'ics, sttgar itttlttstries;
(pp) inspection anrl rccognition ol'pharrnzrccutical quality control laboratories;
(qq) to rcgulate licit use of'narcotic and psychotropic sultstances; and

(rr) to regtrlate ltarallel importatiort of'medicincs;"

(b) by renurnbering strb-clatrse (z) as strb-clausc (3).
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.Itrstification: 'I'o providc lirr thc making of rcgulations on licit usc of narcotic and

psych1;tropic sulxtanccs, parallcl itnportat iotr <tl' ltrcdicint-'s, saf'cty monit<lring,

pharmacovigilancc and Jlost tnarkct strrvcillancc.

Clarrsc 96

'l'IIA'f, (llatrsc 96 o1'the Ilill be atrttutlccl
(a) in sub-t;lausc (t) by

(i) clelcting th<: worrl "lloarrl" ancl sullstituting thcrelbr thc worcl "lloarcls";

(ii; a"t"ting paragraph (d) and substituting thelcfbr the lbllorving ncw paragraph

('r)-
"(cl) all nr<:rnbcrs ancl stall'of'the lirrmcr lloards sltall be clcctncd to be nrcmbcrs and stall'of'the

Arrthority, ancl srrlrjcct to the ltrovisions ol'any rttles nraclt: tttttlcr this Act, shall contintrc in ollicr:

Ibr-thc ltcrio<t Iirr which they wcrc altltointcd as tnctrtltct's and stali'of'thc lirrrncr Iloartls'"

(b) by tlclcting the sub<;lausc (z) and sLrbstituting therclirr thc Ibllorving new sttb-t:lause

(2Y

"(z) In this scctir>n, "thc lilrrncr IJoarrls" tnoans thc I)harrn;tcy an<l I'oisons Iloarcl ancl tht:

lloar.<[ 6f'Marragr:rpr:1t el'tlte National Qrrality (]ontrol Labolatot'y t:stablishetl tttrclcl'thc

l)hat'ttrat;y att<[ l)<tisorts At:t, Oa1l. 2 l'l'."

.Iustification: 'I-o providc for thc transition of ltoth thc l)harnracy and Poisons Iloard and

the Iloard of Managcmcnt of thc National Quality Control Laboratory.

(c) in sub<;lausc (:l) by clelcting tlrt: rvord "twt:lvc" appcaring in tlrt: opcrlirlg st'-ntcnct: and

srrbstittrtirtg thcrclirr thc rvortls "trvcnty-lbrrr".

.Iustification: 'l'o providc suflicicnt tirnc which will facilitatc thc conduct <lf cxtcnsivc
stakcholdcr participation on the regulation of pharmacy practicc rcgulation.

Clausc 97

'I'IIA'l', (llausc S)? ol'thc Ilill bc alncnrkll by inscrtirtg tlrc u'ortls "rvith rellrcllcc to st't;tiott $)(j

(ll)" inrrtrcrliatcly alicr tltc worcls "that St:]rctlrrlc" irt srrl>t:latrst: (l).

.Iustification: 'I'o prevcnt a Iactrna in respcct oI' thc rcgtrlatit>n of the pharrnacctrtical

practicc.

Sccond Schcdulc

'I'IIA'I', thc Ilill bc atnendecl by deleting the Seconcl Schecltrlc.

.Iustificatign:'l'hc Chairpcrson, Board Mcmbcrs and I)ircctor ()cncral of the Authority arc

not Statc Officers and hcncc do not nccd to subscribc to an oath.

'I'hird Schcdulc

'l'IIA-I-, thc Ilill be amenclccl by tlclcting thc'fhircl Schedtrlc'
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Justification:'l-hc mattcrs of thc tcnurc of officc, allowanccs, protection from liability and

<Iisclosurc of intcrcst by Iloard mcmbcrs arc alrcady providcd for in thc main Bill. 'I'hc

issuc of approval of thc Iloard mcmtrers by thc I'arliamcnt has tlccn proposcd ftrr delction

as thc Authority's l}<lard rnclnltcrs arc not Statc Officcrs.

F'ourth Schedule

'rIIA'I', the Irourth Scheclule of-the Rill bc arncnderl by deleting paragraph (t), (e), (.9), (4) and (5)

and substituting therelbr the Ibllorving new pat'agraphs-

1. Biologics Committee.
2. Pharmacovigilance Committee.
3. Complementary, Alternative or llcrbal Medicines Committee.

+. Radiopharmacettticals Committce.
5. Cosmetics and Border'linr: I)roclttcts Cl<lmtnittee.

6. Clinical 'frial Scientilic l-echnical Aclvisory C)omrtrittee.

i. tlealth fechnology Assessmcnt Cotnrnittee.
8. Nutracetrticals ancl l)ietary Supplernents Committee.
9. l)igital Ilealth ancl 

-l-cchnologics Cornmittct:'
lo. Mcdical l)cviccs an<l Ilcalth'l'et:hnologics Cotttrnittcc.
I l Vctct'i nary Mecl ic i rttts Clotr rr rti ttt't'.

.Iustification:'I'hc scicntific advisory committces amendcd to takc into account all aspccts

of hcalth products and tcchnologics and to dclcte thc Scicntific Advisory Committccs on

food which is outside thc scopc of thc Bill as amcnded'

Scvcnth Schedulc

'l'IIA'l', the Seventh Schedule ol'the Ilill be arncnded by--
(a) deleting the word "Iloard" in the paragraph on Cap. 2/r4
(b) deleting the phrase "(s. r ro) and substituting the phrasc ("s.02").

.Iustificatirrn: F-or proper cross rcfcrcncing of the I'harmacy and I'oisons Act, Cap.244 and

clause 97 on rcpeals.

(c) deleting thc paragraph on Cayt.2(t4'.

.Iustification: Iioocl is orttsitl<'- the ptrrvicrv ol'the Ilill

3.2 Submissions by Ilon. Anthony Oluoch, M['
'fhe I{on. Anthony Oluoch, MP appcared belbre the Committce on on 3l't October, 2OQl,an<)

made the fbllowing submission: -

l'he IIon. Anthony Oluoch, MP prcsented the fbllor,ving amendments to the Committee; -

I-ong'I'itlc
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'fIIA'I', thc Ilill br: amenck:cl by deleting the Long'fitlt: ancl substituting therclirr the lbllorving

ncr,v Long'l'itle-

"nN AC'f ol'l,arliarncnt to establish thc Kenya Ilealth Proclttcts and 'I-echnologics Authority to

cnslr.e salbty, rluality ancl el'licacy or perfbrmancc ol'drtrgs, 1-roisons, thcrapeutic and biological

proclucts, tlierapeutir: cosrnetics, herbal nredicines antl ltrodtrt:ts, t:hcttrical sttllstanccs, ltrcclit:al

c1,r,iccs, vctr:r'inary 1tr'orlrrt;ts ancl othr:t'hcalth tt:t:ltnologics; to pt'<lvitlt: Ibr thc ltartnonizati<ln and

arlrlinistr.atitll 6lttlrs lirrvs pt,latipg t9 tltg rtgrrlation ol, tIr'trgs, llois<lrrs, tltcrallctttit: llro<[trt:ts,
t5cr.allcrrtic cosrrrctit:s, t:lrr:rrrical llrotItrt;ts, r't'tt't'itt;tl'y 1tt'o<[rtt:ts arttl tttt:tlit:itl tklvit:cs art<[ tltc

coptlrl aptl salL ]rap<[ipe el'lrgisons; to sallgtrard thc sccttt'ity ol'thc sultply chains lbr,

therapeutic 1;roclucts, cosnretics ancl vt:tr:t'inary prodttcts; to pror.'iclc firt'lneasttrcs t<> olltirniz.c the

rrsc o1'thcraltcrrtic proclrrcts in hcalth care in Kcnya antl Iirr t:onrtct:tr:d Ptlrposcs."

Clausc 2

'l'IIA'I', thc Clatrsc 2 ol'thc Ilill be atnctrdcd
(a) in thr: clclinition ol'thc tcrrtr "advcrtisentent" by clclcting thc words "herbal ntcdicittcs antl

products";
(b) in thc clelinition ol'the tcrtn "article" by-

(i) clclcting the rvords "herbal meclicinc" appearing in paragraph (a); and

(ii) clclcting' tht' rvorcls "hcrbal tnctlit;ittc" appcaring in 1;alagrallh (b);

(c) in thc dr:liriition ol'"authorizccl sellcr o1'schedulecl sultstattt:t:s" by inserting thc rvorcls "atltl

t:pr-ell<:tl as a pharrrraccutical tr:chnolottist or t'cgistt:rcd as a pltarrttacist" ittttttctliately alier
tlt<'rvorcl "At:t";

(tt) irr tlrtl tlc(irrititltt <ll.thtl tt't.ttt ..IrealtIl 
llrtltltrt:ts att<l tct:ItIl<ll<lgics', lly <lclt:tilrg thc tr'<lr.ds

" ht:r'[lal trrccl it:i trcs atttl pt'tl<l trt:ts";

(c) by rkrlt,tin{r' tltc rlt'lirritiorr ol'thc tcrnr "lrcl'bal ntctlit:irtc ot'ptrrtlttt:t" art<l sttbstittrting

thct'clirr thc Iirllorr'irlg I)c\\' clclinition
"[c;[al rncclicinc or prodtrct" r])cans a 1;lant dcrir''cd tnatet'ial ot'pt'qrarations rvith

clainrcd theral;eutir: or othcl hcalth bcnefits, rvhich contain cithcr raw or llrot:r:sst:cl
ingrcclir:nts {i'om <lne or rnore plants ot'tnatct'ial ol'inorganit; or aninlal origin and

inclrrclcs hcrbs, hcrbal lnatclials, herbal prrparati<ttrs, Iinishcd herbal llrotlttcts tltat
coltain activc ingrcclicnts, parts ol'ltlants ol'othct' ltlant tnatct'ials or t:otttbinati<ltts

an{ cxclrrcfu:s ht:r'bs, hclbal rnatcrials, hcrbal pt'eparatiorts, Iinis]recl ]rcrbal llroclttcts
sold or dispcnsed on a srnall scalc by traclitional hcalth pt'actitioners;"

(0 in the delinition ol' thc term "mcdicine" by insclting thc rvords 'othcr than herbal

rnr:clit:incs or ltroclrrt;ts" inrnretliatt:ly af tcr tltc rv<trcls "<tr tt-tixtttrc ol'sullstant:t:s".

(g) in thc tlt:linition ol"'plrarnrar;y" by inscrting tlrc u'ot'<[s "lict:nsccl atrtl" itntnccliatcly alicr'

tht'u,orcls "r:arric<[ otrt by" aPPcat'irlQ in palaeraPlr (a);

(h) rkrleting thc ck:linition ol"'cht:nrit:al strbstattcc" ancl strbstittttirlg tltctr:lirt' tltc lbll<xving

rrt'rv rlt:li rtitiort'

"gIgprit:al srrllstancc" n)culr)s any sullstarl(]c ol' tttixtrtt'c tll'sttllstanccs ])l'cl)ar(]cl, s<lltl <lr

r.cprt:scntr:cl lirr usc as a 6;r:rrrricitlc, antiscptic, clisinlbctartt, llcsticiclc, ittstlt;tit;icle,

r.oclcnticidc, r.crrniciclc, clctcrgent or any other sttltstzll](lc ol'tlixtttre ol'strbstatlces rvhic]t

thc Authority may, dcclare to bc a chcmical sttbstattct:;
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(i) cleleting the delinition ol-"therapeLrtic cosrnetic" and substituting thereltrr the fbllorving

new clclinition

"theraltcutic cosmeti<;" means a proclLrct with the ability to triggcr biological actions on

the dermis, to target and repair skin issues, to prevettt ftttttre datnage and contains

ingreclients that ar.e usually not lbund in regular cosmetics or at higher strengths than

could be sold safely over the counter;".

Clause 3
'l'IIA'f, Clause .g of the Bill be amencled-

(a) in sul>clattse (r) by delcting parag;raph (c); and

ifrl Uy inserting tire Ibilowing ncw sub-clause immecliately alier strb-clause (e)---
' ' 

til 'fhis Ait shall not aplrly to the regulation of herbal medicines or Products.

Clausc 6

'I'IIn'[, CIausr:6 o1'thc I]ill br: anrcnclcrl in sub-clatrsc ('r,)by rlclr:ting the wot'cl "ten" in appearing

in paragraph (c:) and strbstittrting thcrclirr thc rvortl "liliccn"'

Clausc u

'1IIA'I', Clause 8 of' the Ilill bc amendecl in sul>clausc (z) by inselting the words ", fair

representation o{-persons rvith clisabilities" irnrnediately alier the rvords "regional balance"'

Clause 12
'l'IIA'f, Clause r2 ol'the Bill be amended in paragraph (o) by deleting the words "and herbal

drtrgs;"

Clause 23

'fIIA'l', Clause 2.9 of'the Rill be arnended in sttb-clattse (z) by

(o) deleting thc worcls "one rnillion" appcaring in paragraph (a) and strbstituting thelelbr the

words "two million"; and
(b) deleting the worcls "two million" appearing in paragraph (l>) ancl substituting therelbr

the rvol'cls "llve rnillion".

Clausc 99

't'IIA't', Clarrsr:2S) t>l'thc llill bc arncnrle<[ lly r.k:lctinU strb-clarrsc (Sl)

Clausc .35

TIIA'I-, Clause 3S of' thc llill be amended in sub- clause (z)by inserting the word "registered"

immecliately after the words "may prohibit a".

Clause 96
'I'IIA'I', the Ilill bc arnendecl by deleting Clause 36'

Clausc 39
'I-IIA'I-, Clause 39 of the Ilill be amended in sub-clause (+) by inserting the words "or

pharmaceutical technologists" immediately aliel the words "a Registered Pharmacist"

Clausc,trl

'fIIA'I', Clausc
pharmaccutical
paragraph (b)".

4t of tfie I]ill bc atnt:nclccl in srrb-clause (t) by inscrting thc rvords "or

technologists" inrmccliatcly alier the r'v<lrds "a phartnacist" appearing in
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Clatrse,l2

'fIIA'I', Clause 4,2 ol'thc llill be atncnclccl by
(a) dclcting sub-clause (r)and substittrting thcrelbr the lbllorving nc\,v strb-clause (t) -

"(r)An authorizcd sellcr shall enter a rccorcl ol'such particulars o1'thc schedtrlcd sttbstancc

belbrc delivery of'the scheduled substance under this Act-"

(b) inserting the lbllowing ncw sub-clause (z) irnrnediatcly alter the new strb-clausc (t) -
"("2) L record undcr subsection (r) shall be in thc lbrmat prcscribed by the Atrthority and

shall indicate

the clate ol'the sale;

thc natttc attd acltll'css ol' tlt<' ltttt't:ltasct';
thc rlrrantity ol'thc st:ht'tltrlt'tI sttl;stattt:cs s<llt[; atltl
the prrrltose lirr which it is statctl lly tlrt:1ltrt't:ltast:r to llc tr:tltrirt:<1."

(c) rcnunrbering sub-clatrsc (z) as sttb-clattsc (s); ancl

(rl) rcnurnlrcring sub-clause (ll) as strb-clausc ('t').

Clausc 5l
'I'IIA'l', thc Ilill lte arnendecl in clause 5r by inscrting thc rvord.s "ancl, on convit:tion, shall be

liablc to a line not cxceeding onc nrillion shillings, or to itnprisonnretrt fbr a tertn not excccding

two years, or to both" irnrnecliately alier the word "oflbnce".

Clause S,tr

-I'IIA'I', thc Ilill be amt:trdccl by <lclcting claLtse 54'.

Clausc 6.?-

'l'IIA'I', Cllarrsc ris ol'thc llill lrt: antcntlcd by clelcting sub-clarrse (s).

.9..9 Subrnissions by thc Ilon. Ircnc Mayaka, MI'
'l-hc IIon. Ircnc Mayaka, Ml', altltcarecl bclirrt: tltc (lotrttttittec ott lll't October,2023 attd ntacle

her subtttission ol'thc pl't4toscc[ atnt:trdtnents as lbllows: -

Undcr Clausc 37
-I'hat clatrse 37 ol'thc llill bc atnentlccl -.

(a) lly insclting the fbllowing new sub-claust: irnrnccliately afier sttb-clattsc: (z) - "(.r) 'l'hc

Cabinet Sccretaly shall publish thc list preparecl uncler subscction (t) in thc (iaz.ette.

(,r,) the list published undcr subsection (s) shall includc narcotic substanccs, prescription --
only medications, ovcr thc Counter medicines, hazardous and ltrohibitecl substances".

(b) Ify rcntrmbcritrg sub-clattse (5); and

(c) lly rcnrunbct'ittg strb-t;latrsc ('t') as srrll-clausc (ti);

?l

lr

cl
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S.4,Submission by thc IIon. Dr. Oticndc Omollo, MP
-fhe Ilon. l)r. Otiende Ornollo, MP presented his proposecl amcndments throrrgh visttal meeting

on l't Nor.entber, 2023 and rnatle the lbllorving sttbmission: -

Under Clausc 2
-fhat, the Clause 2 of' the Bill be amended by deleting the delinition of- "pharmacy" and

substituting therefbr the fbllowing new rlelinition-

"phar-rnacy has the meaning assignccl to it unclcr thc I)hartnacy and poisons Act.

Clausc u

'I'hat, Clause 8 bc arnentlccl in sub-clause (z) by deleting paragraph (i) and substituting therelbr

thc lbllowing new paraeraph-

"one person, not lleing a govcrnol', lvho is a t'egistet'ccl pharn"racist ol'good standing, nominatc<l

by the Council of'(iovernors"

Clausc 39
-lhat, clause 3f) of thc Bill be anrcnrlecl in the rnarginal note by deleting the rvords "Wholesalc

I)calers Licence" ancl substituting tl"rcrclirr the worcl "Local 'fechnical lleprcscntative Licencc"

'llre IIonot'altle rnentber also sai<l clattse 25 and 35 needs to be relooltcd.

3.5 Submission by the Ilon. Millic Odhiambo, MI'
'l-hr: IIon. MillicOclhiarnbo, MI'lllcst'ntccl Iris prrrpost:tl atrett<ltncttts throtrgh visttal ttlr:r:tingon
l't Novr:trtllcr, 2o23 ancl tttarlc tht' Iilll<llr,'irlg strlltttissi<ln: -

'fhc IIon. Millie Oclhiarnbo, MI) n,as invited to thc w'innorvittg l)roocss ol'thr: Kcnya l)rtrg
Authority llill,"2o2q through a lctter rel. NA/DI)C/DC-II/2ttzs/ (ooo)datcd 27tl'Octobct,2oe3
fbr a meeting on 3l"t October and 1" Novcmber, 2023 and attended the meeting throtrgh Visual

on I't November ancl presented the lbllorving proposed amendments to the Committce rvhich she

sent throtrgh ernail earlier as lbllorvs lbr consiclcration sincc she had travelletl otrt ol'tlte Countly;

IrAR'l'I- ITRFILIMINARY:_Aclcl the de{inition o{"'alternativc rnedicine"-"altcrnativc medicine"
rneans alternative meclicine as defined rtnder the Ilealth Act.

Definition of "drug"

(a) Aclcl the .rvords "hclbal mcdicine" alier the rvortls "any rncdicinc" and llcfirrc thc words
"nteclicinal preparation, nrcrlir:inal substancc, thcl'aperrtic strltstanct: ;lreparccl, sold or
represcnted lirr usc itt-"

(b) Ackl the word "helbal rncrlicine"" alicr the rvords "any nredicine" and bcfore the rvolds
"rncclicinal preltaration"

(b) (ii) clclctc thc rvorcl "il" appcaring alicr thc u,ot'cls "rr:stot'ing, corrccting or modilying
ii,n,,iiouing" anrl alicr thc rvorrls "organs in lrrrrtrans or anirnals" ancl rcltlat;e with tht: rv<lrrl "ol"'

I)cfinition of "falsificd mcdicines" l)rrt a scrrri colon (;) alicr tlrr: rvorcls "... ol'active t>r other'

ingredients" and befbre the words "ol lhlsely labellcd medicine"
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I)cfinition ol'hcalth proclucts and tcchnologics l)clctc anrl rcplat:c rvith "hcalth prodtrcts"

rlrcar)s r:lrcrnir:al rr,[1rta,,,,,,r, tlrcr';rpt'trtic t:ostrtt'tit's, ht'r'lxrl rrrt'tIit:int's, tttcilit:irtt's, st:ltt'tlttletl

s rrbstant:cs artcl t'clatt'tI pt'otlttt;ts atttl s ttbsta rtt;t's.

"health technglogics" nrcans rrreclical ck:r,icr:s inclucling t'acliatiott-errritting c[<:vit:t:s an<l rclated

1>roclucts.

Dcfinition of hcrbal mcdicinc <lr products l)t:lctc atttl t't:ltla<:tt rvith "hcrbal mcdicinc" meillls

llu: use oJ'plottls to treat tlisea.se attd errhattca gurre rul. heulth atttlzt'ellbeing.

"hcrbal product" rncans a 1>lant clcrivcd rnatcrial or prcl)arations rvith claintccl thcrapt'tttic or

other firrman or vcterinary health bcnclits, u,hich contain cithcr raw or 1;rocessetl ingretlicrtts

Iiom one or rnorc ltlants, or nraterial of'in<lrganic ot' anitlral origin;

I)cfiniti6n of "insanitary conditi<ln" Ackl thc rvorcls "hct'bal Inedicinc" alter thc worcls "as rnight

r;ontaminatt: a rllug or a thcrapcrrtit: t;ostnt:tic" antl bcltrrt: tltc rvot'ds "u'ith clirt or Iiltll"

I)cfinitign 9f "[,abcl" Atlcl thc rvortls "hr:r'bal rncrli<:ittt:" alit:r' tltc r,vot'cls "aoooll]l)allyiltg anY

tlrtrg" antl llelbrc tltc worcls "tltcral;ctrtic t:<lsttretit:"

NI]: 'l'hcrt: al)l)oal's to bc sr>rnr:thing nrissing in this tlttlinition atttI I t:attttot tt:ll w'hat it is.'l'hc
rlriginal tlritlit'r' t'itrt itssist.

I)cfini tion ol"'rnantrf acttt rc"

l)cft:tg t[u rv1;r.rl "lllorltrt:t or"'altltcaring allcr tlrc u,orc[s "IIt('al)s at)y l)t'()ccss- cat'rictl ottt in tlttr
cosl.sc o1'rrraking" anrl aclcl thc u,orcls "or prodtrt:t" altcr tltc wot't[s "nrtlclicinal substant:c" and acld

thc wortl "cxtrai;tinpS" alier thc rvorrls "ancl inclLrclcs" atrtl bclirrc thc rvortls "llacliaging, blcn<ling,

rnixing"

I)elinition of "nredicinal substancc" Add the rvot'tls "hcrbal tttcdicinc" alicr tlrc wot'cls

"nrcrlit:inc" attcl bclbrc tlte wot'cl "prodtrct"

I)cfinition of "rcgistercd midwifc" l)r:lete the lvot'cls "by larv to practicc thc 1;rolbssion ol

nridlvilb irr Kenya;' and reltlacc rvith thc r,vorcls "to pt'acticc as sttch ttnclcr the Nttrses and

Miclrvir,'cs' At;t"

I)cfinition of "rcgistcrcd pharrnacist"

l)clctt't5r,rver.<[s "lly tlrs llo<ly Iill tlrc tirnc bcing rt'sporrsiltlt: lirr rcgistl'ation <l['phartttat:ists" atttl

ru:ltlat:e lvith tlrr: rvrlxIs "trttclct' tltc l)]ralrtrttt:y arttl l'oistltts At;t":

I)cfinition <lf "substatrdard nrcdicine"

A<lcl tlrt: rv9r.<ls "rrnclt:r.this Ar:t ol'any othcr rvrittcn lau"' alicl'tlrc rvort.[s "lltoat)s tttt:tlit:ittcs $'lliclt

16 n9t nlrgt r[:ll1r:cl stan<lartls anrI spr:cilications" arttI bclirt't: tht' rvortIs "atttl irtcltttlt:s llrotlttt:ts
that havc llct:tt contatrrinatcd"

I)efi nition of "thcrapcutic cosmctic"

l)clctg thc g,or.cls "or altcring complcxion" appcaring alier thc rvords "solcl or rcPt'escntccl Iirr trse

in cleaning, inrllroving" ancl bclbre tltc rvorcls "skin, [rair, eycs oI ttlt:th"

Clausc t; (+) (a):_I)r:lete thc worrl "r:nginecring" appcaring alicr thc rvot'cl "in cither pharntacy,

rneclir;inc", zrntl bclirrc thr: rvortls "or crlttivalent fielcls";

Clausc 7 (a) anrt (b) - Dclcte sub clause (a) and (b) antl thcn replacc rvith thc lbllowing'
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(a) Is a Statc ollicer

Ilenrrrnber the strltsections t:onse<lucntly.

(e) dcletc strbst:ction "c" arttl t'clllacc u,itll tltc rt'ot'ds "is a lltrblic ol]iccr"

(1) clelete the'worcls "Ar:1", rcgulation under this" apltcat'ing at thc cnd ol'the sentcncc and rcplacc

rvith "rcgulations trncler this Act"

Clausc u (.?)- I)clctc (r:) ap;rcarins betrver:n "h" antl "i"

(a) Clausc S (o) l)elete sub clauscs (a) ancl (b) and rcplacc with (a) Is a Statc ofltccr

Clausc s (7)

Adcl the word "youth representation" after the words "regard shall be had of'the need fbr"' and

befbrc the word "regional" and add the word "and ethnic" alter the word "regional" and before

the rvorcls "balance and the realization"

Clausc lO (l) (f) l)clctc thc words "pr:rnrission of'thc" and replacc rvith "notifying the"

Clausc rz (o)- Add the words "chcmicals, meclicine" aftcr the words "promote lational use of'

Clause l2 (A)- l)elete thc word "ensure" and rcplace with the word "set"

Clausc lg (b) - l)ck:tc thc rvolcl "that" appcat'ing alicr the lvorcl "r:nsrtre" and belbre the rvords
'c<>ntpliant:e'with cxisting Icgislation" an<[ r't:placc rvitlt tht' u'ortls "that t]rcre is" and firrthcr
r[r:]ctc tltc wot'tls "is being prrtttt<ttt:cl atltl t:<lnttollctl"

Clause lZ (g) - l)eletc thc rvord "ltcing" alier the rvot'd "procltrcts and technologics are" attd

bcfirre the rvorcls "asscsscd accordingly

Clause tg (0- Dclete the rvorcls "co-opt in such cotntrtittees" and lcplace rvith the words "hire as

consultants"

Clausc t1 (q) - Add the lvords "youth inclusion" alter thc worcls "'fhe principlcs ol" and afier
the words "ethnic, regional ancl gender"

Clausc qt (t) - Dclete the words "Cabinet Secretary" appearing after the word "The" and belbre

the worcl "nray establish scientilic" and lirrther dcletc the rvord "Cabinet Secretary" appearing

belbre the word "uncler this Act" and re1;lacc rvith thc rvord "Authority".

Clausc ct ($) - l)elctc thc u,ord "(labinct Secrctaly" ancl t'eplace rvith "lloarcl"

Clausc st (,*) - l)eletc the rvorcl "(labinct Sccretary" and replace with thc "Iloarcl"

Clausc qt (g) - l)eletc thc rvorcl "(labinct Secretary" appcaring bclbre the rvords "with respcct

to its activitics" ancl rcplar:c u'ith thr lvot'tl "lloat'cl"; Iirrtltcr tlr:lctc tltc vr'<lrcls "anrl the Cabint:t

Sr:crr:tat'y shall lay a (tol)y ol'ttat:h t't:11<lrt Ilclirrc l)al'liatrlcrtt.

Ncw Sub-Clausc 2l (10)- -l'hc lJoarcl shall plcparc ancl sullmit anntrally a t'cyrort ol'its activitics

inclLrcling that of'any subcommittees to the Cabinet Secretary and the Cabinet Secretary shall

submit thc said report to parliament.

Clausc qg (2) (b)- Delete the rvords "ljve years" and replace with "three ycars".

Clausc 22 @) - l)elete cntire clatrse

Clausc 24 @) - Add sttb clartse (c) as fbllows:-(c) is herbal meclicine

62



Clatrsc q,t (,1.) (A) - I)clcte t[c rvords "onc hundrccl" antl rcplace rvit]r "fivc hutttlrr:rl"

CIausc z* (b)- I)clctc thc rvorcls "trvo huncllccl tltousancl" artcl rcltlace rvitlt "onr: nrillion shillings"

ancl liu'thet'clclcte tltc worcls "five ycars" antl rtlllact: rvith "three ycars"

Clatrsc 27 --A,tld a ncw (llatrsc 2i (l) as fbllorv"-:

ei (l) "-l'lrc Atrthority rnay isstrc pr<ltlrrt:t lit:ertt:t:s as ltrovitlt:cl trttclt't'this Act

Ilcrrtrrrrlrcr'cul'l'('ll[ 2i Lo 2i (2)

Clausc qt) (l) - Art<l thc rvolcls "antl Itcrltal trxrclit:irtt:s" bclirt'c tltc rvot'd "t'tlgistt:t'" anc[ alicl'thc
u,olcl "'I'hct'e is establisltctl a tttcclicincs"

Clausc e8 (q) - Ad(l thc worcls "herbal mcclicine" alicr thc rvorcls "content o1'thc rnetlit;incs" atrd

bclbrc thc lvortl "rcgistcr"

Clause q9 (l)- Arlcl a new (llausc 29 (1)as lbllos,s tltr:n I't:nutttbcr tltc sttbse<lttctrt srrbsct:tiotts

29 (l)Any pharrnacist nray a1;ply lbr thc rcgistr;ttion ol'a tncclit:inc, herbal mcclicinc or ntctlical

dcvicc as providecl lbr under this Act.

Clatrsc qg (t) - Add thc word "hcrbal rneclicine" in strb clause 29 (1)in thc Ilill altcr the rvords
"livcry altpiication Ibr the l'cgistration r>l'a nretli<:ine" antl ltclilrc thc rvol'ds "<lr nreclical dcvicc"

Clausc 29 @) (a)- Add thc rvoxls "or hcrbal rnctlicinc" alicr tltc rvor<l "tltc tttcclit:inr:" antl bclbrc

thc rvortl "in tlttcstiott"

CIause qg (3) (b) - A(lcl thu u,olrls "or hr:r'bal rnc<[ir:ittt:" alit:r thc u'or'<l "tlttl rnctlit:inc" antlllclbrt'
tlre rv<>rt[ "in <ltresti<lrt"

Clarrsc gg @) (c) - Aclcl tlrc rvorrls "or hcrltal rncrlicinc" a(it:t'tlrc rvorcl "tltat ltrt'tlit:inc" itrt<[ lrt:lirt'tr

thc rvot'<l "is in thc lttrblic tlorttaitt"

Clausc gg (,1.) - Atkl thc rvorcls "hcrbal rnccliciut:" alicr tlrc rvords "ol'a tncclit;irttl" zrncl lrclbl'e thc

r,vorcls "it shall catrsc thc apltlicant"

Clausc Zg (4) (b) - Add the r,vorcls "cornnrcnt" alicl thc rvorcls "with thc ap1;licant's" antl alier the

u,orcls "ott the Atrthority's I'cilsons Iirr not llt:ing so satisllc<1"

Clausc gg (6)- Adrl the rvorcls "hcrbal nredicirtc" alier thc rvorcl "tttcdicine" and belbx: tltc rvords
"t5c rcgistrzrl shall rcgistcr"; and lurthcr alicr thc n'orcl "rnedicine" and llefbrc thc wot'ds "as al'c

re<;uircicl by this Act';; and lirrthcr afier the worcls "in the prescribcd lbrm in rcspc:ct of that

rncclicinc"

Clarrsc ag (7)- Arld thr: rvorcls "anrl hcrbal rnt'<[it;in<:" alicr tlrt: u'ol'tls "l')r'cly rrtt:<[it:int:" artc[ bclirrc

thc rvot'tls "shall lle t'cgistctt<1"

Clausc a9 (8)- Acltl thc tvolcls "anrl hcrbal nrctIit:irtt:" alit'r'thc u'ttt'tls "alltlcatc to (]\'cry tttctlicinc"'

anrl bclirrc thr: u,or-ds "rcgistcrccl unclcr this Act"; anrl lirrthcr alicr thc tvords "I)illllc ol'sttclt

nrcclit:inc" ancl belbre thr: rvorrls "and rvhit:lt shall bc statt:tl in thc t:crtilicatc"; antl Iitrthct'altcr'
thr: lvot'<ls "isstrccl itt rcsltt:t:t ol'that sttt:h tttctlit:inc"

Clarrsc qg (g) - A(lcl tlru rvoxls "anrl hcrbal rncclicittt:" alicr tht: rvot'tls "rcgistt'ation ol'tttcclicine"

an{ bclbrc thir worcls "alrearly registelcd"; and lirrt}rcr add thc lvot'cls "tttrdcr this Act or any other

written larv" altcr the rvorcls "alreacly registerecl" ancl belbrc thc lvorcls "shall bc I'alid lbr a pcriotl

oI"
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Clausc gg (lg)Add thc worcls "ancl herbal nreclicinc" aficr thc rvorcls "in rcsltect ol-a tneclicinc"

ancl belbre thc rvorcls "r'elbrred to itr sttbst:ction (+)"

New Sub clausc qg (Lq) (A), (B) And (C)-l'r'ovidc fbl a nerv sub clattsc 29 (r2) ancl renttmbcr

the current ss (r2) to z; irs) and others consecluently. Provide lbr the sub clattse zs (tz) as

follows:

(a) "The Authority may reject any application if the applicant fails to meet the standards as

rcquired by this Act or any other written law"

(b) A person ciissatisliecl with thc clccision of the Ilegistrar uray appeal to the Iloarcl within the

pcliocl specilied under subsection 1'1

(c) fuhere , p"r.o, is riissatisfied with the decision of'the Board, the applicant may appeal to the

I{igh CoJrt within thirty days of the decision being communicated to him or her.

Clause 1.9 -_Add the worcls "of'appeal" after the words "expiry of the apPropriate period"; and

firrther dclete the rvorcls "rcli:r'rerl to in sixty tlays"

Clausc .e0 (l)
Aclcl the rvorcls "or herbal mcclicine" alier the rvr>rds "on application by the holdcr" ancl bclbrc the

rvurds "a certilicate ol'registr-ation"; ancl lirrther alter the words "rcgister with respect to that

medicine"

Clausc ao (3) (ts)

Acld the worcls "or herbal rneclicinc" after the words "in respcct of'the meclicine" and belbre the

words "after receiving the existing certifrcate of registration"; and further a{ier the words

"register with respectfo that medicine";ancl furthel after the words "in respect of'that medicine"

ancl before the words "fbr canccllation"

A Ncw Sub clausc a0 (3) - Plovitle a new sub clause 30 (.9) and renttmber the cttrrent (S) as (+)

ancl provi4e lbr the new (s) as fbllorvs: (s) 'l-hc applicant shall provide rcasons lbr thc proposcd

arnendments

Clausc Al (l)Adcl the u,ords "or herbal medicine" aliel the rvords "registration of'a medicine"

Clausc AZ (l)-Adcl the rvorcls "hr:r'bal nrr:cli<:inc" aficr the rvorrls "r'egistrati<ln of'a mcdicine" ancl

belbre thc rvorcls "" or tttt:<lit;al tlcvicc"

Clausc a9 0) (a) Arkl tlrr: u,orrls "lrclbal rlcclicinc" alicl thc rvot'tls "to lvltich llartit:trlar ntcrlicine"

and belblc thc rvorcls "" ttt'tnedical device"

Clausc Aq O) (b) Add the words "herbal medicine" afier the words "particular medicine" and

belbre the words "" or medical device"

Clausc AZ (t) (c)_Acld thc worcls "herbal rncclicinc" alier the worcls "particular rnedicine" ancl

belbrc the worcls "" or medical clevice"

Clausc A2 (z) Add the worcls "herbal medicine" afier the words "any medicine" and befbre the

words "" or'medical device"; and further after the words "in respect of'that medicinc" and before

the words "or medical device"

Clausc Ag (,t) Adcl thc rvorcls "hcrltal rneclicinc" alier thc rvorcls "registration ol'that rnedicinc"

and bclbrc the wt>rcls "" or tncclical dt:r'ice"
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Clause $q (,1) (b) Add thr: rvolcls "herbal rrteclicinc" alicr thr: rv<>rtls "that thc rcgistlation ol'thc
nrcclicine" ancl bclbrc tltc wot'cls "ol'tttcclical clcvict:"

Clatrsc Ae (5) Aclcl the rvorcls "hcrbal ntcclicinc" alicr thc rvorcls "in rcspect ol'a tncclicinc" and

belbre the rvords "" or mcdical dcvice"; ancl Iurther afier thc- words "ol'the rcgistration of'that
rnedicinc" antl bclbre the rvords "or rncclical dcvice".

Clausc as (r) And (z)

(r) Ad<l the rvolcls "h<:rbal nr<:clicinc" alit:r thc rvortls "rcgistratiott ol'a ntc<licinc" antl llclbrc the

u'ords "" ot' ttrt:tlical dcvicc"
(z) Add thc u,orcls "hclbal rncdicinr:" alicr tltc lvortls "rcgistt'atiott ol-a Int:tlicint:"

Ncw Sub clause :n (S) l'r'oviclc Ibr a nctv srrll t:larrsc.3 antl rt:ntttnllt:t'cttrrttnt sttb t:latrsc (3) tcr

(.t). I'rovi<le (irr tlrc ttcrv sttb <:lattsc (s) as (irllou's,

(.r) In tlrc r:asc ol'trant:cllati<ln ol'r'cgistlation ol'a Irr:t'bal Iut:clit:irtc thc Ilt:gistrar shall in sttclt case

spccily-
(a) 'l'hc natttt: undet'rvhich the herbal tueclicine is rcgistcrcd
(b) 'l'hc activc components of'the hcrbal mcdicine
(c) 'l'hc name ol'thc applicant
(cl) 'l'hc narne ol'th<: l)crson rvho has propricty rigltts ovt:r the herbal trtcdicinc
(c) 'I'hc registt'atiort ntrtttbcr allocatccl to tltc ltcrbal tttcclicittc;
(l) 'fhc conclitions il'any, sulr.ject to rvhich that tnetlicinc is rcgisterecl

Clausc.?5 (l) l)eletc the rvorcl "shall" appearing alier thc wot'ds "A pltannacist" ancl belbre the

words "clispense and intcrchangeable" and replact: with the rvorcl "lllay"

Ncw Clatrsa 35 ('*) (d) Adtl a nc\v srtb-t:lattsc ('l) (,1) as Iirllon's:

.9 I (4) (d) rrnlcss thc ltrrrt;hascl or'paticnt is Iirst inlirrrttctI ol'tlte satttc atttl a{Jl'o(]s to tltc t:ltangt:.

Clarrsc 3ti (l)-I)clctc tltt: u'ot't[s "ot) a oottltlrt't't;ial stlalc"

Clausc.gti (9)_l)clctc "orrc hrrnclx:d thorrsanr[" appcaring it(tcr tltt: u'ot'tls "a Iirtc ttot t:xctltlclitrg"

anrl bc{irt'c thc lvortls "shillings <lr to intltt'isonlll(lIlt"

Clausc,10 (,1) l)clcte thc rvortls "rvlrost: clccision tlrct'cott shall bc Iinal" apllcaring at thc cncl ol'

thr: scntentx:.

Clausc +0 (7)_I)cletc the rvords "two hundrccl thousand" appearing alier thc words "to a lint: not

cxceccling" ancl replace rvith "onc rnillion"; and clelctc thc rvorcls "tlvo years" altpcaring alter the

worrls "irnprisonrnent firr a terrn not exceccling" ancl rcplace rvith "three years".

Clausc ,[ I (l ) (tl)_Adtl t]re rvolds "enrollccl p]tartttaceutical technologist antI r'cgistcrecl

pharrnacist" alter the word "practitioner"

Clausc 42 (2) (L)

l)elcte thc rvorcls "yrrovidctl that rvhere a pcrsor) rcpresents that hc urgently rc<lttires a Schccltrlc

SLrltstanr;cs Iirl thc I)ru'I)osc ol'his traclc, bttsittcss <lt' ltrolbssitttt antl satisllcs the scllt:t' that lly
l.(|ason <ll'sornt'onrcl'g(,noy Irc is rrrrablc lrclirrc tlclivt:l'y to Iirrnish tlrt: ol'tIt:t'irr u'r'itirlg, thc sellct'

nray lilrthu,ith rkrlivt:r'tlrr. Sr:lrccltrlcrl Srrbstitt)(]('s to tltc lltrrclrast't'u'lto rvill l'ithin tu'cttty-lbttl'
horrrs ol'tltc salc ltrrnish tltc scllcr rvith tltc u'l'ittt:tl ot'tlct'"
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Clause ,t9 (g) Delete the words "one hundred thotrsand" appearing after the words "to a fine not

exceecling" and belble the words "shillings or to imprisonment" and replace rvith "one million"

Clausc M @) Delcte thc rvorcls "one hundr-ed thotrsand" appearing after the words "not

exceeding" ancl after the words "shillings or to irnprisontnent and replace with "onc rnillion".

Clausc 44 (S) Delete thc worcls "one hundred thousand" appearing after the words "not

exceeding" anci afier the words "shillings or to imprisonment and replace with "one million"'

Clausc 45 l)elete the worcls "live hundrecl thousantl" appcaring after thc words "not excceding"

and alier the rvords "shillings or to irnplisonrncnt antl rq;lacc rvith "ortc rllillion".

Clausc 4,6 (l) l)elete thc word "'fhis" appearine at the lrcginning ol'thc setrtcnce and replace

with the rvords "'lhe electt'onic supply of'rncdicinr:"

Clause Sg @) Aclcl thc rvorul "who" bctu,een the rvorcls "A lterson" ancl the words "sclls or'

srpplics"

Clausc 60 (l) (c)Aclcl thc words "meclicinal hcrbs" alier the rvords "manufhctttrccl and irnported

medicine" and after the words "or medicinal substances"

Clausc 69 (l) Add the words "medical herbs" alter the words "refbrring to a medicinc" and before

the words ';dlug, appliance or article"; and firrther belbre the words "to imply that the medicine"

and belbre the rvorcls "drttg, appliancc or article"'

Clausc 67 @) (a)-l)clete the words "two hundred thousancl" appearing alier thc rvorcls "a line

not exceecling" and befbre the words "shillings or to an itnprisontnent" and leplace with the words
"one million".

Clausc 67 Q) (b)-Delete the rvolcls "thrce hundred thousand" appearing after the words "a finc:

ol'at least" aricl'bclbrc tlrc worrls "shillings or t<t an intltl'isttnlrtcnt" ancl t'cplacc with the worcln-

"two rnillion".

Clausc 68 (l) Add the rn,<>r'cls "or hct'bal rnr:clicinc" alicr the rvortls "rccotntltonclctl a ttreclicine"

and belbre the rvords "to 1trove".

Clausc 7l_Add the wr>rds "herbal medicine" afier the words "homoeopathic mcdicine

preparation" and befbre the worcls "or meclical device"

Clausc 79 @)_Ldd thc wolds "herbal rnedicine" alier the words "qtrantity ol' a partictrlar
meclicine" and afier the words "or medical dcvice"

Clausc 79-Delete Clause ?9

Clausc 86_Delete the words "seven hundred thousand" appearinpJ afier the words "a line not

exceecling" ancl bcfbre the rvords "shillings or to imprisonment" and replace with "one rnillion"

Clausc aS (v)Add thc rvords "hi:rbal rneclicinc" at the c'nclol'the sentcnce.

Clausc 8U (aa) Add the rvorcls "hcrbal medicine" alter the words "a specilicd medicine" anclbelblc

the words "rnedical dcvice"

Clausc tttt (trb) Acld thc u,orcls "hcrbal rncclicinc" alicr the rvorcls "clispcnse nrctlicinc" ancl bclirre

thc wolcls "rnctlit:al clcvit:c"

Clatrsc 88 (dd)-Add the u,orcls "hclbal rncdit;inc" zrlicr thc rvords "ootnpotrn(ling of'rncclicine" and

beforc the words "rncdical clevice"

66



I,'ourth Schcdulc Section (r)(r) r'r'plat;c (labinct St:t:t'ctary u'ith "tlrt'lJ<>arcl"

Scction (4,)(e)(r)Addtltcu,ortls"lrcrltal nrctlit:inc"itlict'tltcuorcls"lttttttitttItrt'tIit;inal Protltrcts"
ancl bc(ilrc thc u,ords "givirtg ath'icc"

'I'I'I-LE - Changc thc'l'itlc to thc KI.INYA I)RUG ANI) III|AL'I'II 'I'ECIINOLOGIFIS llll,l,.

f].6 Srrbrnission by thc Ilon. I)r. .Iatncs Nyikal, MI'
'I'[c IIon. l)r..larncs Nyiltal, Ml'a14>earcrl belbre thc (]orntt-tittcc and prcscntccl his proposccl

arrrcnclrncrtts in a tnecting hclcl sp 2ntl Novclttller, 2023 as lbllorvs: -

Clausc 2

'l'IIA'l', (llatrsc z of'the llill bc amr:nclcd by inscrting thc lbllorving new clclinitions in thc propcr

alplrallct ic s('(l u('r)c(.

No. 2l el' "l)i;cr:t9r-(ir:nr:r'al Iirr I Icalth" has thc rttcatting assignccl to it tttltler thc I Iealth

Lori. Act;

",rvholcsalt:r'c[r:alt:r'" rr1('ilr)s il l)(:l'sor) rvlto is lit:t:nsc<l to oal'l'y out a bttsirlcss

u,lrt:r.r: ht:alth;rr'o<ltrr:ts arrcl tcchnr>l<lgit:s art: storctl, clistriltrrtt:cl tll stllrl in llrrlk
to I)orsons <lthcl than inrIivirlrral (]or)stuncrs atrc[ irtt:ltttlcs t'cgistt'atitltt,

inrpoltation, rvatrrhorrsinl5, gootl clistl'ibtrtiort practicr:s and

llha t'trtat:ovi gil ant:c;".

.Iustification:'I'o distingrrish the l)irector-()r:ncral lbr Ilcalth rvith the l)ircctor-()t:neral ol'thc
Arrthor.ity ancl lirr consistcnr:y rvith thc arnentlrnent proposecl bclorv ttl clattsc til ol'tht'Ilill. -fo

clcline a wholcsaler deak:r as the tt:rtrt is ttsctl in the Ilill ttntlt:r clattst:3sl of-the llill

Clausc l2
'l'IIA'f, Olatrsc t2 of the Ilill bc amencled by cleleting paragraph (t).

.Iustification: 'I'lrt: 1trol'ision rclatr:s to an arlntittistrativt: Iirnction as regartls htttnatt rcsottl'cc

nranagcll)crtt artcl tlt:','cloptrtt:ttt itntl ttct:tl tlot llc in thc ]Jill.

Clausc 2l
'l-IIA'I', (llausc 2t ol'th<: Bill llc arttctrclccl

(u) by tlclcting strb-t:latrsc ('t'); and
(tr; i,i sub-clairsc (f.r) by ctclcting the rv<-rr'<ls "Cabinct Set;r'ctat'y, u,ith t'cspcct to its activitics

and the Cabiirct Sccrctary shall lay a copy ol' cach rcport belbrc Parliantcnt" and

spbstituting thcrclbr thc lbllowing words "lloarcl o1'tltc Atrthority which shall strlltnit a

c<t1ty ol'thc-rcport to thc (labinet Sccrctary who shall transtnit the report to Parliatncnt".

.Iustificati6n: Sub-clausc (,t,) proviclcs Ibr thc co-option ol'trtcnrltt:rs into thc scientific a<lvisory

t:gnrprittsgs. 'fhis is rrnnet:cssal'y as thc appointing atrthority neccls to appoint tht: r'clcvant sltills

to the Cotttrnittee in the lirst instancc.

Alnenclnrr:nt of'sub-clatrsc (o) to rc'quire that the scientilic advisory committecs shall strbmit its

r-cport to thc Iloard of'thcArrthority which shall strbrr-rit thc samc to the Cabinet Sccrctary who
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must tl-ansrnit it to I)arliament. 'fhc Cornmittce rcport hacl not proviclccl lbr the transmittal of'

the rellorts ol-the scientilic advisot'y cotntnittees to I)arlianlent.

Clause 92

'I'IIA'f, Clausc e2 <'t1- tht: llill be anrcnrlecl in sub-clatrsc (.1) by rlclcting the words "suFsection

(r)" and substitrrting thex:ftrr thr: u,ords "'l'hc plovisions ol'sttbscction(t)(o)"

.Iustificati1ln: Sub-clausc (S) shoukl not only apply rvherc a tnedicinc is not I'cgistercd by thc

Authority and not in instances where a rnedicines is adtrlterated, substandard or lails to cornllly

with the specilications in law.

Clause 2I)

'l-IIA'I', Clatrse 2f-r of the Ilill be arnencled by cleleting sub-clause ('r,) and strbstittrting thcrelbr the

fbllowing nerv sub-clause (+) -

"(+) Where the Authority linds that an application fbr registration o1'a tnedicine or medical devicc

docs not satisfy the requirements proviclcd in subsection (S), it shall notify thc applicant in

rvriting o1'thc.,,r.,rnr; rvhy that rneclicine ot'rucclical ck:r'icc should not be registr:r'ccl antl invitc
the apjilicant to rnahr: r:ornnrcnts on its fincling rvitltin a pcrioclol'one tttonth lj'orrr the clate ol'thc
notilication."
Justification: Iior'prol)cr clraliing ol'thc strb-t:lartst: ('r.) as tlie pt'ovisiott is ctrrlcntly not clcar.

Clausc .91

'I'IIA'I', the Ilill bc amcnded by dclctine clattse 31.

.Iustificatign:'fo rernove thc asltcct of'transf'et'ol'cel'tillcatc ol'registration of'health proclucts

and technologies.

Clause .95

'I'IIA'I', Clausc .g5 of thc Ilill be antcnclccl'

(a) in sull-clausc (f) by insertins thc words "tUx)n consultation and concun'encc rvith the

pel'son rvho prescribccl thc nreclicinc," imrncdiately alier the wol'cl "shall";

(b) by deleting sub-clatrse (2);
(c) by renumbering sub-clatrsc (s) as sttb-clattse (z); and

(d) by cleleting sub-clatrse ("t').

.Iustification: 'lit rc<lrrilc tltat a prcst:r'ilrcr'ol'a trrt:clit:inc is cortstrltt'<.I llt:(irrt: tttcclicinc is

srrltstitrrti<ln u'ith a gr:ncric nrc<[it:int,. With thc atnctttltrtcttt ttl sttb-clattsc (t), sttb-<:latrsc (z) an<l

(,t.) ar.e unnccessal'y as the lirctors will bc cliscrrssccl by thc Prcsct'iber and thc I)harnlacist at tht:

point o1' cortsul tation.

Clause 3u

'I'IIA'I', Clause .ga of thc Ilill be anrended by delcting sub-clause (z) and substitrrting thcrelbr thc

Ibllowing new sub-clausc (z)-

68



"(z) Lpcrson who is in posscssion ol'a scheduled substance otherrvisc than in accordance with

the pr.dr,,isions of'this section commits an ol}i:nce and shall on conviction, be liable to a Iinc not

cxt:cccling one rnillion shillings or to irnprisonm(:nt firt' a tct'nt not excceding three yt:ars; or to

both."

.Iustificatign: 'l'o cnhanr:e thc pcnalty Ibr thc olli:ncr: o1'posscssion ol'a scheclrrlcd sttbstance

contrary to thc ltlovisions ol'thc llill li'orrr Kshs. lO0,OO0 to lishs. 1,OOO,(XX).

Clausc .?t)

'l'IIA'l-, C)lause .91) ol' the llill be anrenrk:d in sull-clatrsc ('t,) by inscrtittg thc rvord

irnrncdiately altt:r thc rvords "distribution ol'the Schedtrlcd Strbstanccs".

.Iustification: 'l-o insert a nrissing worcl rvhich will rnalte thc sLrb-clattse ntuch clearcr.

"and"

Clausc 4,2

-I'IIA'I-, Clause /be ol' the Ilill be amenclecl in sub-clause (S) by deleting the words "onc htrndred

thousand shillings ol' to imprisonrnent lbr a tcrm not exceeding three years" and strbstituting
thcr.<:lbr.tltc wolJs "fivc hunclrr:d thousantl shillings or to imltrisonmt:nt lbt'a tcrm not cxcecding

ono ycar'".

.Iustificati1;n: 'lir cnltanr;c tltc Iinc lirr thc ol]irnt:c ol' Iirilrrrc t<t t'ttt:orcl t]tc salc or srrlllly ol'

schcclrrlcrl srrbstanccs in a Sclrerlrrlcs Sttbst;tttt:t:s l]<lolt as is rc<1ttit'tcl in c:lattst:12 li'<lrn Kshs.

IOO,OOO to Ks[rs. 5OO,(XX).'l'<l |ctlrrcc t]rc.jail tclnr lirrttr tltt'cc yt:ars to otrt: yoal'as ll ycitl.s is totl

ptrnitivt:.

Clausc'1,4

'l'IIA'l-, (llausc +,r,o1'the Ilill be amended in sub-clause (S) by deleting the rvortls "two hunclrecl

thousand" ancl substittrting thcrelbr the rvol'ds "live hundrcd thottsand".

.Iustification:'lo enhancr: the pcnalty lbr the oflt-'ncc ol'lailtrrc to lal;el a containcr ol'schedtrled

sultstant;cs in thc n)arlr)cr sct out itr clattse'1,! Ii'orn Kshs. 2(X),OOO to Kshs.5OO,OOO

Clausc 7!)

'I'IIA'I', thc Ilill bt: atut:ndccl by delcting Clatrsc 79.

.Iustificati<ln: 
-l'hc rcgtrlation ol-rrrt:at is orrtsitk: thc anrbit ol'tht'rcgtrlati<ln ol'tltc Atrthclrity

Clausc U l

'I'IIA'I', (llaLrsc I.u ol'thc Ilill bc amcnclerl by clclcting thc rvords "l)ircctor ol'Metlit:al Scrviccs"

antl srrbstittttirtg tlterelbr thc rvot'ds "I)ircctor-()ctrcral lbl'IIcalth".
.Iustificatign: -l'he Ilcalth Act, No. 2l ol- 20l7 rnahcs pt'ovision lirr thc ollice ol'thc [)irector-
()encral lbr Ilealth which rcplaccrl the olllcc of-the l)irector ol'Mcdical Sct'vices.
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Clausc u3

.l.IIA'l', Clause a.g of'thc Ilill bc arrrcnclecl by cleleting thc rvords "Caltinct Sccretat'y" whcrcvcr

they appear ancl substituting therelbr the rvords "the Authority".
Justification: -lhe function of'regulation ol'IIPTs is a preserve of the Authority and the power

provided in clause 83 is utilized aiministr-atively in the performance o{'this function- -fhe Cabinet

.secretary responsible lor matters of health is only responsiblc for policy'

Clausc 9O

TIIA'1, Cla,se 90 of the Bill be amendecl in srrb-clause (z) by deleting the words "thinlt fit"

appearing in paragraph (l) and substituting therefbr the words "deem appropriate"-

Justifi cation: I'or proper draliing.

Clausc 92

-1.IIA'I', Clause 92 of'the llill be arncndecl in sub-clatrse (Z) by inserting the rvords "with the

approval o1'thr: Cabinct Sect'etaly" immediately alier the worrl "deternrine".

Ju.stification: Iror chccks ancl baianccs in thc invcstrnent ol'the Iuncls ol'the Atrthority rvhich will

cnsure prudent ttsc of-the lirncls lly thc Atrthority.

Fourth Schcdule
-fIIA'I', the Fourth Schedule of the Bill be amended-

(a) in paragraph (r) by deleting the word "Coordination" appearing in srtb-paragraph (+);

Justification: Amenclment <1l'paraglaph (t)is nccessary lbr consistcncy with sub-paragraph (t)
which establishes the National Iroocl Salbty Comnrittee.

(5) in paragraph (z) by inserting the lbllowing new sub-paragraphs immediately after sub-

paragraph z(")-

"(l)a r.egistetr:d rnerlical plactitioncr ttotttinatetl by thc Kr:rtya Mcclical Associatiort;

(gjthc i)irct;tor'-(lr:ncral lirr Ilcalth or a rcl)r'csentativc <lcsignatctl in u'riting;"

Justification: Iior inclusion o{'KMA in the IIuman Mcdicines Committce as Prescrilters ol'

medicines are crucial in enstrt'ing 1;atient safbty.

I.or inclusion ol'the l)irector-Gencral lbr Ilealth in view ol'his technical expertise on matters ol'

health generally.

(c) in paragraph (+) by deleting the wolds, "in consultation with thc Cabinet Secretary

responsible fbl health," appearing in sub-paragraph (s)(").

.Iustification: -fhe worcls "in consultation with the Cabinet Secretary responsible lbr health," are

strperflugus as it is alr-cacly inclicatcd that thc Chairperson ol'the Mcclical l)evices Cornmittce will
be appointed by the Caltinct Secrctary'
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.9.7 Submission lly thc Ilon. Martin Owino Pctcrs, MP

'f[c I kln. Martin Orvino Pr:ters, MI'] allpcat'ctl thc (]ottrlttittcc prcscntccl his 1lr<llltlsccl
arrrenclrrrcnts to thc Cotnnrittcr: in a tnceting hcld oIl 2r*l Not'ctttllct', 2023 ;rs Ibllorvs: -
'fhat Clause ?2 ol'thc Ilill be anrenrled in sub clattsc (t)by clclcting the word "pcr$on" appearing

inrmecliatcly after thc words "'fhe Atrthority rnay authorizc a" zrnd strbstittrting therelbr tht:

words "r'egistcrccl pharmacist".

.9.t1 Submission lly thc IIon. Pctcr Kalrtnra, MI'
'l'lrt: Ilorr. l)ctcr Kalrrrna, MI) u,as irrvitcrl to tlrt: n,innos,itt[Il)l'o(](fss t>l'tht: Kt:rtya l)rtrgArrthority
l\ill, uoq2 through a krttt:r' r'cl. NA/l)l)C/DC.-II/z<t,ts/ (<lslsl) rlatctl 27'r' Or:tt>ber', 2o2.'l lbr a

rrrcctirrg on .9 l"t Octollcr ancl 1't Novernllt:r',2O23 ltrtt st:ut thc Ibllorving rvrittctt llrollosctl
anrr:nrlnrcnts to tlrr: (brrrrnittcc Iirr t;onsirlct'ation sittt:c ht: ItatI travcllt:<l otrt ol'tltc ()tltrrttry;

(]encral vicws:

I. Wc cxclude anything to <lo rvith thc practice ol'r'ctt:r'inat'y tttcclit:int: Iiottt the Ilill as this

is dcalt with undcr a larv rvhose rcpeal has not been proposecl }tere;

2. 'I-he mattulhcttu'c <ll'clrLrgs be lelt to gradttate Pharttracists;
:). Sale ancl clispensing of'clrugs oncc prescribed by a <lualilicd rncdical practitioncr or l)entist

bc allorvccl not only to pharmacists brrt also to holdcls ol'cliplorna in pltat'mat:ctttical

tcchnology, phal'ntacy or ctlttivalcnt <lLralilications;

4,. l)ro1-rosccl rclteal o1'sorne scctions ol'the Nat'cotic l)rtrgs artcl I)sychotroltic Strltstances Act
bc avoicled.'fhe Act is dealing with a dillbrent catcgory ol'clrrrgs tlte possession, ttse ot'

constrtnl;tion of which is punishecl difl'erently.
5. Mcasrrrcs bc taken to cnsrrrc goocl lrrovisions ol'thc larvs 1lt'ttposccl to be t'cpcaled are

int;or'1'lolatccl into Ilill.'l'hcst: irtclrr<[c I'art II ol'thc l)ltat'tttat:y artrl l'oisotts Act.
(i. 'l'his is sr:r'ious larv. n,ltilc it scchs to rcpt'al tu,o t'xistirtg larvs, tltt'Mt'trrol'atttlttltt statcs

that it's lltrrllost:rl to contply u'itlt sornc WI IO t'c<1ttir-t'tttcttts. It u'otrltI lrc gootl to ittvolvc
tht: Ministry ol'llcalth anc[ key staltch<ll<.lcrs in tltt'ltitt'rttorriz-ation 1lt'ot't:ss.'I'his u'otrltl
socul'e that thc govel'r)r))cr)t llosition is pt'cst:rttt:c[, ttttdt:rstootl attcl cat't'it:rl Iilrt]r into tht:

1lr<lpost:tl larv atrd tltt: rt:<ltrirctnt:trts ol'WIIO spct:ilic<l an<l tnct.

i. Anrcnclrncnts proposcd by thc Cornrrrittcc inli'ingc S.O 1.33 as they tlcr'ogatc Iiont tltc
srrllstlatrrrn ol'tlrr: r'ariorrs t:larrst:s ol'thc Ilill thcy sct:lt to altcr'. It rv<>ttlc[ bc llcttcr tltc
wholc Ilill bc rvithclrawn zrnrl a ncrv llill bc presctttt:tl by thc (iovt:rnnrt:nt.

Spccific Amcndmcnt Proposals:

Clausc 2

Vctcrinary rncclicinc - delcte

"enrollc<l pharnracerrtical tcchnologist" - refi:rs to dr:linition in larv being t'eltcalecl. I)ich dclinition
Ii1;rn thc larv and inscrt it herc. "ntcans a phartrtat:ctrtical tcchrtologist rvltostt natno apPcars orl

thc Ikrll ol'phat'rnact:trtit;al tct:hrtologists

"hurbal rnt,clicirrt'or'llxltlrrt:t" - inscr-t lirll stolr (.) afit'r'"1)lattts" ittx'sct:ottt[ last lirtc antI tlt:lt:tc all
rvolcls lirlkrrvirrg.

Insert:
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"traditional medicines or products" rneans a plant or animal derived material ot' preparations

with claimed therapeutic or other human benefrts, which contain either raw or processed

ingreclicnts Ii-om one or mol'e plants or animals, or tnaterial of inorganic origin."

Clausc .l(e) - delete.
Clause o(3) substitute "four" with "three"
Clause o(+) 1a) - insert lirll stop alier "engineering" and delete the words lbllowing "or equivalent

fields".
Cla'se 6(4,)(cl) insert "cstablished fbr regulation ol' pharrnacy, mcdicine or cngineering

prolbssion."
beletc clausc 6(6)- it conllicts with the larvfirl manclatc ol'thc Iloarcl in Clarrse a(l).

Delete Clatrse o(s)
l)elete Clatrse o(st)

f)elete Clarrse ; (a) and (b)

l)elete "is" in ;(d) and strbstitutc "ltas l)een"

s(z)(a)(i) insert, "rnerlical practitioncr or metlical engincr:r" a{ier t}re u'orcl "phat'ltlacist"

A,rr"n,i l1zl1uy1iiy by inseiting mcdical or medical engineering" alier "pharmacetrtical"

Delete 8(2)(f)8(2)CI) - delete "County" be{bre "(}overnor'"
Delete s(3)
I)elete s(o)(a) and (b)
Substitute "is" with "has l)een" in clattse a(o)(e)

Clause 8(T) clelete all worcls aficr "lloarcl" and insert ", regard shall lle had to the need lbr ethnic

an4 regirinal balance ancl the need to ensure that pcrsons of'sanre biological sex shall not comprisc

more than two thirds of'the members of'the Board."
l)elete Clause 9
Delete l0(2).
Clause l2 (f) strbstittttc "evcnts" rvith "elli:t:ts"
I3(a) srrbstitt.ttc "associati<>tt" lvitlt "collalloI'atiott
r s(c) - dclctc "any" itncl sttbstittttc "lavvlitl".
l)clete Clause 2t ancl the Iiourth scheclule. l.lstablishrnent ol'Conrrnittecs alreacly plovidcd lbr

inn Clalse r3(c). fhc Clause contraclicts Clausc rz(i) and (f ) r,vhich vest the duty to advise CS in

the Authority and Clatrsc 34,.

Insert new eZ(+) subsection (r)shall not apply to traclitiortal nredicines ot'prodttcts"

Clause 3 l - insert full stop alicr "person" ancl cleletc all words fbllowing.
Delete clause sz(5)
Clause 38(lXb) insert semicolon (;) after "substances" and delete the words fbllowing therealter.

Clause l3(c) delete "for mining, agricrrltut'al or horticultural purposes"

rs(e)xclelete "by a qualifiecl mediial practitioncr, dentist, ot'r'etet'inary stlrgcon or lly a hospital,

or dispensary ol similar instittttion"
ss(+) anrcnd by inserting "is a qualified ltharnracist, rncclical practitioner ot'nlr:clical cngineering

p.u.iitiorr"r. o,l hold"t ol'diplorna in pharmac), pharmaccutical tcchnology"

blurr" ,! t ( I Xb) inselt "or pharnraceritical technologist or dispensing chemist" alier "Pharmacist"

Clatrse +t (t)(d) dclete "or vcterinary".
Cllausc +r(rjiq'- inst-,rt lirll stop (.) irnmediately allcr thc wortl "bchall" alrd clelete all rvords

aplteat-ing thercalicl as tlrcy arc rr:llctiti<lns o('tlarlit:l' pt'<lvisi<ltrs.

Clausc'r, r (z)(a) - dclt:te ""ot' vctt)t'ittitry sttt'gcon"

Clatrsc'!3 (l) - delcte vctct'inary sttt'gcon"

Clause .1,6 (l) substitute "This" with "Electronic sale of'tnedicines"
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Delete Clause 79
Clause 8 t - Delete "or the Director of Veterinary Services, in relation to any matter appearing to
affect the general interests of agriculture in Kenya,"
Clause 95 (aa) delete "or veterinary surgeon "Subject the regulations to approval by Parliament.
Second Schedule - Delete
Fourth Schedule - Delete.
Seventh Schedule - Delete Narcotic Drugs and Psychotropic Substances Act and its provisions.

NB: Ensure all good provisions of the Acts proposed to be repealed are carried into the new law
by way of substitutive provisions. These include sections 6,7,8,9 of PPA.
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CIIAP'TER FOUR

3.O COMMI'I'1'I'F] OtsSI']RVA'I'IONS ON 'I'IIF] WINNOWING OF'

AMT]NI)MT]N'I'S '[O ]'TIE KENYA DRUGS AU-I'IIORI'I'Y tsII,I,
ASST]MI}LY BII,L No.5,I. Ob. ZOZZ)

Ilaying considered the all thc pr<>poscd amendmcnts as proposcd to the Kcnya l)rugs Authority
Bill, "26"2"2, by thc Cornnrittec an<l inrlir,iclrral Ilonorrrablc Mcmbcrs sttlltnissions thc Comrnittee

nracle thc lbllowing obscn,ations on eaclr ol'thc 1lt'oltttsccl attlcndtrtent: -

l. 'fhcre is nccrl to rctain thc rcgulation ol'hcrbal nrr:rlicincs in the Ilill, ancl to tlris ellbct, the

Committee pr-oposes the amendrnent ol'thc delinition ttf"'hcalth products" to incltrde herbal

medicine. Irurther, there is need to exclude traditional and alternative rnedicine frorn the

arnbit of the Bill. -fhe Committee notes that there will be need to comc up with legislation to

give ellbct to the provisions of thc I Iealth at, No. 2l oI' 2017, which mandates Parliament to

"rtublirt 
a regulalory body to regulate the practice of'traditional medicinc and alternative

meclicine.
2. lhe Committee notes that thc Ilegistrar was not defined in the Bill, and to this end, thet'e is

need to introdLrce thedefinition of'the term "llegistrar" to mcan thc Director-General of thc

Atrthority.
g. -fhere is neecl to cnsure a smooth transition from the Pharmacy ancl Poisons Board to the

Ilcalth Products ancl 'l-echnologics Itegulatory Authority.'l'he Clomrnittce notes that cluring

the transition periocl, thc.stall'ol'tlrc l)harrnacy and I)oisons Iloarcl clcaling with the rcgtrlation

ol'hcalth proclrrcts anrl tr:<;hnologics u,oulcl havc to ntove to the Atrtltol'ity irnrnccliatcly trll<ln

thc cnactmcnt of'the Ilill, rvhile the Pharrnacy and Poisons Roard will continrre to cxist lbr a

1;eriocl ol'two years to regulate the pharmacy practice. -fhe (lomn-rittcc lirrthcr notes that

ivithin ,n" ,*6-year transition pr:riod, I)arliarncnt rvill har,e to r:nact a legislatir,'e fi'arncworlt

lbr thc lr:gtrlation o1'thc pharrnacy pt.oli:ssion'

PROI'OST]I)
(NA'I'IONAL
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CIIAI''I'ER F'IVE

4.O COMMI'I.'rF]I'] RECOMMENDA'TIoNS ON 'I'IIT] WINNOWING OF' I'ROPOSEI)
AMENDMEN',I-S 1'O ',l'IIE Kr:,NYA DRUGS AU'I'IIORI'I'Y BILL (NA',I'IONAL
ASSEMBI,Y BII,L NO. 5,I, OI. ZOZZ)

Ilaving considered all the proposed arnendments as ltroposed by thc Committce and the

honouilable mernbers, the Cornmittee agreed trpon thc lbllowing harmonized version of-

amendments. 'fhe Committee therelbre, recommends that, the hor.rse adopts the report of'the
winnowing process of the proposed amendments to the Kenya Drugs Authority Ilill, (National

Assembly Bill, No. 54 of 2022).

%>3
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IION. PA'TRICK NTWIGA MUNENE, MP
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CHAPTER SIX

SCHEDULE OF AMENDMENTS

LONG TITLE

THAT, the Bill be amended by deleting the Long Title and substituting therefor the following new
Long Title-

"AN ACT of Parliament to establish a comprehensive legal framework for the regulation
of health products and technologies; to safeguard public health through development of a
regulatory system to ensure safety, quality, efficacy, effectiveness and performance of
health products; to establish the Kenya Health Products and Technologies Regulatory
Authority and for connected purposes".

Justification: The amendment accords with international best practice and sets out the main
purpose of the Bill which is to establish a centralized regulatory authority for health products
and technologies.

CLAUSE 1

THAT, Clause I of the Bill be amended by-
(a) deleting the phrase "Kenya Drugs Authority Act, 2022" and substituting therefor the phrase

"Kenya Health Products and Technologies Regulatory Authority Act, 2022";

Justification: The amendment accords with international best practice and comprehensively
covers the mandate of the proposed Authority.

(b) deleting the words "and commencement" in the marginal note.

Justification: To limit the marginal note to the content of clause I which only sets out the
name of the Bill. The Clause does not make any provision as regards the commencement of
the Bill.

CLAUSE 2

THAT Clause 2 of the Bill be amended-
(a) in the definition of "article" by-

(i) inserting the words "dietary supplement" immediately after the words "therapeutic
cosmetic" appearing in paragraph (a); and
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(ii) inserting the words "dietary supplement" immediately after the words "therapeutic
cosrnetic" appearing in paragraph (b);

Justification: For inclusion of dietary supplements which are part of health products and
technologies.

(b) in the definition of "Authority" by deleting the words "Kenya Drugs Authority" and
substituting therefor the words, "Kenya Health Products and Technologies Regulatory
Authority";

Justification: To ensure harmony with the title of the Bill as proposed for amendment.

(c) in the definition of "chemical substance" by deleting the words "or detergent";

Justification: To exclude detergents which are used for cleaning inanimate objects and does
not fall under the purview of the regulation of health products and technologies.

(d) in the definition of "drug" by deleting the word "il' appearing in paragraph (b)(ii) and

substituting therefor the word "of';

Justification: To correct a minor typographical error.

(e) by deleting the definition of "enrolled pharrnaceutical technologist";

Justification: The current definition cross references the Pharmacy and Poisons Act, Cap.
244which will be repealed as provided under clause 97. A new definition proposed.

(0 in the definition of "health products and technologies" by inserting the words, "dietary
supplernents" imrned iately after the words, "therapeutic cosmetics";

Justification: For inclusion of dietary supplements which are part of health products and
technologies.

(g) bV deleting the definition of "herbal rnedicine or product";
(h) bV deleting the definition of "rnedical device";
(i) bV deleting the definition of "rnedicinal substance";
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Justification: New definitions provided for these terms. These new definitions expand the
scope to cover all aspects of the use of medical devices and medicinal substances in relation
to health and to include herbal materials and herbal combinations.

0) in the definition of "package" by inserting the words "dietary supplement" immediately
after the words "therapeutic cosmetic";

Justification: For inclusion of dietary supplements which are part of health products and
technologies.

(k) bV deleting the definition of "pharmacy";

Justification: The current definition is inadequate. The term is to be defined in the proposed
Pharmaceutical Practice Bill.

(l) by deleting the definition of "pharmaceuticaltechnologist";

Justification: The Pharmacy and Poisons Act, Cap. 244 provide that a pharmaceutical
technologist must be enrolled in the roll established under this Act.

(m)by deleting the definition of "registered midwife";

Justification: The term is no longer used in the Bill in line with the proposed amendment of
clause a3 (1)(c).

(n) in the definition of "scheduled substance" by deleting the phrase "in the relevant schedule
under this Act" and substituting therefor the phrase "in the list published by the Cabinet
Secretary under section 37";

Justification: There is no Schedule on scheduled substances. The Cabinet Secretary will
publish the list of scheduled substances in the Gazette.

(o) by deleting the definition of "therapeutic cosmetic"; and

Justification: The current definition defines cosmetics in general that are meant to provide
the body with appropriate aesthetics, texture, pH, color and smell. It is not specific to special
cosmetics.

(p) by inserting the following new definitions in their proper alphabetical sequence-
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"active surveillance" rneans prospective measures taken to detect adverse drug
reactions and adverse events and involves active follow-up during and after
treatment of patients where the events may be detected by asking the patient directly
or screening patient records;

"adverse drug reaction" means a response to a drug which is noxious and

unintended, and which occurs at doses normally used in humarrs for the

prophylaxis, diagnosis or therapy of disease, or for the modification of
physiological function and is characterized by the suspicion of a causal relationship
between a medical product and an occurrence;

"adverse event" means any untoward medical occurrence that may present during
treatment with a pharmaceutical product but which does not necessarily have a
causal relationship with the treatment;

"alternative medicine" means complementary medicine and includes a broad set of
health care practices that are not part of Kenya's tradition and are not integrated

into domir-rant health care system;

"biologicals" means a diverse group of medicines which includes vaccines, growth
factors, immune modulators, monoclonal antibodies and includes products derived

from human blood and plasrna;

"Board" means the Board of the Authority established under section 8;

"Centre" means the National Pharmacovigilance Centre established under section

598;

"clinical trial" means any systematic study on pharrnaceutical products in human

subjects, whether in patients or other volunteers, in order to discover or verify the

effects of, identify any adverse reaction to investigational products, study the

absorption, distribution, metabolism and excretion of the products with the object
of ascertaining their efficacy and safety;

"dietary supplement" means a product taken by mouth that is added to the diet to
help meet daily requirements of essential nutrients, and which usually contains one

or rnore dietary ingredient and includes vitamins, tninerals and herbs;

"enrolled pharmaceutical technologist" means a person enrolled as such by the

body for the time being responsible for the enrohnent of phannaceutical
technologists;

"falsified rnedical product" rneans a product that is deliberately or fraudulently
misrepresented in relation to its identity, corxposition or source;

"Field Safety Corrective Action" means any action takerr by a product owner to
reduce a risk of death or serious deterioratior-r in the state of health associated with
the use of a medical device, and includes-
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(c)

(d)

the return of a medical device to the product owner or its representative;

device rnodification which may include-

retrofit in accordance with the product owner's modification
or design change;
permanent or temporary changes to the labelling or
instructions for use;

software upgrades including those carried out by remote
access;
rnodification to the clinical management of patients to
address a risk of serious injury or death related specifically
to the characteristics of the device;
device exchange;
device destruction; or
advice given by product owrler regarding the use of the

device.

(viii)

(ix)

(x)

(xi)

(xii)
(xiii)
(xiv)

"health product" irrcludes a medicine, medical product, medicinal substance,

vaccine, diagnostic, medical device, blood or blood product, herbal medicine,
therapeutic feed and nutritional formulation, cosmetic and related products;

"health technology" means the application of organized knowledge and skills in the

form of medicines, devices, vaccines, procedures, and systems developed to solve

a health problem and improve the quality of lives, and includes radiation-emitting
devices and related products;

"herbal medicine or product" means a plant derived material or preparations with

claimed therapeutic or other health benefits, which contain either raw or processed

ingredients from one or more plants or material of inorganic or atrimal origin and

includes herbs, herbal materials, herbal preparations, finished herbal products that

contain active ingredients, parts of plants or other plant materials or combinations;

"lnspector of Drugs" means a person who is competitively recruited by the

Authority as a drug inspector under this Act;

"lot" or "sub-lot" rleans a defined quantity of starting material, packaging material

or product, processed in a single process or series of processes so that the quantity

is expected to be homogeneous; and in the case of continuous rnanufacture, tlte lot
corresponds to a defined fraction of the production characterized by its intended

hornogeneity;

"lot release" means the process of the evaluation of an individual lot of a licerrsed

biological product by the Authority before giving approval for its release onto the

market;

"marketing authorization" rneans the certificate of registration issued by the

cornpetent health product regulatory authority in the country of origin for the
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purpose of marketing or free distribution of a health product after evaluation for
safety, efficacy and quality;

"medical device" means any instrument, apparatus, implement, machine,
appliance, implant, reagent for in vitro use, software, material or other similar or
related article, intended by the rnanufacturer to be used, alone or in combination
for human beings, for one or more of the specific medical purpose of-

(a) diagnosis, prevention, monitoring, treatment or alleviation of disease;
(b) diagnosis, monitoring, treatment, alleviation of or compensation for an

injury;
(c) investigation, replacement, modification or support of the anatomy or of a

physiological process;
(d) supporting or sustaining life;
(e) control of corrception;
(l) disinfection of medical devices;
(g) providing information by means of in vitro examination of specimens

derived from the human body;
(h) disinfection substances;
(i) aids for persons with disabilities;

O devices incorporating anirnal or hurnan tissues;
(k) devices for in-vitro fertilization or assisted reproduction technologies,

and does not achieve its prirnary irrtended action by pharmacological,
immunological or metabolic means, in or on the human body, but which may be

assisted in its intended function by such means;

"medicinal substauce" means a substance, the origin of which may be human,
animal, vegetable or chemical including human blood and human blood products,
micro-organisms, whole animals, parts of organs, animal secretions, toxins,
extracts, blood products, micro-organisms, plants, parts of plants, vegetable
secretions, extracts, elements, naturally occurring chemical materials and chemical
products obtained by chernical change or synthesis;

"passive surveillance" means that no active measures are taken to look for adverse

effects other than the encouragernent of health professionals and others to report
safety concerns;

"parallel irnportation" means importation into Kenya, by a licensed irnporter of a

health product other than the marketing authorizatiorr holder or his or her technical
representative, of the following health products which require marketing
authorization in Kenya-

(a) patented health products under the applicable law;
(b) non-patented health products; or
(c) branded generic health products;
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"parallel imported medicinal substance" means a medicinal substance imported
into Kenya under this Act;

"pharmacovigilance" means the science and activities relating to the detection,

assessment, understanding and prevention of adverse effects or any other possible

health product related problem;

"premise" includes any land, building, dwelling-place or any other place

whatsoever; and includes stand-alone community retail pharmacy, private hospital
pharmacy, public health facility pharmacy, wholesale pharmacy or distribution
outlet, where health products and technologies are stored, handled or distributed;

"Registrar" means the Director-General of the Authority appointed under section

6;

"scheduling" means, in relation to a substance, the determination of the schedule or

schedules to the current Poisons Standard in which the name or a description of the

substance is to be included;

"therapeutic cosmetic" means a product with the ability to trigger biological actions

on the dermis, skin, eyes or teeth, to prevent future damage and contains ingredients
that are usually not found in regular cosmetics or at higher strengths than could be

sold safely over the counter;

"traditional medicine" includes the knowledge, skills and practices based on the

theories, beliefs and experiences indigenous to different cultures, whether

explicable or not, used in the maintenance of health as well as in the prevention,

diagnosis, improvement or treatment of physical and mental illness;

"unregistered medical product" means a product that has not undergone evaluation

and approval by the Authority subject to permitted conditions under the Act and

the rules therein;
o'vessel" means a truck, van, bus, minibus, car, trailer, aircraft, railway carriage,

boat and other means that are used for purposes of conveying health products and

technologies;

"wholesale dealer" means a person who is licensed to carry out a business where

health products and technologies are stored, distributed or sold in bulk to persons

other than individual consumers and includes registration, importation,
warehousing, good distribution practices and pharmacovigilance;".

Justification: The new definitions are internationally recognized by the World Health
Organization and are critical for the execution of regulatory functions of the Authority.

To further identify the Board as used in the Bill.

To provide new definitions for the words: enrolled pharmaceutical technologist, therapeutic
cosmetic, herbal medicine, medical device and medicinal substances.
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The amendment also introduces the definition of the Registrar to mean the Director-General
of the Authority, as the term is used in various clauses in the Bill.

CLAUSE 3

THAT, Clause 3 of the Bill be amended-
(a) by deleting sub-clause ( I ) and substituting therefor the following new sub-clause ( l)-

"(l) This Act applies to the regulation of-

(a) medicines, medical products and technologies;
(b) medical devices including radiation emitting devices;
(c) radiopharmaceuticals;
(d) cornplementary, alternative or herbal medicines;
(e) cosrnetics and borderline products;
(f) in-vitro diagnostics rnedioal devices;
(g) therapeutic fbeds;
(h) clinical trials;
(i) nutraceuticals and dietary supplements;

O digital health and technologies;
(k) scheduled substances;
(l) chernical substances; and
(m)biological products for use in humans and the starting rnaterials used in their

manufacture."
(b) bV inserting the following new sub-clause irnmediately after sub-clause (2)-

"(3) This Act shall not apply to the regulation of traditional medicine and alternative
medicine."

Justification: To comprehensively cover all aspects in the regulation of health products and
technologies.

Further, the amcndment seeks to expressly exempt the regulation of traditional and
alternative medicine from the Bill, as this will be dealt with by the enactment of legislation
to provide for the regulation of traditional medicine and alternative medicine as envisaged
under section 75 of the Health Act.

CLAUSE 4

THAT, Clause 4 of the Bill be arnended in sub-clause (l) by deleting the words "Kenya Drugs
Authority" and sr"rbstituting therefor the words "Kenya Health Products and Technologies
Regu latory Authority".

Justification: This accords with international best practice on the establishment of a
centralized regulatory authority for health products and technologies.
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CLAUSE 5

THAT, Clause 5 of the Bill be amended by deleting the words, "but the Authority may establish
branches anywhere in Kenya" and substituting therefor the words "or in such other place as the
Board of the Authority may, by resolution, determine".

Justification: To give the Board discretion in determining the location of the Authority's
headquarters.

CLAUSE 6

THAT, Clause 6 of the Bill be amended-

(a) by deleting sub-clause (l) and substituting therefor the following new sub-clause (l)-

"(1) There shall be a Director-General of the Authority who shall be the chief executive
officer of the Authority."

Justification: For proper drafting of the clause.

(b) by deleting sub-clause (2) and substituting therefor the following new sub-clause (2)-
"(2) The Director-General shall be appointed by the Board, through a transparent
and competitive process, on such terms as may be specified in the instrument of
appointment."

Justification: The Director-General is not a State Officer and should therefore be appointed
by the Authority without the approval by Parliament.

(c) in sub-clause (3) bV deleting the word "four" and substituting therefor the word "three"

Justification: Appointments and term of service in State Corporations are normally capped
at three (3) years which is renewable for one final term.

(d) bV deleting sub-clause (4) and substituting the following new sub-clause (4)-

"(4) A person shall be qualified for appointment as a Director-General if such person-

(a) holds a bachelor's degree in pharmacy from a university recognized in Kenya;
(b) holds a masters' degree in pharmacy, medicine or any relevant field from a

university recognized in Kenya;
(c) has at least ten years' experience in pharmacy or its equivalent;
(d) has served in a senior management position for at least five years;
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(e) is a member of a professional body; and
(f) rneets the requirernents of Chapter six of the Constitution."; and

Justification: The Director-General should be a qualified pharmacist as the regulation of
health products and technologies requires specialized knowledge and technical expertise in
the pharmaceutical field.

(e) by deleting sub-clause (5).

Justification: The fact that the Director-General shall be the CEO of the Authority is
provided in the sub-clause (1) as proposed for amendment.

CLAUSE 7

THAT, Clause 7 of the Bill be amended in paragraph (l) bV deleting the phrase "Act. regulation
under this" and substituting therefor the phrase "regulation under this Act."

Justification: To correct a typographical error.

CLAUSE 8
THAT, Clause 8 of the Bill be amended-

(a) by deleting sub-clause ( I ) and substituting therefor the following new sub-clause-
"(l) The rnanagement of the Authority shall vest in a Board appointed under this section."

Justification: The name of the Board should reflect the amended Title of the Bill and name
of the Authority as proposed for amendment.

(b) by deleting sub-clause (2) and substituting therefor the following new sub-clause (2)-
"(2) The Board shall cornprise-

(a) a non-executive Chairperson appointed by the President and wlto shall-

(iii)be a registered pharrnacist of good standing with a degree in pharmacy; and
(iv)have at least ten years'experience in the pharrnaceutical sector, five of

which shall be at setrior Inanagement level;
(b) the Principal Secretary in the Mirristry for the tirne being responsible for health

or a representative designated in writing;

(c) the Principal Secretary the Ministry for the time being responsible for finance or
a representative designated in writing;

(d) the Director-General for Health or a representative designated in writing;

(e) one person nominated by the Pharmaceutical Society of Kenya;

(l) one person nominated by the Kenya Pharmaceutical Association;

(g) one person nominated by the Kenya Medical Association;
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(h) one person, not being a Governor, with knowledge and experience in health
products and technologies nominated by the Council of County Governors to
represent the interests of counties;

(i) one person, not being a public officer, representing consumer protection
nominated by the Consumer Federation of Kenya; and

O the Director-General of the Authority who shall be the secretary and an ex

fficio member of the Board."; and

Justification: The composition of the Board should comply with the Mwongozo Code of
Governance for State Corporations in terms of numbers, skill mix and professional expertise
which should include all relevant players involved in the matters of health products and
technologies.

(c) by deleting sub-clause (3) and substituting therefor the following new sub-clause (3)-

"(3) The Cabinet Secretary shall appoint the members of the Board under subsection (2)
(e), (f), (e), (h) and (i) by notice inthe Gazette;'

Justification: The members of the Board Members are not State Officers and hence their
appointment does not require approval by Parliament. It is sufficient that the Cabinet
Secretary notifies the public of the appointments in the Kenya Gazette.

CLAUSE 9

THAT, the Bill be amended by deleting Clause 9.

Justification: The provision contradicts the legal framework for appointment of the
Chairperson, Board Members and CEOs of State Corporations or Semi-Autonomous
Government Agencies. The Chairperson, Board Members and Director General of the
Authority are not State Officers and hence do not need to subscribe to an oath.

CLAUSB 10
THAT, Clause l0 of the Bill be amended in sub-clause (l) by deleting the words "section 12"
appearing in paragraph (c) and substituting therefor the words "section I1".

Justification: To correct the cross reference as clause 11 makes provision for removal from
office of the members of the Board of the Authority.
CLAUSE 12

THAT, Clause l2 of the Bill be amended by-
(a) inserting the following paragraphs immediately after paragraph (e)-

"(ea) regulate the disposal of health products and technologies;
(eb) monitor the market for the presence of unregistered and illegal health products and
technologies;
(ec) conduct analytical tests of health products and technologies";
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Justification: To make provision for the functions of disposal, analytical testing and
monitoring of the market by the Authority.

(b) deleting paragraph (f) and substitutirrg therefor the following new paragraph (0 -"(f) ensure continuous rnonitoring of the safety of health products and technologies
regulated under this Act through analysis of reports on adverse reactions and events,
including any other health product and technology use related issues and take appropriate
regulatory actions when necessary";

Justification: To expressly align to the WHO requiremcnt on the establishment of a national
vigilance system.

(c) deleting paragraph (g) and substituting therefor the following new paragraph (g)-
"(g) regulate clinical trials and ensure that clinical trial protocols of health products and

technologies are being assessed according to the prescribed ethical and professional criteria
and defined standards including mandatory bioequivalence studies";

Justification: To anchor the oversight of clinical trials in the law as recommended by the
wHo.

(d) inserting the following new paragraphs immediately after paragraph (g)-

"(ga) approve the use of any unregistered rnedicinal substance for plrrposes of clinical
trials, emergency use and compassionate use;

(gb) carry out pharmacovigilance audits and inspections in order to ensure cornpliance with
good pharmacovigilance practices and the prescribed requiremeuts";

Justification: To provide for approval of health products and technologies during
emergencies and to provide for pharmacovigilance which check the safefy of health products
and technologies.

(e) deleting paragraph (n) and substituting therefor the following new paragraph (n)-

"(n) appoint inspectors who hold a minimum of a diplorna in pharmacy and conduct
irispection, either by itself or through its agerrts, of r-nanufacturing premises, medical
devices establishments, irnporting and exporting agents, wholesalers, distributors,
pharmacies, including those in health facilities and clinics, retail outlets and any other
prernises and vessels sLrbject to regulation under this Act";

Justification: To specify the premises subject to inspection by the Authority.

(0 inserting the following new paragraphs after paragraph (o)-

"(oa) conduct national regulatory authority lot release, official authority batch release of
specified biologicals to ensure the quality, safety and efficacy of biological products
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through a regulatory release system in compliance with established approaches, policies,
guidelines, procedures and in line with World Health Organization and internationally
recognized guidelines;
(ob)carry out and promote research related to medicines and health products";

Justification: To enable the conduct of research by the Authority and the conduct of lot
releases which are a key component in the regulation of the production of vaccines.

(g) inserting the following paragraphs after paragraph (q)-

"(qa) ensure that all health products and technologies manufactured in, imported into or
exported from the country including through parallel importation conform to prescribed
standards of quality, safety and efficacy;
(qb) enforce the prescribed standards of quality, safety and efficacy of health products and

technologies manufactured, imported into or exported out of the country;
(qc) grant or revoke licenses and permits for the manufacture, importation, exportation,
distribution and sale of health products and technologies;
(qd) maintain a register of all authorized health products and technologies manually or
electronically;
(qe) regulate licit use of narcotic, psychotropic substances and precursor chemical
substances in accordance with the Single Convention on Narcotic Drugs, 1961, the
Convention on Psychotropic substances,l9Tl or the United Nations Convention against
Illicit Traffic of Precursor Chemical Substances, 1988;
(qf) inspect and license all manufacturing premises, importing and exporting agents,

wholesalers, distributors, pharmacies including those in hospitals and clinics and other
retail outlets;"

Justification: To include critical functions of the Authority based on best practice in
regulation of import and export of health products and technologies that will enable the
country attain WHO maturity level3.

CLAUSE 13

THAT, Clause l3 of the Bill be amended by-
(a) deleting paragraph (a) and substituting therefor the following new paragraph (a)-

"(a) collaborate with such other bodies or organizations within or outside Kenya as it may
consider desirable or appropriate for the furtherance of the purpose of the Act;"

(b) inserting the following new paragraphs immediately after paragraph (a)-

"(aa) adopt and implement any such internationally recognized good regulatory practices;
(ab) determine and implement effective and efficient reliance mechanisms;
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(ac)issue, suspend, withdraw or revoke any license or cornpliance certificate granted under
this Act;
(ad) levy, collect and utilize fees for services rendered;
(ae) grant or withdraw licenses and permits to manufacturers, wholesalers, retailers,
importers, exporters and distributors;
(af) develop guidelines on the manufacture, import and export, distribution, sale and use of
rnedical products".

Justification: To comply with WHO requirements for regulatory functions in the Global
Benchmarking Tool especially on control over imports and exports.

CLAUSE 21

THAT Clause 2l of the Bill be amended-

(a) by deleting sub-clause (l) and substituting therefor the following new sub-clause (l)-

"(l) The Board may establish such scientific advisory committees of the Authority, as may
be necessary for the effective performance of the functions of the Authority".

(b) in sub-clause (3) bV deleting the words "Cabinet Secretary" and substituting therefor the
words "Board of the Authority";

(c) in sub-clause (4) by deletirrg the words "Cabinet Secretary" and substituting therefor the
words "Board of the Authority";

(d) by deleting sub-clause (9) and substituting therefor the following new sub-clause (9) -"(9) A scientific advisory comrnittee shall submit, at least once every six months, a report
to the Board of the Authority, with respect to its activities and the Board shall submit a
copy of each report to the Cabinet Secretary".

Justification: The Scientific Advisory Committees ought to offer technical advice and report
to the Board (its appointing authority) which then advices the Cabinet Secretary accordingly.

PART IV

THAT, Part IV of the Bill be amended by deleting the title and substituting therefor the following
new title-

..PART III-HEALTH PRODUCTS AND TE,CHNOLOGIES''

Justification: To ensure harmony with the title of the Bill as proposed for amendment and
to correct a minor error in numbering of the parts of the Bill.
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CLAUSE 22

THAT, Clause 22 of the Bill be amended-
(a) in the marginal note by deleting the word "medicines" and substituting therefor the words

"health products and technologies";

Justification: To harmonize the terms used in the Bill with the Title of the Bill as proposed
for amendment.

(b) in sub-clause (l) bV-

(i) deleting the words "sell any medicine" appearing in the opening sentence and

substituting therefor the words "sell, manufacture, supply, distribute or dispense
any health product or technology";

Justification: To broaden the scope of prohibited sale of health product and technologies to
include manufacturing, dispensing, distribution and supply of health product and
technologies.

(ii) deleting paragraph (d) and substituting therefore the following new paragraph
(d)-

"(d) is falsified,";

Justification: For alignment with international best practice as the proposed terminology is

recognized by the WHO.

(c) in sub-clause (3) by-

(i) deleting the word "medicine" appearing in the opening sentence and
substituting therefor the words "health product or technology"; and

(ii) deleting the words "pharmaceutical product" appearing in paragraph (b) and

substituting therefor the words, "health product or technology".

Justification: To harmonize the terms used in the Bill with the Title of the Bill as proposed
for amendment.

CLAUSE 23

THAT, Clause 23 of the Bill be amended-
(a) in sub-clause (1) by-
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(i) deleting the word "rnedicines" appearing in paragraph (a) and substituting therefor the
words, "health products or technologies";

(ii) deleting the word o'medicine" appearing in paragraph (b) and substituting therefor the
words, "health product or technology"; and

(iii) deleting the word "medicine" appearing in paragraph (c) and substituting therefor the
words, "health product or technology";

Justification: To harmonize the terms used in the Bill with the Title of the Bill as proposed
for amendment.

(b) in sub-clause (2)by-
(i) deleting the words "one rnillion" appearing in paragraph (a) and substituting therefor the

words "two million"; and

(ii) deleting the words "two million" appearing in paragraph (b) and substituting therefor the

words "five million".

Justification: To enhance the penalty imposed for the offence of deception and falsification
of health products and technologies, since the commission of the offence poses serious
ramifications.

CLAUSE 24

THAT, Clause 24 of the Bill be amended-

(a) in the marginal noteby deleting the word "rnedicines" and substituting therefor the words
"health products and technologies";

(b) in sub-clause (l) by deleting the word "medicine" wherever it appears and substituting
therefor the words "health product or technology";

(c) by deleting sub-clause (2) and substitutirrg therefor the following new sub-clause (2)-
"(2) Ifa standard has not been prescribed for a health product ortechnology but a standard
for the health product or technology is contained in any of the publications specified in the
Fifth Schedule, any person who manufactures, labels, packages, sells or advertises any
other substance or article in such a rlanner that is likely to be rnistaken for the health
product or technology having met any of the standards contained in any of the publicatiorrs
specified in the Fifth Schedule, commits an offence.";

(d) in sub-clause (3) by-
(iii)deleting the word "medicine" wherever it appears in the opening sentence and

substituting therefor the words "health product or technology"; and
(iv)deleting the word "drug" appearing in paragraph (b) and substituting therefor the

words "health product or technology";
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Justification: To harmonize the terms used in the Bill with the Title of the Bill as proposed
for amendment.

(e) in sub-clause (4) by-
(i) deleting the phrase "one hundred thousand shillings or to imprisonment for a term

not exceeding three months" appearing in paragraph (a) and substituting therefor
the phrase "one million shillings or to imprisonment for a term not exceeding three
years"; and

(ii) deleting the words "two hundred thousand" appearing in paragraph (b) and
substituting therefor the words "two million".

Justification: To make the fines prohibitive and punitive due to the risk of the offences to
public health.

CLAUSE 25

THAT, the Bill be amended by deleting Clause 25

Justification: The prohibition of sale of medicines of a quality not demanded is a practice
issue and falls outside the ambit of the Bill.

CLAUSE 26

THAT, Clause 26 of the Bill be amended by-
(a) deleting the word "medicine" appearing in the marginal note and substituting therefor the

words "health product or technology"; and
(b) deleting the word "medicine" and substituting therefor the words "health product or

technology".

Justification: To harmonize the terms used in the Bill with the Title of the Bill as proposed
for amendment.

CLAUSE 27

THAT, Clause 27 of the Bill be amended by-

(a) deleting the words "medicinal products" appearing in paragraph (a) and substituting
therefor the words "health products or technologies";

(b) deleting the words "medicinal products" appearing in paragraph (b) and substituting
therefor the words "health products or technologies"; and

(c) deleting paragraph (c) and substituting the following new paragraph (c)-
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"(c) the quality of the health products or technologies of such description, according to the
specification and the method or proposed method of manufacture of the health products or
technologies, and the provisions proposed for securing that the health products or
technologies as sold or supplied shall be of that quality; and"

Justification: To harmonize the terms used in the Bill with the Title of the Bill as proposed
for amendment.

NEW CLAUSES

THAT, the Bill be amended by inserting the following new clauses immediately after clause 27-

Application
for product

licence.

27A. (l) A person who intends to import, manufacture or sell a health product or

technology shall apply to the Authority for the registration of the health product

or health technology, in the prescribed form.

(2) An applicant under subsection (1) shall-

(a) specify the particulars of the person with appropriate knowledge of
all aspects of the health product or health technology who shall be

responsible for all cornmunication between the applicant and the

Authority in the declaration page of the application forrn; and

(b) where the applicant is not acitizen of Kenya or is a company

incorporated outside Kenya, appoint a local representative who
shall be a citizen of Kenya, a person who is or has permanent

residence or a company incorporated in Kenya.

(3) The application rnade urrder subsection (l) shall be accompanied by-
(a) a proposed label for use on the health product or technology;

(b) a copy of the rnanufacturing licence of the health product or
technology, where applicable;

(c) a copy of the good manufacturing practice certificate from
the Authority and the regulatory authority of the country
where the health product or technology is r-nanufactured;
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(d) a copy of a certificate of analysis from a quality control
laboratory recognized by the Authority, where applicable;

(e) a copy of the marketing authorization or certificate of
registration of the health product or technology from the

regulatory authority of the country where the health product

or technology is sold;

(f) the available data on the quality, safety, efficacy and

performance of the health product or technology submitted
in a common technical dossier format;

(g) a sample of the health product or technology;

(h) proof of ownership of the site for the manufacture of the

health product or technology, where applicable;

(i) where the applicant is not acitizen of Kenya or is a company
incorporated outside Kenya, a copy of the agreement

appointing the local representative;

O where the application relates to a health product or
technology which is registered with a foreign regulatory
body-

(iv)a copy of the certificate of registration;

(v) the professional information relating to the health
product or technology; and

(vi)the conditions of the registration of the health product
or technology;

(k) proof that the applicant holds-

(vi)a valid practising licence issued by the body responsible

for the profession of pharmacy;

(vii) a valid wholesale dealer's licence issued in

accordance with this Act;

(viii) a valid licence to sell poisons issued in accordance

with this Act; or

(ix)a valid manufacturing licence issued in accordance with
this Act; and

(x) proof of payment of the application fees as prescribed

by the Authority.
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(4) An applicarlt shall notify the Authority of any variation to the agreement
appointing the local representative within seven days of the variation.

278. (l) The Authority shall consider the application made under section 27A,
and, shall, if it is satisfied of the safety, efficacy, quality, performance and

ecorromic value of the health product or technology, register the health product or
technology and issue a certificate of registration in the prescribed form.

(2) The Authority may, while considering the application, approve the details
as supplied by the applicant or approve it with such amendments as it may consider
appropriate in respect of the following particulars-

(a) the name under which the health product or technology may be sold;

(b) the labelling of the health product or technology;

(c) the statement of the representations to be made for the promotion of
the health product or technology regarding-

(vii) the clairn to be made for the health product or technology;

(viii)the route of administering the health product or technology;

(ix)the dosage of the health product or technology;

(x) the storage conditions of the health product or technology;

(xi)the contra-indications, the side effects and precautions, if any
of the health product or technology; and

(xii) the package size of the health product or technology.

(3) When evaluating an application, the Authority may-

(a) subject a sample of the health product or technology to an evaluation
by an analyst; and

(b) consider the evaluation report of the analyst that has evaluated the
health product or technology.

(4) Where the Authority is not satisfied as to the quality, safety efficacy,
perforrnance or econornic value of the health product or technology, it rnay, after
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providing an opportunity to the applicant to be heard, reject the application and

inform the applicant the reasons for rejection in writing.

27C. (l) The Authority may, where it considers it necessary to protect public
health or in the event of a threat to life or health, issue a provisional certificate of
registration for a health product or technology.

(2) A person who intends to obtain the provisional certificate of registration
for a health product or technology under subsection ( I ) shall apply to the Authority
in the prescribed form.

(3) Where the applicant is not a citizen of Kenya or is a company
incorporated outside Kenya, the applicant shall appoint a local representative who
shall be a citizen of Kenya, a person who is or has permanent residence or a
company incorporated in Kenya.

(a) An application under subsection (2) shall be accompanied by-

(a) such documents as may be necessary to support the application;

(b) where the applicant is not acitizen of Kenya or is a company

incorporated outside Kenya, a copy of the agreement appointing
the local representative;

(c) proof that the applicant holds-

(i) a valid practising licence issued by the body responsible

for the profession of pharmacy;

(ii) a valid wholesale dealer's licence issued in accordance

with this Act;

(iii)a valid licence to sell health products or technologies
issued in accordance with this Act; or

(iv)a valid manufacturing licence issued in accordance with
this Act; and

(v) proof of payment of the application fees as prescribed by
the Authority.

Cap.242
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(5) When determining an application under this section, the Authority
shall consider the facts established from the valid marketing authorization for the

health product or technology and the report on the assessment of the health product
or technology obtained from the authority competent for health products and

technologies, if available.

(6) The person to whom the certificate of registration is issued under this
section, shall be responsible for the labelling, packaging, advertising and

pharmacovigilance system of the health product or technology.

(7) A provisional certificate of registration issued under subsection (1)

shall be valid for two years from the date of issue or until the declaration made

under section 35 of the Public Health Act is revoked.

(8) Any variation to the agreement appointing the local representative to

the application made under subsection (2) shall be notified to the Authority within
seven days of the variation.

27D. (l) The Authority may, in writing, authorize a person to import or distribute
for a specified period to a specified person or institution a specified quantity of a
particular health product or technology that is not registered.

(2) A health product or technology distributed pursuant to authorization
granted under subsection (l) may be used for such purposes and in such manner

and during such period as the Authority may in writing determine.

(3) A person who intends to obtain the authorization under subsection (l),
for purposes other than a clinical trial, shall apply to the Authority in the prescribed

form.

(4) Where the applicant is not a citizen of Kenya or is a company
incorporated outside Kenya, the applicant shall appoint a local representative who

97



shall be a citizen of Kenya, a person who is or has permanent residence or a
company incorporated in Kenya.

(5) The application made under subsection (3) shall be accompanied by-
(a) a product brochure containing relevant chemical,

pharmaceutical, pre-clinical pharmacological and

toxicological data and where applicable, human
pharmacological and clinical data related to the health
product or technology for which authority is sought;

(b) written consent of the applicant, where applicable;

(c) details of registration or pending registration of the
health product or technology with any other regulatory
authority, where applicable;

(d) evidence of compliance by the manufacturer of the
health product or technology with good manufacturing
practice standards as determined by the Authority;

(e) reasons why a registered health product or technology
cannot be used;

(f) where the applicant is not a citizen of Kenya or is a
company incorporated outside Kenya, a copy of the
agreement appointing the local representative;

(g) proof that the applicant holds-

(i) a valid practising licence issued by the body responsible
for the profession of pharmacy;

(ii) a valid wholesale dealer's licence issued in accordance
with this Act;

(iii)a valid licence to sell health products or technologies
issued in accordance with this Act; or

(iv)a valid manufacturing licence issued in accordance with
this Act; and

(v) proof of payment of the application fees as prescribed by
the Authority.
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(6) Where the Authority issues an authorization under subsection (l), the person

to whom the authorization is issued shall submit to the Authority-

(a) progress reports after every six
months from the date of issuance of
the authorization;

(b) any adverse event report, where an

adverse event occurred; and

(c) a progress report within thirty days

after the completion or termination
of the use of the health product or
technology.

(7) The Authority may, where it is of the opinion that the safety of any patient is

compromised or where the scientific reasons for administering the unregistered

health product or technology have changed-

(a) impose any
additional
conditions;

(b) request
additional
information;

(c) inspect the

site where the
unregistered
health
product or
technology is

manufactured

, stored or
administered;
or

(d) withdraw the
authorization
to treat the
patient.
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(8) The Authority may, by notice in writing withdraw the authorization issued

under subsection (l) if any of the purposes or the manner specified in subsection
(2) is contravened.

(9) A health product or technology authorized under this section shall be labelled
in accordance with this Act.

(10) An applicant shall notify the Authority of any variation to the agreement
appointing the local representative within seven days of the variation.

(11) The requirements in this section shall apply to applications for donations of
health products and technologies.

Justification: To provide new clauses2T A,278,27C and27D for the handling of applications
of product licences by the Authority.

CLAUSE 28

THAT, Clause 28 of the Bill be amended-

(a) in the marginal note by deleting the words "medicines register" and substituting therefor
the words "health products and technologies register";

(b) in sub-clause (l) bV deleting the words "medicines register" and substituting therefor the
words "health products and technologies register"; and

(c) in sub-clause (2) bV deleting the words "medicines register" and substituting therefor the
words "health products and technologies register".

Justification: To harmonize the terms used in the Bill with the Title of the Bill as proposed
for amendment.

CLAUSE 29

THAT, Clause 29 of the Bill be amended-
(a) in the marginal note by deleting the words "medicines and medical devices" and

substituting therefor the words "health products and technologies";
(b) bV deleting sub-clause (l) and substituting therefor the following new sub-clause (l)-
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"( l) Every application for registration of a health product or technology shall be submitted
to the Registrar in the prescribed form and shall be accompanied by the prescribed
particulars and samples of the relevant health product or technology and by the prescribed
registration fee."

(c) in sub-section (2)by deleting the phrase "Essential Medicines List or Essential Veterinary
Medicines List" and substituting therefor the phrase "Kenya Essential Medicines List,
Kenya Essential Diagnostics List, Kerrya Essential Medical Supplies List and Kenya
Essential Veterinary Medicine List";

(d) in sub-clause (3) bV deleting the word "medicine" wherever it appears and substituting
therefor the words "health product or technology";

(e) in sub-clause (4) by-
(i) deleting the word "rnedicine" appearing in tlre opening sentence and substituting

therefor the words "health product or technology";
(ii) deleting paragraph (b) and inserting the following new paragraph-

"(b) that the applicant may, within a period of three months after the date of the
notification, furnish the Registrar with the comments on the Authority's reasons for
not being so satisfied."

Justification: To afford adequate time and to increase the period within which an applicant
may submit their comments on the Authority's reasons for its decision, from one month to
three months.

(0 bV deleting sub-clause (6) and substituting therefor the following new sub-clause (6)-

"(6) Where the Authority has approved the registration of any health product or technology
if it is satisfied of the safety, efficacy, quality, performance and ecorromic value of the
health product or technology, the Registrar shall register that health product or technology
and shall enter in the register such particulars in regard to the health product or technology
as are required by this Act to be so entered and shall issue to the applicant a certificate of
registration in the prescribed forrn in respect of that health product or technology."

(g) in sub-clause (7) by deleting the word "rnedicine" and substituting therefor the words
"health product or technology";

(h) in sub-clause (8) bV deleting the word "r.nedicine" wherever it appears and substituting
therefor the words "health product or technology";

(i) in sub-clause (9) by deleting the word "medicines" and substituting therefor the words
"health products and technologies",

0) in sub-clause (10) by deletirrg the word "medicine" and substituting therefor the words
"health product or technology";
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(k) in sub-clause (ll) by deleting the word "medicine" and substituting therefor the words
"health product or technology";
in sub-clause (12) by deleting the word "medicine" appearing in the opening sentence

and substituting therefor the words "health product or technology";

Justification: To harmonize the terms used in the Bill with the Title of the Bill as proposed
for amendment.

(l) in sub-clause (la) by-

(i) deleting paragraph (a) and substituting therefor the following new paragraph (a) -"(a)Kenya Essential Medicines List, Kenya Essential Diagnostics List and Kenya
Essential Medical Supplies List means the list of essential medicines, diagnostics
and medical supplies included in the latest editions of the official publicatiorrs
relating to guidelines for standard treatment which is compiled by the state
department responsible for Health;"

(ii) inserting the word "Kenya" immediately before the phrase "Essential Veterinary
Medicines List" appearirrg in paragraph (b).

Justification: To broaden the scope of HPTs considered under the clause.

NEW CLAUSES
THAT, the Bill be amended by inserting the following new clauses irnmediately after clause 29-

Authorization of
h";ilh ;;,;;, 29A. (l) A person shall not import any health product or technology unless-
and

technotogies. (c) the irnported health product or technology has been authorized

through issuance of an irnport permit or a written authorization
by the Authority; and

(d) the irnported health product or technology is inspected and

verified by an inspector of the Authority at the ports of entry
prior to its release.

(2) A batch or lot of any registered prodr-rct shall not be released by the
manufacturer prior to the completion of tests for conformity with standards

applicable to such product and official batch or lot release by the Authority in
cases of biological therapeutics.

(3) Each applicable test conducted by the rnanufacturer under subsection
(2) shall be made on each batch or lot after cornpletion of all processes of
rnanufacture and such test may affect compliance with the standard applicable
to the product.
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(4) The rnanufacturer or marketing authorization holder of any

registered biological therapeutic shall submit lot summary protocol for each

lot that contains registered tests and results of tests performed and, such

manufacturer or marketing authorization holder may be required to submit
samples of product from the specified lot to the Authority for official batch or
lot release in accordance with the prescribed regulations.

(5) Every batch or lot of a registered biological therapeutic irnported into
Kenya or manufactured in Kenya shall be evaluated and, on being satisfied of
conformity with prescribed standards and payment of prescribed fees, the

Director-General shall approve its release into the market and issue a

certificate of official batch or lot release in the prescribed format.

(6) The Authority may recognize and accept official lot release

certificates issued by other national regulatory authorities of other countries
for a specific batch or lots of biological therapeutic manufactured within the

territories of those national regulatory authorities, in issuance of a certificate
under this section.

(7) A person who contravenes this section comrnits an offence and shall on

conviction be liable-

(c) in the case of a first offence, to a fine not exceeding one million
shillings or to imprisonment for a term not exceeding two years, or
to both; or

(d) in the case of a subsequent offence, to a fine not exceeding two
million shillings or to irnprisonment for a term not exceeding five
years, or to both.

Justification: To provide for authorization of health products and
technologies imported into the country including the requirement for
batch or lot release in line with WHO requirements.

298. (l) A person shall not engage in the parallel importation of a health
product or technology into Kenya unless-
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(a) the person is incorporated as a limited liability company under

the Companies Act;
(b) the person has been granted a certificate of parallel importation;
(c) the person is licensed to parallel import the health product or

technology;
(d) the health product or technology has a valid registration in

Kenya under this Act; and

(e) the health product or technology has a valid market
authorization in the country of origin.

(2) A person who wishes to undertake parallel importation of a health
product or technology shall apply to the Board for a certificate of parallel
importation in the prescribed manner.

(3) The Board shall establish and maintain a system that ensures that a
registered parallel imported health product or technology can be traced from
its sourcing, manufacturing, packaging, storage, transport to its delivery to the
health facility, institution or private practice where the health product or
technology is intended to be used.

(4) A person who-

(d) is the holder of a certificate of parallel importation or licensee

and fails to comply with any requirement or obligation in this
Act;

(e) contravenes any prohibition prescribed by the Authority; or
(fl; fails to comply with any requirement imposed on that person

by the Board pursuant to this Act,

commits an offence and is liable, upon conviction, to a fine not exceeding one

million shillings or to imprisonment for a term not exceeding two years, or to
both.

Justification: To make provision for parallel importation of health products and
technologies.

CLAUSE 30

THAT, Clause 30 of the Bill be amended-
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(a) in sub-clause (l) by deleting the word "medicine" wherever it appears and substituting
therefor the words "health product or technology";

(b) by inserting the following new sub-clause immediately after subclause (2>-
"(2A) A person who makes an application under this section shall provide reasons
for the proposed amendments to the register."

(c) in sub-clause (3), by deleting the word "medicine" wherever it appears in paragraph (b)
and substituting therefor the words "health product or technology".

Justification: To harmonize the terms used in the Bill with the Title of the Bill as proposed
for amendment.

The amendment further seeks to ensure that a person who makes an application for the
amendment of the register provides reasons for such proposed amendments.

CLAUSE 31

THAT, Clause 3l of the Bill be amended-

(a) in sub-clause (l) bV deleting the word "medicine" and substituting therefor the words
"health product or technology"; and

(b) in sub-clause (3), by deleting the word 'omedicine" appearing in paragraph (c) and

substituting therefor the words "health product or technology".

Justification: To harmonize the terms used in the Bill with the Title of the Bill as proposed
for amendment.

CLAUSE 32

THAT, Clause 32 of the Bill be amended-
(a) by deleting sub-clause (l) and substituting therefor the following new sub-clause (l)-

"(l) The Authority shall cancel the registration of a health product or technology if-
(d) a licensee has failed to comply with a condition subject to which a particular

health product or technology has been registered;

(e) a particular health product or technology does not cornply with a prescribed
requirernent; or

(f) it is not in the public interest to make a particular health product or technology
available to the public."

(b) in sub-clause (2)by deleting the phrase "medicine or medical device" wherever it appears
and substituting therefor the phrase "health product or techrrology";

(c) in sub-clause (4)-
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(iii)by deleting the words "medicine or medical device" appearing in the opening sentence
and substituting therefor the words "health product or technology"; and

(iv)by deleting the words "medicine or medical device" appearing in paragraph (b) and
substituting therefor the words "health product or technology"; and

(d) bV deleting the words "medicine or medical device" wherever it appears in sub-clause (5)
and substituting therefor the words "health product or technology".

Justification: To harmonize the terms used in the Bill with the Title of the Bill as proposed
for amendment.

CLAUSE 33

THAT, Clause 33 of the Bill be amended in sub-clause (l) by deleting the words "medicine or
medical device" and substituting therefor the words "health product or technology".

Justification: To harmonize the terms used in the Bill with the Title of the Bill as proposed
for amendment.

CLAUSE 34

THAT, Clause 34 of the Bill be amended-

(a) by deleting the words "medicines" and "medicine" wherever they appear and substituting
therefor the words "health product or technology"; and

(b) in the marginal note by deleting the words "medicines" and substituting therefor the words
"health products and technologies".

Justification: To harmonize the terms used in the Bill with the Title of the Bill as proposed
for amendment.

CLAUSE 35

THAT, Clause 35 of the Bill be amended-

(a) by deleting the word 'omedicine" wherever it appears and substituting therefor the words
"health product or technology";

Justification: To harmonize the terms used in the Bill with the Title of the Bill as proposed
for amendment.
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(b) bV deleting sub-clause ( l) and substituting therefor the following new sub-clause ( lF
"(l) A pharmacist or an enrolled pharmaceutical technologist may, in consultation
with the person prescribing the health product or technology and the patient,

dispense an interchangeable rnulti-source health product or technology instead of
the health product or technology prescribed by a medical or dental practitioner,
nurse or other person registered under the relevarlt statutes regulating health
professionals."

(c) in sub-clause (2) by inserting the words "or an enrolled pharmaceutical technologist"
irnmediately after the word "pharmacist";

(d) in sub-clause (3) by inserting the words "or an enrolled pharmaceutical technologist"
irnrnediately after the word "pharmacist"; and

(e) in sub-clause (4) by inserting the word "or an enrolled pharmaceutical technologist"
irnrnediately after the word "pharrnacist".

Justification: For inclusion of pharmaceutical technologists in the dispensing of
interchangeable multi-source medicine.

The amendment to sub-clause (l) seeks to ensure that the consent of both the patient and the
person who makes the initial prescription is obtained before such a change of prescription is

made.

CLAUSE 36

THAT, Clause 36 of the Bill be amended-
(a) in sr-rb-clause (l) by inserting the words "or products" immediately after the words "herbal

medicine"; and
(b) in sub-clause (3) bV inserting the phrase "and shall, on conviction be liable to a fine not

exceeding one million shillings or irnprisonment for a terrn not exceeding one year, or to both"
irnmediately after the phrase "corllntits an offence".

Justification: The amendment seeks to ensure that herbal medicines and products as defined
in the proposed new clefinition in clause 2 shall fall within the ambit of regulation of the Bill.

The amendment further seeks to impose a penalty for the offence of dealing in herbal
medicines and products without registration.

NEW CLAUSE

THAT, the Bill be arnended by inserting the followirlg new clause irnrnediately after clause 36-

36A. (l) A health product or technology shall not be used for clinical trial
unless an approval is granted by the Authority.

Clinical trials
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(2) An approval under subsection (l) shall only be granted by the

Authority after approval by the relevant ethics body has been granted.

(3) A person who intends to commence a clinical trial on a health

product or technology shall make an application to the Authority in the

prescribed form and the application shall be accompanied by the study

protocol in the prescribed format and the prescribed fee.

(a) The study protocol submitted under subsection (2) shall include a

post-trial access programme to ensure access of investigational medicinal

substances by participants in the trial before grant of marketing authorization
by the Authority.

(5) The Authority shall prescribe guidelines for evaluation of
applications made under subsection (2) to be implemented for accelerated

evaluations during emergency situations, epidemics and outbreaks.

(6) A person granted an approval under this section shall put in place

a robust quality assurance system to ensure that the clinical trial is carried out
in a manner that ensures the integrity of data generated and the safety and well-
being of the participants of the study.

(7) The Authority shall carry out inspection of the clinical trials and

monitor compliance of the clinical trials with the prescribed requirements.

(8) Any amendments to clinical trials protocols shall be submitted to

the Authority for approval before implementation.

Justification: To provide for effective regulation of clinical trials by the Authority
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PART V

THAT, the Bill be amended in the title to Part V by deleting the expression "PART V" and
substituting therefor the expression "PART IV".

Justification: To correct a minor error in numbering of the parts of the Bill.

CLAUSE 37

THAT, Clause 37 of the Bill be amended-

(a) in sub-clause (2) by deleting the words "and dealers in mining, agricultural or horticultural
accessories" appearing in paragraph (a);

Justification: Scheduled substances used in mining, agriculture and horticulture are
regulated under other laws.

(b) by inserting the following new sub-clause (3) immediately after sub-clause (2)-
"(3) The Cabinet Secretary shall publish in the Gazette the list of scheduled substances

prepared under subsection (l)."

Justification: To provide for the publication of the list of scheduled substances.

(c) by renumbering sub-clause (3) as sub-clause (4);
(d) by deleting sub-clause (4) and substituting therefor the following new sub-clauses -

"(5) The Authority shall at least once every two years, review the lists under subsection
(3), or whenever necessary in the interest of public health and safety.
(6) Any modification of the list of scheduled substances prepared underthis section shall

be subject to the procedure provided in subsections (l), (2) and (3)."

Justification: To enhance the period of review of the lists of scheduled substances from one
year to two years and provide for review in public interest where need arises. To ensure that
the procedure set out in the clause in the preparation and publication of the list of scheduled
substances is followed even when the lists are modified.

CLAUSE 38

THAT, Clause 38 of the Bill be amended-
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(a) in sub-clause (l) by-
(iii)deleting the phrase "the Limitations prescribed by this sub-section" and

substituting therefor the phrase "the following limitations";

For proper drafting. The words "prescribed by this sub-section" areJustification:
unnecessary.

(iv) deleting paragraph (c)

Justification: Scheduled substances used in mining, agriculture and horticulture are
regulated under other laws.

(b) by deleting sub-clause (2) and substituting therefor the following new sub-clause (2)-

"(2) A person who is in possession of a scheduled substance otherwise than in accordance
with the provisions of this section commits an offence and shall on conviction, be liable to
a fine not exceeding two million shillings or to imprisonment for a term not exceeding

three years; or to both."

Justification: To enhance the penalty for the offence of possession of a scheduled substance
contrary to the provisions of the Bill from Kshs. 100,000 to Kshs. 2,000,000.

CLAUSE 39

THAT, Clause 39 of the Bill be amended-
(a) in sub-clause (a) by inserting the word ooand" immediately after the words "distribution of the

Scheduled Substances";

Justification: This is to provide proper grammatical flow.

(b) by deleting sub-clause (5) and substituting therefor the following new sub-clause (5)-
"(5) A licence issued under this section shall be valid for a period of one year, renewable

annually."

Justification: Annual expiry of the licence is too punitive especially for persons who apply in
the middle of the year.

CLAUSB 40

THAT, the Bill be amended by deleting clause 40.
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Justification: Scheduled substances used in mining, agriculture and horticulture are
regulated under other laws.

CLAUSE 41

THAT, Clause 4l of the Bill be amended-
(a) in sub-clause (l)-

(i) by deleting paragraph (c);
(ii) by deleting paragraph (e);

Justification: Scheduled substances used in mining, agriculture and horticulture are
regulated under other laws. The National or County government cannot buy scheduled
substances on its own, it must do so through a person licensed to do so under the Bill.

(b) in sub-clause (2) -(i) bV deleting paragraph (b)
(ii) by deleting paragraph (c); and

Justification: The persons to whom a wholesaler dealer may sell scheduled substances to are
set out in sub-clause (1).

(c) by deleting sub-clause (3)

Justification: Scheduled substances used in mining, agriculture and horticulture are
regulated under other laws.

CLAUSE 42

THAT, Clause 42 of the Bill be amended-
(a) in sub-clause (l) bV deleting the expression "paragraph (b) of Section 53(2)" appearing in

paragraph (a) and substituting therefor the expression "section 4l(2)(b)"; and

Justification: To correct the cross reference as clause 41 makes reference to the written
certificate contemplated under clause 42.

(b) in sub-clause (3) by deleting the words "three years" and substituting therefor the words
"one year".
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Justification: To reduce the penalty of imprisonment from three years to one year as the
same is not commensurate to the fine of one hundred thousand shillings in relation to the
offence of not making entries of sale of scheduled substances in a scheduled substances book.

CLAUSE 43

THAT, Clause 43 of the Bill be amended in sub-clause (l)-
(a) by deleting the opening sentence and substituting therefor the following new opening

sentence-

"(l) A qualified healthcare professional may supply or dispense a Scheduled Substance
with therapeutic value for the purpose of medical, dental or veterinary treatment, as the
case may be, subject to the following provisions-

Justification: To restrict dispensing of scheduled substances to authorized persons.

(b) in paragraph (b) by-
(iii)inserting the word "and" immediately after the word "supplied" appearing in sub-

paragraph (iii); and
(iv)deleting the word "and" appearing in sub-paragraph (iv);

Justification: To correct a minor drafting error.

(c) by deleting paragraph (c)

Justification: Registered midwives are included in the qualified healthcare professional
provided in the amended sub-clause (l).

CLAUSE 44

THAT, Clause 44 of the Bill be amended in sub-clause (3) by deleting the words "two hundred

thousand" and substituting therefor the words "five hundred thousand".

Justification: To enhance the penalty for the offence of supply of non-labelled scheduled
substances.

CLAUSE 45

THAT, the Bill be amended by deleting Clause 45 and substituting therefor the following new
clause 45-
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(2) The Authority shall develop regulations on the-
(a) classes of substances permitted;

(b) quantities of substances to be dispensed;

(c) records of substances dispensed;

(d) location of automatic machines; and

(e) registration of automatic machines.

Justification: To provide for the use of automatic machines in dispensing selected scheduled
substances in an effort to leverage on technology.

CLAUSE 46

THAT, the Bill be amended by deleting Clause 46 and substituting therefor the following new
clause 46-

Automatic
machines.

Electronic sale

of health
products and

technologies.

45. (l) An authorized seller may use an automatic machine to dispense over-
the-counter scheduled substances.

46. (l) The Authority shall prescribe regulations to provide for the electronic
supply and dispensing of scheduled substances including through e-pharmacy,
telemedicine, medication therapy management and online pharmacy.

(2) The regulations made under subsection (l) shall provide for-
(a) licensure of e-pharmacies;

(b) safety ofpatients;

(c) verification of the identity and traceability of patients;

(d) verification of the identity and traceability of prescribers; and

(e) integrity, legitimacy and authenticity of prescriptions including
avoidance of rnultiple use of the same prescription.

(3) The electronic supply and dispensing of scheduled substances shall be
permitted provided that the supply of such health products and technologies
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conforms with all requirements for the particular health product or technology
in terms of its scheduling status and any other requirements as may be specified
in regulations in relation to such supply or dispensing.

(a) In the case of a prescription-only medicine, the required prescription

shall have been obtained as a result of atleast one physical interaction between

an authorised practitioner and the patient within a period of at least six months.

(5) A person who contravenes this section shall be guilty of an offence,
and shall on conviction, be liable to a fine not exceeding one million shillings,
or to imprisonment for a term not exceeding one year, or to both.

Justification: For proper regulation of electronic sale of medicine which is already a global
phenomenon as many online platforms are selling medicines to consumers and to enhance
the fines in relation to the sale of scheduled substances using electronic means to ensure that
quality is guaranteed.

NEW CLAUSE

THAT, the Bill be amended by inserting the following new clause immediately after clause 46-

Dietarv 46A. (l) A dietary supplement shall-
supplements.

(c) have a stated or implied therapeutic purpose; and

(d) not contain a scheduled substance.

(2) Where a supplement contains a dietary ingredient, the maximum daily
dose for the dietary ingredient shall be as per the guidelines prescribed by the

Authority.

Justification: To provide for dietary supplements which will enhance the regulation of food
supplements by the Authority.

PART VI

THAT, the Bill be amended in the title of Part VI by deleting the expression "PART VI-
MANUFACTURE OF MEDICINAL SUBSTANCES" and substituting therefor the expression
..PART V-MANUFACTURE OF HEALTH PRODUCTS".
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Justification: To correct a minor error in numbering of the parts of the Bill

CLAUSE 47

THAT, Clause 47 of the Bill be amended-

(a) in sub-clause ( l) by deleting the words "medicinal substance" and substituting therefor the
words "health product";

Justification: To harmonize the terms used in the Bill with the Title of the Bill as proposed
for amendment.

(b) by deleting sub-clause (2) and substituting therefor the following new sub-clause (2)-

"(2) A manufacturing licence issued under this section shall be valid for a period of one
year, renewable annual ly."

Justification: To give the manufacturing licence validity for one year.

(c) in sub-clause (3) by deleting the rvords "medicinal substance" and substituting therefor the
words "health product;

(d) in sub-clause (a) bV deleting the words "medicinal substance" and substituting therefor the
words "health product";

Justification: To harmonize the terms used in the Bill with the Title of the Bill as proposed
for amendment.

(e) by inserting the following sub-clauses immediately after sub-clause (5)-
"(6) The Authority shall prescribe regulations setting out conditions for the qualifications
of personnel involved in the production processes of a health product regulated under this
Act.

(7) The personnel qualified to conduct lot release of vaccines and batch release of health
products shall submit their qualifications to the Authority.

(8) A person who commits an offence under this section shall on conviction, be liable to a
fine not exceeding ten million shillings, or to imprisonment for a term not exceeding ten
years, or to both."
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Justification: Substandard, falsified and falsely labelled health products occasion serious
public health challenges.

CLAUSE 48

THAT, Clause 48 of the Bill be amended by-

(a) renumbering the existing provision as sub-clause (l); and
(b) inserting the following new sub-clauses immediately after the renumbered sub-clause (l )-

"(2) The Authority shall have power to enter and inspect manufacturing premises to
confirm compliance with prescribed good manufacturing practices and issue a certificate
of compliance in the prescribed format upon payment of prescribed fees.

(3) The Cabinet Secretary shall make regulations for the better carrying out of the
provisions of this section.

(4) Without prejudice to the generality of subsection (3), the Cabinet Secretary shall make
regulations on-

(d) revocation and suspension of manufacturing licences;
(e) withdrawal of revocation of manufacturing licences upon request; and
(f) transfer of manufacturing licences."

Justification: To give the Authority power to enforce compliance with good manufacturing
practices as recommended by WHO which will in turn encourage continuous improvement
of internal quality control systems and production processes by manufacturers.

The amendment also seeks to provide the specific instances in which the Cabinet Secretary
shall have power to make regulations in regards to compliance with good manufacturing
practice.

PART VII

THAT, the Bill be amended in the title of Part VII by deleting the expression "PART VII" and

substituting therefor the expression "PART VI".

Justification: To correct a minor error in numbering of the parts of the Bill.

NEW CLAUSE

THAT, the Bill be amended by inserting the following new clause immediately after clause 50-

Information
that is required
to be displayed
on the pack.

50A. (l) A person dealing in a therapeutic cosmetic shall indicate-

(a) the common name of the therapeutic cosmetic;
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(b) the net weight of the theraupetic cosrnetic;

(c) all the cosmetic ingredients in the order of prorninence but not

including flavours or fragrances;

(d) the name and address of the manufacturer of the therapeutic cosmetic;

(e) a warning statement; and

(f) a statement that the therapeutic cosmetic is capable of curing or
treating any disease or medical condition.

(2) The Cabinet Secretary shall rnake regulations for the effective
implementation of this section.

(3) The regulations made under subsectiotr ( I ) may-
(a) require manufacturers of cosmetics to register with the Authority;

and
(b) impose restrictions, requirements or other conditions on

rnanufacturers of cosmetics, if such restrictions, requirements or
conditions are necessary to protect public health.

Justification: To enhance transparency on the irrgredients used in therapeutic cosmetics in line
with the Good Manufacturirrg Practices

CLAUSE 51

THAT, Clause 5l of the Bill be amended by inserting the phrase "and shall on conviction be liable

to a fine not exceeding one rnillion shillings, or to irnprisonrnent for a terrn not exceeding two
yeal's, or to both" immediately after the word "offence".

Justification: To expressly provide the penalty for the sale of therapeutic cosmetics under
insanitary conditions.

CLAUSE 52

THAT, Clause 52 of the Bill be arnended by deleting the phrase "have a therapeutic effect or value
shall be treated as a medicirre" and substituting therefor the phrase "treat, diagrrose or preverrt
disease, or affect the structure or functions of the body shall be treated as a health product or
technology".
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Justification: Using the term "therapeutic cosmetic" already indicates that the cosmetic has
therapeutic effect hence there is no need to restate the same.

The amendment also seeks to harmonize the terms used in the Bill with the Title of the Bill
as proposed for amendment.

CLAUSE 54

THAT, Clause 54 of the Bill be amended bydeleting sub-clause (3) and substituting therefor the
following new sub-clause (3)-

"(3) A person who manufactures, sells, supplies, imports or exports a therapeutic cosmetic
which contains a prohibited ingredient commits an offence and, shall on conviction, be

liable to a fine not exceeding one million shillings, or to imprisonment for a term not
exceeding two years, or to both."

Justification: To provide for a penalty for the offence of manufacturing or selling therapeutic
cosmetics that contain prohibited ingredients.

PART VIII
THAT, the Bill be amended in the title of Part VIII by deleting the expression "PART VIII" and

substituting therefor the expression "PART VII".

Justification: To correct a minor error in numbering of the parts of the Bill.

CLAUSE 55

THAT, Clause 55 of the Bill be amended by deleting sub-clause (l) and substituting therefor the
following new sub-clause-

"(l) The Registrar shall keep in the prescribed form a register of all medical devices
approved by the Authority."

Justification: To make provision for the inclusion in the register of all medical devices as
defined in clause 2 and approved by the Authority.

CLAUSE 56

THAT, Clause 56 of the Bill be amended by deleting sub-clause (l) and substituted therefor the
following new sub-clause-

"(l) A person shall not sell any medical device that is-
(a) not registered by the Authority;
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(b) adulterated;
(c) substandard, falsified, falsely labelled or counterfeited; or
(d) which fails to cornply in any way with specifications of this Act or any other law."

Justification: To incorporate internationally accepted terminology, and to redraft for
proper grammatical flow.

CLAUSE 57

THAT, Clause 57 of the Bill be amended by inserting the phrase "and shall, on conviction be

liable to a fine not exceeding two rnillion shillings, or imprisortment for a term not exceeding three
years, or to both" irnrnediately after the words "commits an offence".

Justification: To specifically provide a penalty for the offence of deceptive labelling,
packaging and sale of medical devices.

CLAUSE 58

THAT, Clause 58 of the Bill be amended-
(a) in sub-clause (2) by inserting the phrase "in accordance with the most recent World Health

Organization's prescribed guidelines on good manufacturing practice" immediately after the
word "Authority";

Justification: This will enable the country to comply with WHO standards on
manufacturing.

(b) bV inserting the following new sub-clauses irnrrrediately after sub-clause (2)-

"(3) The Authority shall receive frorn the Kenya Nuclear Regulatory Authority established
under the Nuclear Regulatory Act, 2019 docurnented evidence of radiation required to
enable a rnedical device perform its therapeutic and diagnostic functions and the intended
purpose of the device, for issuance of a registratiorr certificate for a medical device.

(4) An importer, distributor or dealer shall establish and implement documented procedures
for the maintenance of irnportation or distribution records and shall maintain an importation
or distribution record of each medical device to be subrnitted to the Authority."

Justification: To allow the Authority to consult and receive advice from the Kenya Nuclear
Regulatory Authority that exercises regulatory control over nuclear and radioactive
materials and facilities under section 6(c)(i) of the Nuclear Regulatory Act, No. 29 of 2019.
To require importers, distributors or dealers to keep records of medical devices submitted
to the Authority.
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CLAUSE 59

THAT, Clause 59 of the Bill be amended-
(a) in sub-clause (l) by inserting the words "unregistered establishments for medical devices

and" immediately after the word "under"; and
(b) by deleting sub-clause (3) and substituting therefor the following new sub-clause--

"(3) A person who sells or supplies unapproved medical devices commits an

offence and shall, on conviction be liable to a fine not exceeding one million
shillings or to imprisonment for a term not exceeding two years, or to both."

Justification: To provide for the registration of establishments for medical devices by the
Authority.

The amendment further seeks to amend sub-clause (3) for proper grammatical flow and to
provide a penalty for the offence of supply of unapproved medical devices.

NEW CLAUSE

THAT, the Bill be amended by inserting the following new clause immediately after clause 59-

Registration of 59A. (l) An application for registration of a medical devices establishment

'ntd.i:.u1 devices shall be submitted to the Authority in the prescribed format and shall be
establishment.' 

accompanied by the prescribed fees.

(2) An importer, distributor or dealer will establish a system of
notification of field safety corrective action and shall notify the Authority of
such system.

(3) Where the Authority is satisfied that the application under
subsection (l) meets the prescribed requirements, the Director-General shall
issue a registration certificate for the medical devices establishment in the
prescribed format.

(4) A medical devices establishment registration certificate issued
under this section shall be valid for a period of one year, renewable annually
upon application in accordance with the prescribed conditions.
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(5) The registration certificate for manufacturers shall be valid for five
years following a successful reinspection.

(6) The Authority may refuse to issue a medical devices establishment
regi stration certi fi cate where-

(a) an applicant has made a false or misleading statement in the

application;
(b) the Authority has reasonable grounds to believe that issuing the

medical devices establishment registration certificate will
constitute a risk to the health or safety of patients, users or other
persons; or

(c) an applicant has failed to meet the prescribed conditions for
medical devices establishment registration.

(7) Where the Authority does not issue a medical devices
establishment registration certificate under subsection (6), the Authority
shall-

(c) notify the applicant in writing of the reasons for refusing the

registration of the establishment; and

(d) cause the applicant to be notif,red that the applicant may,

within a period of three months from the date of notificatiott,
furnish the Authority with additional relevant docurnentation

or evidence in support of the application.

(8) After the issuance of a rnedical devices establishment registration
certificate, where there is a change to any of the information submitted at the
time of application, the holder of the registration certificate shall submit the
new information to the Authority within ten working days of the change.

Justification: To make provision for the registration of establishments for medical devices.

NEW PART

THAT, the Bill be arnended by inserting the following new Part immediately after the new clause

59A-

PART VIII-THE NATIONAL PHARMACOVIGILANCB SYSTEM
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PharmacovigiIance 59B. (l) The Authority shall establish a National Pharmacovigilance
Centre which shall set up and manage the national pharmacovigilance and
post marketing surveillance system.

(2) The Centre established under subsection (l) shall receive and

maintain all relevant information about suspected adverse drug reactions
and adverse events to health products or technologies which have been

authorized by the Authority.

(3) The Authority shall conduct both passive surveillance and

active surveillance of health products and technologies.

(4) The Authority shall carry out pharmacovigilance audits and

inspections in order to ensure compliance with good pharmacovigilance
practices and the prescribed requirements.

(5) All entities responsible for placing a health product or
technology in the market shall establish and maintain a

pharmacovigilance system for managing safety information of health
products and technologies.

(6) The entities referred to in subsection (5) shall submit safety
information to the Authority in the prescribed manner.

(7) The consumers, general public and health care professionals

shall report adverse reactions and adverse events to the Authority in the
prescribed manner.

Justification: To anchor the role of the Authority in the regulation of pharmacovigilance in
the country.
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PART XI

THAT, the Bill be amended in the title of Part XI by deleting the expression "PART XI" and

substituting therefor the expression "PART IX".

Justification: To correct a minor error in numbering of the parts of the Bill.

CLAUSE 60

THAT the Bill be amended by deleting Clause 60 and substituting therefor the following new
clause 60-

Establishment of the

National Quatity
Control Laboratory.

60. (l) There is established the National Quality Control Laboratory of the

Authority which shall be used as a facility for-

(a) the exarnination and testing of health products and technologies
including vaccines and biopharmaceuticals and any material or
substance from or with which and the manner in which drugs may

be manufactured, processed or treated and ensuring the quality
control of drugs and medicinal substances;

(b) performing chem ical, biological, bio-chemical, physiological and

pharmacological analysis and other pharmaceutical evaluation;

(c) testing, on behalf of the Government, of locally manufactured

and imported health products and technologies in the Kenyan

market prior to marketing authorization, redistribution and post-

distribution;

(d) providing technical support to local manufacturers and building
their capacity in rnatters pertaining to quality controlof regulated

products through on site and off site training and laboratory
assessments;

(e) conducting investigations into the quality and safety status of
regulated products developing and administering a data bank on

quality assurance of all health products and technologies and

generating scientific evidence and reports on the quality and

safety status of the registered products;
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(f) conducting research and training and providing high quality
analytics and expert knowledge in the areas of health products
and technologies and active pharmaceutical ingredients; and

(g) developing and administering a data bank on quality assurance

on behalf of the Authority.

(2) The National Quality Control Laboratory shall be the quality
control laboratory of health products and technologies for the Authority.

(3) The Board shall appoint a Director of the National Quality Control
Laboratory who shall be responsible to the Authority for the day to day

management of the National Quality Control Laboratory.

(a) The Director of the National Quality Control Laboratory shall hold
office on such terms and conditions of service as may be specified in the

instrument of appointment by the Board.

(5) The Director of the National Quality Control Laboratory shall be a

registered pharmacist and shall possess a Master's degree in a science related

field from a recognized university.

(6) The Director of the National Quality Control Laboratory shall-

(a) oversee and coordinate all operations and administration of
the National Quality Control Laboratory and provide
technical guidance on quality control;

(b) ensure timely quality control testing of all samples in

conformity with national and international standards;
(c) co-ordinate and supervise the activities of the National

Quality Control Laboratory including staff;
(d) collaborate with other laboratories, regulatory and law

enforcement agencies to ensure quality in health products and

technologies;
(e) handle appeals on test results;
(f) where the laboratory Iacks capacity, subcontract laboratory

testing services;
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(g) advice the Authority on matters of testing and quality control
over health products and technologies; and

(h) perform any other duties assigned by the Authority from time
to time.

(7) The funds to be used for the management of the National Quality
Control Laboratory shall consist of all moneys received or recovered under

this Part and a portion of the moneys appropriated by the National Assembly
to the Authority.

(8) Subject to subsection (7), the rnonies generated by the National

Quality Control Laboratory in the course of the performance of its functions
under this section shall be solely expended on the Laboratory.

Justification: The NQCL, headed by a Director appointed by the Authority, to become a

regulatory laboratory of the Authority as recommended by the WHO so that the country can
achieve Maturity Level 3. To ringfence monies for the Laboratory such that monies
generated by the Laboratory shall be solely expended on the Laboratory and the Authority
ought to give a portion of the monies appropriated to it by Parliament to the Laboratory.

CLAUSE 61

THAT, Clause 6l of the Bill be amended in sub-clause (l) by deleting the words "Director-
General" and substituting therefor the words "Director of the National Quality Control
Laboratory".

Justification: For compliance with WHO guidelines which requires that a certificate of
analysis should be issued by a person capable of ensuring the authenticity of the test samples.

PART XII

THAT, the Bill be arnended in the title of Part XII by deleting the expression "PART XII" and

substituting therefor the expression "PART X".

Justification: To correct a minor error in numbering of the parts of the Bill.
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CLAUSE 63

THAT, Clause 63 of the Bill be amended-
(c) in sub-clause (l) by deleting the phrase "medicine, drug, appliance or article" wherever it

appears and substituting therefor the words "health product or technology"; and

Justification: To harmonize the terms used in the Bill with the Title of the Bill as proposed
for amendment.

(d) in sub-clause (2) by inserting the words "or enrolled pharmaceutical technologists"
immediately after the word "pharmacists" appearing in paragraph (d).

Justification: To include enrolled pharmaceutical technologists as part of persons who are
covered under the provided defence in relation to offences as regards prohibition of
advertisements on diseases listed in the Sixth Schedule.

CLAUSE 64

THAT, Clause 64 of the Bill be amended by-
(a) deleting the phrase "a medicine, drug, appliance or article" and substituting therefor the

phrase "health product or technology"; and
(b) deleting the phrase "drug, appliance or article" and substituting therefor the phrase "health

product or technology".

Justification: To harmonize the terms used in the Bill with the Title of the Bill as proposed
for amendment.

CLAUSE 65

THAT, Clause 65 of the Bill be amended-

(a) in paragraph (a) by-
(iii)deleting the words " or similar article"; and
(iv)deleting the word "extravagant,".

Justification : To ensure objectivity.

(b) in paragraph (b) bV deleting the word " an article" and substituting therefor the words "a health
product or technology".
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Justification: To harmonize the terms used in the Bill with the Title of the Bill as proposed
for amendment.

CLAUSE 66

THAT, Clause 66 of the Bill be amended-

(a) in sub-clause (l) by-
(iii)deleting the phrase "drug, appliance or article" wherever they appear in paragraph (a)

and substituting therefor the phrase "health product or technology"; and
(iv)deleting the phrase "medicine, drug, appliance or article" appearing in paragraph (b) and

substituting therefor the phrase "lrealth product or technology";

Justification: To harmonize the terms used in the Bill with the Title of the Bill as proposed
for amendment.
(b) in sub-clause (3) by-

(iii)renumbering the provision as sub-clause (2); and
(iv)by inserting the phrase ", enrolled pharmaceutical technologists" imrnediately after the

word "pharmacists" appearing in paragraph (ii).

Justification: To include enrolled pharmaceutical technologists as part of persons who are
covered under the provided defence in relation to offences as regards prohibition of
advertisements on abortion and false or misleading advertisements.

CLAUSE 67

THAT Clause 67 of the Bill be amended-

(a) by deleting the word "articles" appearing in the marginal note and substituting therefor the
words "health products and technologies";

(b) bV deleting sub-clause (l) and substituting the following new sub-clauses-

"(l) Subject to this Act, a persor.l shall not sell by retail a health product or technology
consisting of or cornprising a substance recommended as a rnedicine unless there is written
so as to be clearly legible on the health product or technology or on a label affixed thereto,
or if the health product or techrrology is sold or supplied in more than one container, on the
inner container or on a label affixed thereto-

(c) the appropriate designation of the substance so recommended or of each of the
active constituents, or of each of the ingredients from rvhich it has been

compounded; and
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(d) in a case where the appropriate designation of each of the active constituents or
ingredients is written, the appropriate quantitative particulars of the constituents or
ingredients:

(1A) Subsection ( I ) shall not apply to a health product or technology made up and supplied
for the use of a particular person, being an article prescribed by reference to the needs of
that person."

(c) in sub-clause (2) bV deleting the word "article" wherever it appears in the definition of
"appropriate quantitative particulars" and substituting therefor the words "health product or
technology";

Justification: To harmonize the terms used in the Bill with the Title of the Bill as proposed
for amendment.

(d) in sub-clause (3) by-
(i) deleting the word "an article" appearing in the opening statement and substituting

therefor the words "a health product or technology";

Justification: To harmonize the terms used in the Bill with the Title of the Bill as proposed
for amendment.

(ii) deleting the words "two hundred thousand" appearing in paragraph (a) and substituting
therefor the words "one million";

(iii)deleting the words 'othree hundred thousand" appearing in paragraph (b) and

substituting therefor the words "two million".

Justification: To make the fines payable commensurate to the offences relating to labeling of
health products and technologies containing medicine.

CLAUSE 68

THAT, the Bill be amended by deleting Clause 68.

Justification: It is preferable to make provision for valid exemptions through regulations as

opposed to providing defences for offences relating to labeling of medicines.

CLAUSE 69

THAT, Clause 69 of the Bill be amended by-
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(c) deleting the word "article" and substituting therefor the words "health product or
technology"; and

(d) deleting the word "articles" and substituting therefor the words "health products and
technologies".

Justification: To harmonize the terms used in the Bill with the Title of the Bill as proposed
for amendment.

PART XIII
THAT, the Bill be amended in the title to Part XIll by deleting the expression "PART XIII" and
substituting therefor the expression "PART XI".

Justification: To correct a minor error in numbering of the parts of the Bill.

CLAUSE 7I

THAT, Clause 7l of the Bill be arnended-
(a) in the marginal note by deleting the phrase "medicines or rnedical devices" and

substituting therefor the phrase "health products and technologies"; and
(b) in sub-clause (l) by deleting the phrase "or homoeopathic medicine, preparation or

medical device" and substituting therefor the phrase "health products and technologies".

Justification: To harmonize the terms used in the Bill with the Title of the Bill as proposed
for amendment.

CLAUSE 72

THAT, Clause 72 of the Bill be arnended-
(a) in the margirral note by deleting the words "medicine or medical devices" and substituting

therefor the words "health products and technologies";

Justification: To harmonize the terms used in the Bill with the Title of the Bill as proposed
for amendment.

(b) in sub-clause (l) bV-
(i) deleting the words "a person" and substituting therefor the words "a registered

pharrnacist"; and
(ii) inserting the phrase "including a health product and technology for ernergency use"

immediately after the word "technology"; and
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Justification: To make provision for supply of health products and technologies during
emergency situations.

The amendment also seeks to ensure that supply of health products and technologies shall
only be undertaken by registered pharmacists.

(c) in sub-clause (3) bV deleting the words "medicine or medical device product" and
substituting therefor the words "health product or technology".

Justification: To harmonize the terms used in the Bill with the Title of the Bill as proposed
for amendment.

CLAUSE 73

THAT, Clause 73 of the Bill be amended-
(a) in the marginal note by deleting the word "goods" and substituting therefor the words

"health products and technologies".
(b) in sub-clause (l) bV deleting the words "drug, article" wherever they appear and

substituting therefor the words "health product or technology";
(c) in sub-clause (2) by deleting the words "drug or article" wherever they appear and

substituting therefor the words "health product or technology";
(d) in sub-clause (3) by deleting the words "drug or article"and substituting therefor the words

"health product or technology"; and
(e) in sub-clause (4) by deleting the words "drug or article" and substituting therefor the words

"health product or technology".

Justification: To harmonize the terms used in the Bill with the Title of the Bill as proposed
for amendment.

CLAUSE 79

THAT, the Bill be amended by deleting Clause 79 and substituting therefor the following new
clause 79-

Inspection and

verification of
health products

and technologies
at the ports of
entry.

79. (l) A person who imports a health product or technology shall notify the
inspectors of the Authority at the ports of entry to conduct pre-clearance

inspection and verifi cation.
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(2) A person who imports a health product or technology and causes it to
be released to the market without inspection and verification under subsection
(l) cornmits an offence.

(3) A person who commits an offence under this sectiorr shall on

conviction, be liable to a fine not exceeding one million shillings, or to
imprisonment for a term not exceedirrg two years, or to both.

Justification: Clause 79 be deleted as the function of inspection of animals intended for
slaughter is outside the regulatory purvielv of the Authority.

The nerv clause on inspection and verification of health products and technologies at the
ports of entry enables the Authority to enforce compliance with the prescribed standards of
quality, safety and efficacy of health products and technologies before release at the ports of
entry so as to prevent concealment, misdeclaration, diversion and cross border smuggling of
health products and technologies.

CLAUSE 80

THAT, Clause 80 of the Bill be amended-
(a) in sub-clause (l ) by-

(iii)deleting the word "article" wherever it appears and substituting therefor the words
"health product or techrrology"; and

(iv)inserting the words "or any other vessel" immediately after the word "velticle"
appearing in paragraph (b).

(b) in sub-clause (6) bV deleting the word "article" and substituting therefor the words "health
product or technology";

(c) in sub-clause (7) by deleting the word "article" wherever it appears and substituting
therefor the words "health product or technology";

(d) in sub-clause (8) bV deleting the word "article" wherever it appears and substituting
therefor the words "health product or technology";

(e) in sub-clause (9) bV deleting the word "article" wherever it appears and substituting
therefor the words "health product or technology";

(f) in sub-clause (10) by deleting the word "article" wherever it appears and substituting
therefor the words "health product or technology";

(g) in sub-clause (ll) by deleting the word "article" and substitutirrg therefor the words
"health product or technology";

r3l



(h) in sub-clause (12) by deleting the word "article" and substituting therefor the words
"health product or technology".

Justification: To harmonize the terms used in the Bill with the Title of the Bill as proposed
for amendment.

To expand the scope to include all other means of conveying health products and
technologies.

CLAUSE 81

THAT, the Bill be amended by deleting Clause 8l

Justification: The clause infringes on the exercise of the functions of the Authority contrary
to the recommendation of the World Health Organization.

CLAUSE 82

THAT, the Bill be amended by deleting Clause 82.

Justification: Regulation is a function of National Government under the Fourth Schedule
to the Constitution.

CLAUSE 83

THAT, the Bill be amended by deleting Clause 83

Justilication: The clause infringes on the exercise of the functions of the Authority contrary
to the recommendation of the World Health Organization.

CLAUSE 85

THAT, Clause 85 of the Bill be amended by deleting the word "article" wherever it appears and

and substituting therefor the words "health product or technology".

Justification: To harmonize the terms used in the Bill with the Title of the Bill as proposed
for amendment.

CLAUSE 86

THAT, Clause 86 of the Bill be amended in sub-clause (l) by deleting paragraph (b) and

substituting therefor the following new paragraph (b)-
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"(b) in the case of a subsequent offence, to a fine not exceeding one million shillings, or to
imprisonment for a terrn not exceeding two years, or to both."

Justification: To make enhance the general penalty for offences committed in relation to this
Bill and to make the fines payable commensurate to the imprisonment terms.

CLAUSE 87

THAT, Clause 87 of the Bill be amended in sub-clause (l) by deleting the word "article" wherever
it appears in paragraph (c) and substituting therefor the words "health product or technology".

Justification: To harmonize the terms used in the Bill with the Title of the Bill as proposed
for amendment.

PART XIV

THAT, the Bill be amended in the title of Part XIV by deleting the expression "PART XIV" and
substituting therefor the expression "PART XII".

Justification: To correct a minor error in numbering of the parts of the Bill.

CLAUSE 88

THAT, Clause 88 of the Bill be amended by deleting paragraph (a) and substituting therefor the
following new paragraph (a)-

"(a) such monies as may be appropriated by the National Assembly for the purposes of the
Authority".

Justification: For proper drafting and consistency in the wording used in the Statute Book.

CLAUSE 90

THAT, Clause 90 of the Bill be amended in sub-clause (2) by deleting the words "think fit"
appearing in paragraph (f) and substituting therefor the words o'consider appropriate".

Justification: The amendment is necessary for proper grantmatical flow.
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CLAUSE 9I

THAT, Clause 9l of the Bill be amended-
(a) in sub clause (3) by deleting the words "Kenya National Audit Office" and substituting

therefor the words "Auditor-General"; and
(b) in sub clause (4) by deleting the words "Kenya National Audit Office" and substituting

therefor the words "Auditor-General".

Justification: For proper reference to the Auditor-General as designated under Article 229
of the Constitution and which is the successor of the Kenya National Audit Office.

CLAUSE 92

THAT, Clause 92 of the Bill be amended in sub-clause (2) by inserting the phrase ", with the

approval of the Cabinet Secretary of the National Treasury" immediately after the word "may".

Justification: This amendment provides that the Authority may invest its funds only with the
approval of the Cabinet Secretary for the National Treasury.

PART XV

THAT, the Bill be amended in the title of Part XV by deleting the expression "PART XV" and

substituting therefor the expression "PART XIII".

Justification: To correct a minor error in numbering of the parts of the Bill.

CLAUSE 95

THAT, Clause 95 of the Bill be amended-
(a) in sub-clause 2 by-

(i) deleting the word "drugs," in paragraph (aXi);
(ii) deleting the words "any drug" in paragraph (a)(ii);
(iii)deleting the word "product" and substituting therefor the word "products" in

paragraph (d);
(iv)deleting the word "drugs" wherever it appears and substituting therefor the words

"health products or technologies" in paragraph (h);
(v) deleting the word "article" and substituting therefor the words "health product or

technology" in paragraph (k);
(vi)deleting the word "articles" and substituting therefor the words "health products

and technologies" in paragraph (m);
(vii) deleting the words "drugs, medical devices" and substituting therefor the

words "health products and technologies" in paragraph (o);
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(viii) deleting the word "rnedicines" and substituting therefor the words "health
products and technologies" in paragraph (v);

(ix)deleting paragraph (x) and substituting therefor the followirlg new paragraph (x)-

"(x) governing administration of clinical trials of health products and

technologies;"

(x) deleting the words "medicine, rnedical device" and substituting therefor the words
"health product or technology" in paragraph (aa);

(xi)deleting paragraph (bb) and substituting therefor the following new paragraph-
"(bb) providing for the rnanner in which a pharmacist, an enrolled pharmaceutical

technologist or a person otherwise authorized under this Act may dispense health
products or technologies";

Justification: For inclusion of pharmaceutical technologists who are currently involved in
the dispensing of medicines and medical devices pursuant to the Pharmacy and Poisons Act,
Cap.244 and their scope of training.

(xii) deleting paragraph (dd) and substituting therefor the following new
paragraph (dd)-

"(dd) the corlpounding of health products and technologies and the dispensing

of health products and technologies"

Justification: To harmonize the terms used in the Bill with the Title of the Bill as proposed
for amendment.

(xiii) deleting the words "generally, for giving eff'ect to this Act" appearing in
paragraph (ii);

Justification: The general provision on the making of regulations is set out in sub-clause (1).

(xiv) inserting the following new paragraphs irnmediately after paragraph (ii)-
"0j) on pharmacovigilance and post market surveillance;
(kk) official regulatory lot release of vaccines and other biological products

irnported and manufactured in Kenya;

(ll)pricing of health products and technologies;

(rnm) good practices in the regulation of lrealth products and technologies;
(nn) inspections, licensure and certification of the rnanuf'acture of health products

and technologies by health facilities;
(oo) inspections, licensure and certification of rnanuf'acture of health products and

technologies and other regulated products by facilities not directly regulated by

the Authority including steel industries, sugar industries;

(pp) inspectiorr and recognition of pharrnaceutical quality control laboratories;
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(qq) to regulate licit use of narcotic and psychotropic substances; and

(rr) to regulate parallel importation of health products and technologies;"

(b) by renumbering sub-clause (2) as sub-clause (3).

Justification: To provide for the making of regulations on licit use of narcotic and
psychotropic substances, parallel importation of medicines, safety monitoring,
pharmacovigilance and post market surveillance.

CLAUSE 96

THAT, Clause 96 of the Bill be amended-
(a) in sub-clause (l) bV-

(i) deleting paragraph (d) and substituting therefor the following new paragraph
(d)-

"(d) all members and staff of the former Board shall be deemed to be members and
staff of the Authority, and subject to the provisions of any rules made under this
Act, shall continue in office for the period for which they were appointed as

members and staff of the former Board."

(ii) inserting the following new paragraph immediately after paragraph (dF
"(e) the staff of the Pharmacy and Poisons Board for the time being working in the
directorate responsible for the regulation of health products and technologies shall
be deemed to be staff of the Authority, and subject to the provisions of any rules
made under this Act, shall continue in office for the period for which they were
appointed as staff of the Pharmacy and Poisons Board."

(b) by deleting the sub-clause (2) and substituting therefor the following new sub-clause (2)-

"(2) ln this section, "the former Board" means the Board of the National Quality Control
Laboratory established under the Pharmacy and Poisons Act,Cap.244."

Justification: To provide for the transition of both the Pharmacy and Poisons Board and the
Board of Management of the National Quality Control Laboratory.

(c) in sub-clause (3F
(a) by deleting the word "twelve" appearing in the opening sentence and substituting

therefor the words "twenty-four";
(b) by inserting the following new paragraph immediately after paragraph (bF

"(c) after the expiry of the period of twenty four months-
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(i) the Pl.rarmacy and Poisons Board shall be dissolved, and the provisions of
subsection (lXa), (b) and (c) shall, with the necessary modifications, apply;
and

(ii) the remaining rnembers and staff of the Pharmacy and Poisons Board shall
be deerned to be rnernbers and staff of the Authority, and subject to the
provisions of any rules rnade under this Act, shall continue in office for the
period for which they were appointed as members and staff of the Pharmacy
and Poisons Board."

Justification: To provide sufficient time which will facilitate the conduct of extensive
stakeholder participation on the regulation of pharmacy practice regulation.

The amendment further seeks to ensure that the Pharmacy and Poisons Board shall continue
to exist for a period of two years after the enactment of the Bill, for purposes of regulation
of the pharmacy profession and pending the enactment of legislation by Parliament of a law
to regulate the pharmacy profcssion.

CLAUSE 97

THAT, Clause 97 of the Bill be amended by inserting the words "with reference to section 96 (3)"
irnrlediately after the words "tltat Schedule" itt sub-clause ( l).

Justification: To prevcnt a lacuna in respect of the regulation of the pharmaceutical practice.

SECOND SCHEDULE

THAT, the Bill be anrended by deleting the Sccond Schedule.

Justification: The Chairperson, Board Members and Director General of the Authority are
not State Officers and hence do not need to subscribe to an oath.

THIRD SCHEDULE

THAT, the Bill be amended by deleting the Third Schedule.

Justification: The matters of the tenure of office, allowances, protection from liability and
disclosure of interest by Board members are already provided for in the main Bill. The issue
of approval of the Board members by the Parliament has been proposed for deletion as the
Authority's Board members are not State Officers.
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FOURTH SCHEDULE

THAT, the Bill be amended by deleting the Fourth Schedule and substituting therefor the
fol lowing new Schedule-

FOURTH SCHEDULE (s.21 (2))

SCIENTIFIC ADVISORY COMMITTEES

l. Human Health Products and Technologies Comrnittee.
2. Pharmacor.igilance Committee.
3. Cosmetics and Borderline Products Committee.
4. Clinical Trial Scientific'fechnical Advisory Committee.
5. Dietary Supplements Committee.
6. Digital Health and Technologies Committee.
7. Veterinary Health Products and Technologies Committee.

Justification: The scientific advisory committees amended to take into account all aspects of
health products and technologies and to delete the Scientific Advisory Committees on food
which is outside the scope of the Bill as amended.

SEVENTH SCHEDULE

THAT, the Seventh Schedule of the Bill be amended by-

(a) deleting the word "Board" in the paragraph on Cap.244
(b) deleting the phrase "(s. I l6) and substituting the phrase ("s.97").

Justification: For proper cross referencing of the Pharmacy and Poisons Act, Cap.244 and
clause 97 on repeals.

(c) deleting the paragraph on Cap.254.

Justification: Food is outside the purview of the Bill.
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MIN. NO. NA/I)C-ll / eoqs /,t eol I'T,TMTNAIITIiS/IN'I'R()I)I I(I'I'ION
'l-he meeting- was callccl to orclcr at 9.3o a.nr. u,ith a u,ord ol'prayer by the Vice- Chairrnan I-Ion
Patrick Ntu,iga Munene, M.P ancl intlocltrctions \r'cre then clone.

MIN. NO. NA/DC-II /socs/+et: I'IIA'I-ION OIT 'I'IIF] I'ROI'OSEI)

ASSI.MI]I,Y BII,I, NO. 54. CIII 2022\ IiY .[IIE TI()N. DII. IIORIiII'T PIIKOStr'- MI)
CI IAIITI'II RS O N D I.] I'AIT'I'MIIN-I'A I, C O M M I-I']]EIi O N I IIiAI,'f I I

Long Titlc
'fIIA-f, the Ilill be amenclccl by cleleting thc Long'fitle and substituting therefor the follorvine
new Long Titlc---

"AN AC'f o1-Parliarneut to cstalllish a comprchensive lcgal h'amet,orlt fbt' thc I'egrrlation
of'IIcalth Pr-orlucts aucl 

-lcclrnoloeics; to salbg..rrarcl pulllic health through clcvelolltnent of'
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a l'cgulatol'y systcrll to crrsrrrr: salt:ty, rlrrality, t:llit:acy, cllirctivt:ttt:ss artcl ltct'lirt'tttattcc tl('
lrt'illtlr 1lr'otlttt'ts; to t'stalllisll tltc lit'rrva IIt'altlr l't'otlttt'ts itrlr[ 'l't't'lrttolos-i('s;\trtltol'ilY ittrtl

lirl c<lrr rtt't;tt'rl pttt'post's".

.lrrstilrr:ation:'l'lrr: aurcnrllrrt:rrl ar:r:ortls with inlct'ttaliottal llc.st pt'itt:1 it:t: an<l s()ls ()ttt tho
lnain;lrrrJrosc <ll'tlrt: Ilill u,hich is t<l r:stablish:r t:t:ntraliz.ctl rcgrrl:ttory atrtltorily lirt'ltttalth
prodrrr:ts ancl t('chnologit:s.

CI,AUSI| I
'l'llA'l', ('l;rrrst' I of'tlrt' Ilill lrt' irrrrt'rrrlt'tl lr1'

(a) rkrlctinu tlrr: plrrast"'lit:rr;,i1 l)r'rrgs r\trtlrority r\t:t,2o92" irrrtl strbstiLrrtirtg tlrt:t't:{i.rr tlrtr

lllrrasc "licrryir Ilcaltlr l)r'orltrcl-s arrrl 'l't't'lrrrologit's llt:grrlittory l\trtlroritl' r'\t't, ''ro22";

.ltr.stil-lcation: 'l'l"rc arncrrdrncnt accortls witlr irttt:rrtational llcst praclicc and

cornprt:ht:nsiv<:ly covcl's thc ttrattdatc <>{'tltc prtlJrosctl Arrthori ty.

(ll) rlclt'tirrtl tlrt'rvt>r'tls "ilnrl r'orrrrrr('r)('('nr('lrt" irr llrt'tttttt'gitt;tl rtott'.
.lrrslillcir(iorr:'l'o lirrrit th<'rrrirrgirrirl n()l('lo lltc r:ort(<:ttl ol't:lart.st: I tvlticlr <lrtly scts otrl (llt'
naulo ol'tlrr: Ilill.'l'lrt: Clarrsr'<lor:s not rrralit: att.y pr'ovi.siott its rcu^artls tltt: t:ttltttttt)tlcoll)orlt
ol'thc 13ill.

CI.r\USI'- g
'l'l IA-l- (llirtrst' 2 ol'tlrc Ilill lrt' ittttt'tt<lt'tI

(a) irr tlrt' rk'lirritiorr ol"';rrtit:lc" lr.t'

(i) inst:t'tirrg tlrc rvoltls "tlictar'\'sttllplt:tttt'rtt" ittutrctliatc[1'alit'r'tlrc u'ot'tls
"tltct'apt'trtit: t:o.stttt:tit:" itlllrcarirte irl pat'aut'itplr (a); ancl

(ii) insr:t'tirru tlrc s,<lr'<ls "tlictar'.y strllplcrtrcrrt" ittttttt:<liittt'l.1' alict' thc rt'ot'<ls
"l ltt:r'it;lt'ttt it' t'tlstttt't it"' it;l1lt'arirrg irt lxrr-agl'irplr (lr);

.lrr.slilir:irtiolr: Iior iltt:lrr--iotr <ll'rlir.(ary srrpJrlcrnonts rvlrir:lr;lt'('l)al'l ol'ltt:alth prtt<ltrt;ts art<l

tt:r:hnologics.

(l;) in thr'<lclinition o("'i\rrtlr<>r'it1," b1,<lclt'tirrg tltc u'ot'tls "lit:rr1'a l)t'trgs ^r\trtlrot'it1"'autl
srrbstittrting tlrt:rtlirr thc rr,orrls, "l(t:rrYa IIt'irItlt l)r'otltrt'ts artt[ ']'t'clttt<llogit:s llcgtrlator'1,
l\ rrtlxrlitl,";

.lrrstilication:'I'o cnsurc harrnony with thr: titlt: ol'thc llill as pr'oposcd lbr atncttdnrcnt.

(c) in thc rlclinitiorr ol"'chernit:al srrbstarrr:r:" by rltleting the u'ot'<ls "ot'<lt'tclgt:nt";

.lrrslifit:irtion:'t'o cxclrrtlt: rlct.crgcnts rvlrir:h art'rrst:tl Iirr t:lt:artine irtanirttittc olr.i t't:ts antl
<lor:,s rrol I)rll rrrrrlcr tlrc ltrrrvir:u,ol'tlrc rr:g'trlatiorr <tl'lrt:;rltlr llro<ltrt:ls arttl tt:t:ltnologir:s.

(tl) irr tlrc rlt'llrritiorr ol"'tlrtrg" lrv tlclt'tirrs; tlrt'rrorrl "il";t1tpt'rrt'irr11 in prtt';tgt'itplr (lr)(ii) rrrrtl

.substittrtirtg tlrct't'{irr tlrt' u <lltl "ol";

.lrrst iljt::rl iort: 't'o corr(:ot it tttittot' tyyrogr':rllhit;al tlt't'or'.

(t') Irl,rlt.lt'tirrq tlrc tlt'llrritiorr ol"'r'rrr'ollt'tl plrru'rrritct'tr(it'rtl ti'r'ltnolos-ist";
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Justification: 'l'hc currcnt definition cross rcfcrcnces thc I'harmacy and I'oisons Act, cap.
944 which will be rcpcalcd as providcd under clausc 9?. A ncw dcfinition proposcd.

(0 i" the definition of"'health products and technologies" by inserting the rvords, "clietary

supplement" imnrecliately after the worcls, "therapetrtic cosmetics";

Justification: I,-or inclusion of dictary supplemcnts which arc part of hcalth products and
tcchnologics.

(S) by clelcting the definition of"'lierbal meclicinc or procluct";
(t.,) by cleleting the clelinition ol"'tneclical tlcvicc";
(i) by cleleting the clclinition ol"'tncclicinal substance";

Justilication: Ncw dcfinitions providcd for thcsc tcrms. 'I'hcsc ncw dcfinitions cxpand thc
scopc to covcr all aspccts of thc usc <lf mcdical deviccs and mcdicinal substanccs in
rclation to hcalth and to includc hcrbal matcrials and hcrbal combinations.

CI) in the definition ol"'package" by inserting the words "dietary sul;plernent" irnmecliately
after the words "therapeutic cosmetic";

Justification: I.or inclusion of dietary supplemcnts which are part of hcalth products and
tcchnologics.

(k) by cleleting the de{lnition ol"'pharmacy';

Justification:'I-hc currcnt dcfinition is inadcquatc. 'l'hc term to bc dcfincd in thc proposcd
I'harmaccutical Practicc Ilill.

(l) by clelctirrg the clelinition ol"'phat'ttraceutical tcchnologist";

Jtrstification: 'I-he I'harmacy and I'oison.s Act, cap. 24,1 providcs that a pharmaccutical
tcchnologist must bc cmollcd in thc roll cstablishcd undcr this Act

(rn) by deletin g the clefin ition ol' "regis telecl michv ife" ;

.Iustification:'l'hc tcrm is no longcr used in thc Bill in linc with thc proposcd amcndmcnt
of clausc as (t)(c).

(n) in the definition of"'schedrrlccl substancc" lly cleleting thc u,ot'cls "in the relevant schcdule

nnder this Act" ancl sultstituting therelbr the rvorcls "in thc list lttrblishecl by the Cabinet
Secretaly unclcr scction 37 of this Act";

.Iustificati<ln: 'I'hcrc is no Schcdulc on schcdulcd sub.stances. 'l-hc Cabinct Sccrctary will
publislr tlrc list of schcdulcd srtbstanccs in tlte ()azcttc.

(u) by clcleting thc clellnitiou ol"'thet'apetrtic cosrnctic"; ancl
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,ltrstification: -l'hc crrrl'ont tlclinit.ion rlcl-rttcs cosntr:tit:.s in gcncral that arc IIloaIlt to
pr'ovi<lc tlrc lr<trly rvitlr;rppr'<l1lri:rt('ir('sllr<'li<'.s, l('xtur'(', 1tll, t'olor irrrtl strrt'll. It is trot

s;lt'r:ilic to sllt'r:i:rl t:osrtt<:l it:s.

(p) b;, inst.r'tirrc- tlrt. lirllou'ir)g r)c\\, rlt'lirriti<lns irr tlr<'ir l)r'ol)('r'allllrirlrt'tit' s('(lu('r)('('

";rt'tivc srrrvt'illirrrt'(' tn('iuxi llrospcr'tivc tnt';tsttt't's titlit'tt to tlt'tt't't it<lvt'tst'tlt'trg rt'at'tiotts itlttl
;rrlvt.r'.sr'('\'(.)tts irrrrl irrr'olvcs at'tivc Iirllou'-rrll <lrrrirrg- irrr<l lrlit'r'tt'('ilttll('l)t ol'ltatit'ttts rvlrt'r't'tlrt'
('\'olts rrrirl'llr'<lt'tct:tc<l lr.t'askirrg'tlrt'patit'rrt tiirct:tl.t,rl'st:t't'cttitte'pttlit'rtt rt't'<lt-tls;

"irrlvr:r-sc <lrtrg reirt:tiolr" llr('ilr)s a r'(f.sl)or)s('t<> a tIt'ttg u'lrit:lr is Itrlri<lLts ittttl trrtirttt:tttlct[, arttl rvlticlr
occul's at closr:s norrnally rrsecl in hunrans fbr the prop]tylaxis, cliagnosis or thct'apy ol'clist:asc, ot'

It>r'tlrr: rnorlilication of'1;hysiolouit;al lirnr;tion an<l is cltarat:terizccl I;y tltc st-tspicit>n ol'it cattsal

lt:iati<-rnship bt:tu't:ctt a rnc<lit:al pt't>clttct antl an ()o()ttl'l'oI)(t(:)l

a lllrarrrrar:t'rrtir:al 1lr-<lrltrct lrtrt rvlrit:lr rkrcs rrot rtt't:t's.sat'i1.1'lrrtvc it t'itttsitl rt'l;rtiorrsltill u'itlt tltt'
t r'('itt ill('n t t

"lliologicirls n)(.iuls lr <livt'r'sr. gt'()ul) ol'rttt'rlit'irrt's rvlriclr irrt'lrrtlt's vttr't'ittcs, rl-t'orvtlt firt'ttlls.
irrurrrrnt'rrrorlrrlirtors, rrrorrot'lorriri rrrrtilrorlit's;rrr<l irrr'lrrrlt's;>r'otlrrcts tlt't'itt'tl llorrr Irtrrrtirtt lrlootl
;r rttl plitsrtta:

"lioitrrl" lrr('iulri tlrt'lJoirrtl ol'tlrt',\rrtlrt>r'it,t't'stitlrlisltt'tl trrrtlt't'st t liott ,s:

"(lt.ntlr"' n)cilrls tltt: N;rtit>rral l'lrat'nr;rcovigilitrrt:t' (lt:rrtlc t'stalllislrt'cl trrttlt't' sct:l iort 5l)li;

"clirricaI trial" nrt:ar)s illl)/ s;,sterrratic sttrrll'on l)l]iu'l)rac(:utit:al 1>tucltrt't.s irt Ittttttitl) stll).ic(rts,

rylrctlrr:r'in llatir:rrts or otlrcr'\'olullto(]l's, iu ot'tlt:t'to tIist:ovt:t'or vct'ilj, tlrt'c(li:t:ts ol, itIcrttilf anl'
atlvr:r'sr't'cilctioll to irrvt'stigati<lrral pr'orlrrcts, sttt<l1,tlrt';tIl.s<lt'1ttiorr, tlistlibtrtiorr, rrrt'tallrllisrrt;rrttl
r:.rt:r't:tiou of'thc l)l'(xlrr(:ts rvitlr tlrt: olr.jct;t ol'ast:ct'titinirrg tlrt'il t'{iit'at:f arrt[ sali'ty;

"rIictar'1, srrPPlcnrt'nt" lr)oar)s a I)r'o(lrrot takcn lly tttotttlt tlrat is arltlt'cl to tltc tlict to ht:lP nr<:ct <laily

x'<lrrirr.rucrrts ol't:ssortial ntrtlicnts,;rrr<l u'lriclr ustritll-1't'ottt;titts otr('()l'ttttlxr <tit'tar'f irrq't't:tIit'ttt
arrrl int:lrr<l<'s viLarttirts, Itrint'r'itls arrtl Irt'r'Irs;

"t'rrr'ollctl llharrrrirt:t:rrtir:al tt't:lrnologist" nl('iu)s il l)('t's()r) t'rrt'ollt'tl its sttt:lt l11'tht'lrotl-1'lirr tlrc titttc
llcing' r'r:sponsiirlr: lbr tlrc cnrolrru:rrt ol'llltat'tttitt;ctrtit:itl tt:t:lutologists;"

"lalsillcrl rucclir:al Plodrrr:t" rucar)s a ProrIuct tlrat is rIr:libcratcll, <lr ll'atrrIttlt:tttly tnist'c1ltt.st:trtr:tl itt
rclation to its irlr:ntit)', r:orrrpositiort ot' soirr'oo;

"l"it'lrl S;rfi't.y ('orr'<'r'tir'<'Actiorr" rn('ilr.rs irn.f at'tiort titlrcn ll.1'a llt'<t<[tr<'t o\\'I)('l't<l rt'<lttc<'ir t'isli rlf'
rlcath or sr.r'i<lrrs rIr:tt'r'ioratirlrr irr tlrt'stilt('ol'lrcalth a.ss<lr:iittctl u'itlr tlrt'rtsc ol'it tttctlicitl tlt'r'it:t',
;rrr<l irrclrrrlt's

(,,) tlrt'r'r'tru'rt ol'it trtt'tlicitl tlt'r'it't't() tlrt'1ll'tltItrt't ()\\.t)('t'()l'its
rt'p rcs<'r r ta t ivr';

rlt'r icc rrr<lrlilit:atiort rvltit'lr rrtitl, i11,'1,,,1,'

(i) r'ctrolit irt itt'r;ot'<lattr:c u'itlr tltc protlttct o\\'rlcl''s
rrrotIiIit:atir>rt ot' <[csi.t;n t:ltan gc;
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(ii) lx:r'rnanent or tclnporary chang*cs to thc lallclling or'

instructions Ibl rrse;

(iii) soltware upgradcs including those carlied ottt by lernote
access;

(i") rrroclilication to the clinical nranaf]erncnt ol' patients to
aclrlr'<:ss a rislt ol'sr:r'ious inirrry or clcath t'r:latctl specilically
to tlrr: t:ltat'actcl'istics ol' thc ck:rricr:;

(r.) clevice cxclrang-c;
(.,i) clcvice dcstruction; or'

(vii) aclvicc eiven by procluct owner t'egalding thc ttse of'the
rlcvicc.

"health procltrct" inclLrclcs a meclicinc, rneclical prodtrct, rneclicinal sui;stancc, vaccittc, diagnostic,
medical clevice, bloocl or bloocl procluct, tlaclitional ancl alternativc rncclicinc, thet'apetrtic lbcd and
nutritional forrnulation, cosmetic ancl related proclucts;

"hcalth technology" rneans the application ol'organiz.ecl ltnorvledge ancl shills in the fblm of'
medicines, clerriccs, vaccines, procedures, ancl systcms clerrelopcd to solve a health l;roblern ancl

irnprove the quality of'lives;

"herbal rneclicine or ltrocltrct" lneans a plant clerivccl matcrial ol' prcpzll'ations rvith claimed
therapeutic or other hcalth bcncfits, rvhich contain eithel ra\\' or processcd ingrcclients li'om one
ol' more plants or material ol- inorganic or animal origin and includes herbs, helbal materials,
hclbal prcllarations, Iinishr:cl herbal prtcltrcts tlrat contain at:tivt: ingretlicnts, pal'ts o['plants or
other lllan t uratet'i als ol r;<lnrlli rt ittion s;

"in-r'itrc diagnostics nrcclical clcr,icr:" rncans a tncclical c[cvicc, r,hcthct'trsccl aionc ot'iu
cornbination, intcnclecl lty thc rnanulircttrrer lbr thc in vitro exatnination ol- specitt.tcns clcrived
Ii'om the human body solely ol priucil;ally to provide infbrnration lbr cliagnostic, mottitoring or
compatibility prrlposcs;

"lnsltcctor ol-l)r'rrgs" rr)eans a pel'son rvho is con"rpctitively recruitecl lly the Arrthority as a clrttg
inspector and lvho holds a tninirntttn of'a cliplorna in lthat'rlacy;

"lot" or "strb-lot" means a clclinecl quantity of starting rnatcrial, pacltaging material ot'ltroduct,
processed in a single pl'ocess or serics of' plocesscs so that the quantity is expcctccl to be

homogeneous; ancl in the case of continuorrs rnanufactule, the lot corresponcls to a ck:lined li'action
ol-thc procluction characterizecl by its intenclecl hoInoeencity;

"lot rek:ase" rncans the proccss ol'llrc cvaltrati<ln o['an inclivir.lrral lot ol'a liccnsccl ltiological

1;rocltrct by the Atrthority bclbre g'ivinu approval Ibl its release onto tl'rc ruat'ltct;

"ttrat'hctitlg atrthorizatioll" ll)cillls thc ccrtillcate ol'r'egistl'ation isstrecl lllr 11," conlpetent health

;troclLrct rt:grrlatory atrtlrolitl, in tlrc countl')r o['origin Ibr tlre Pul'l)ose ol'tttarlretittg ol Ircc
clistrilltrtion o['a hca]tlr pr-orlrrr:t alk:r'<:r,alrration Ibl'sali:t1,, cl'licacy antl qtrality;

"rncrlical clevicr:" ll]causi any irrstrrrrrrcnt, appat'attts, itrtl'llr)tttcrtt, tttacltirre, altllliattcc, itttltlant,
r-czrg'cnt lbl in rritro rrsc, sofin,alc, rnatcrial or othet'sirtrilar or relatccl article, intenclccl by thc
pranu{hctuler to bc rrsed, alone or in comllination, Ibr hutnan bcings, fbr onc or Inol'c ol'the
specific rneclical ptrr'pose ol--

(a) cliagnosis, prer,cu tion, mor-ritot'ing, treatnrent or allcviation ol cliseasc;
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(ll) rliagrrosis, rnonitoring, trtatnrerrt, allcviation ol'ol' corlll)(]r)sation Ibr an

n).lu l'.),;

(r') irrvcstiuat-ion, r'c1lIat:t,rrrt'rrl, rrrorlillt'irtiort ot'sul)l)()r'l <ll'tlrt'iu)?tt()lll.)'<lt'ol'it
plt1,s[11111oi1'a I 1lt'.t't'ss;

(tl) strlrllortirtg or strstirirtirrg lili';
(t') t'orrt t'ol ol't'ottcr'lltiortt
(l) tlisirrli't't iort ol'ttrt'tlit';rl tlt'r it t'.s;

(g) pr'oi irlirrq' irrlilrrrrirtiorr llY ln('iu)s ol' irr vitro t'rlttttitrittiolt ol'spt't:itttclts
<lcrivcrl lt'ottt tlr<' lrtttttitn Ilotlv;

(tr) rlisirr(i'r:tiort sttbstitttt:t's;
(i) aicls Ibr l)orsons rvith tlisabilitics;

0) rlt:r'ir:cs irrcor'poratir)g arlir)lal or I)ur)lan tissrrc.s;

(k) clcvit;cs {br in-r'itlo lbltiliz.atior) ol ar-sistc(l rcprocluction tcchnololji(}ri,
ancl c[oes not aol)icvc its priruary intcnclecl ar:tiort lly llhaltnat:oloeit;al, irntttttttological ot'ntctabolit:
Ir)cans, in or on thc hrrnran bclcly, Itrrt rvhir:h nray llc assistr:rl irt its intcntlccl litnctitltt lty strclt

l nea r) s;

"rrr<'clir:irral strIrstirrrt:t"'nl('ar)s a strlrstarrcr', tlrt'ot'igirr ol's,lrit:lt rrray llc lttttnittt,;trtitttal, r'c'qt'taltlc
or t'lrt'rrricirl irrr:lrrtIirrq'lrrrruirrr lrloorl irrrrl lrrrruarr Illoorl 1lr'orlttcts, tttit't'o-rtt'gitnisttts, u'ltol<'itttitttitls,

1>;rrl-.s ol ol's^iur.s, iurirrral sct:r'r:tiorr.s, torirts, t:rlt'at'ts, l.rlo<ltl pr-tltlttt'ts, tttit't'o*ot'g;tttisttts, 1ll;tttts,

P:rrts ol Pllrrrts, r'r'gt't;tlrlc s('('r'('ti()l)s, ('\{l'ir('ts, t'lctttt'ttts, tritttrt;rll.\'ot't'rrt't ittll't'lrt'rrrit';rl trtlttt'r'i;tls
rtrtrl r'lrt'tttit;rl llnrtltrr'ts ttlrtitirrt'tl lr-t' r'lrt'rrrit;tl t lrirrtilt' ()t s-\'l)tlr,.sis:

"lla.ssivc srrrvt:ill:rrrt:(' lu(';llls tlrirt rro ;rt'tir t' lu('irsur'('.\ itt't' t;thctt to looli Ii>t' ittlvt't'st' t'l.Ii't'ts <ltlrt'r'

tltlrr Ilrr'('l)corrrirg('llt(]nt ol lrt'irltlr llroli'ssiotr;rls;rrrrl otltt't's t() t'('l)()l'l sirli:tr'('()t)('('t'l)s;

"parallcl inrllortation" rnoilns irnportation into licrrya, [11,a lit:t:rtscrl itttp<lt'tct'ol'a hcalth l)l'o([tr(]t
otlrcr tlran tltc rnarl<cting arrtholiz.ation lrolrlcr or his ol lrcl tct'lrnit:al rtllrt:st'rttativt', ol'tltc
Iirllou,irrg Irt:alIlr llnrtlrrr;l-.s u'lrir:h lcrlrrirr: rrrar-lit'tirtg ittrtlr<lliz.atiort irt licrrl':r

(;r) patr:utcrl lrc;rlth prorIrrr:ts rrrrtk:r' s<'t:tiorr 58(2) <tl' tlrc Irttlrrstt'ial
l)t'o1;cr.11' At:t, 2OO I ;

(b) rrorr-1;atcntcc[ hi:alth 1>t'ottttt:ts; ot'
(,,) llrantlctl gcttt:t'ir; lrcalth plrttltrt;ts;

"llarallcl ilnportctl rncrlit:inai strbstancc" nrcilns a me<licirtal .srrbstancc intpot'tccl into Kcnl'a trncler

this Act;

"Pharnrat:ovigilancr:" n)oal)s tlrt: st:icrtt:c itnrl ar;tivit it:s rclatirtg tt> tlrc tlt'[t't:ti<ltt, ?lssosslllol)t,

rrnrlcrstanrliug' alr([ prr:r.r:nti<lrr o['arIr,crsc cl.[i't'ts ol ar)y otltct' llossilrlc lrcaltlt pt'oc[trt:t t't:]atct[

lrrrrlrlclrt;

"plt'rrri.sr." irrt:lrrrlcs irrrl' lirrrtl, brriltlirrg, tlrr t'lling-plir(:('or';trt1'r>tltct'lllar:r' rvlrirts()c\'('l'; irrrtl irtr:ltrtl<'s

starrcl-irlorrc t'orrurrtrrriLl'rttiril plrirr-luil('.\'. prilatt'ltoslritirl plt;trttritt'.t', ptrlllit'lrt'altlr lirt:ilitl'

lllrarruat'\', rvlrolcs;rl<' lllrrlrrrrr'_1, or rlistrilrrrtion orrtlt'1, rt ltct't' lrt'rrltlr pt'otlttt'ts iuttl tt't'lttto[.,tli,'t
ax' st<llt'rl, Itarrrllcrl or tlistliIlrrtt'tl;

"sclrctltrling" llloar)s, irr rclatiorr to a strlrstartr:t:, tltc rlt:tcl'tttirration ol'tltr'.st:ltt'tltrlc ot'sclrt:tltrlcs ttr

tlrr: t:rrlx:nt I'oisons Stautlarcl in rvltir:lr tltt: rtatttt: or' ;t tlt:st:t'iption ol'tltt: strbstartt:c is t<l lrt:
inclrrrlcrl;
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"substandal'cl meclical ploclrrct" lneans a rr:gistelccl rncclical prodtrct that {ails to ntcet citl-rer its
quality stanclarcls or spccilications, or both;

"theraperrtic costnctic" lneans a cosmetic rvhich* -

(a) o{Iers an aclditional benelrt to a pcrson over alt oldinary cosmetic; or

(b) contains a bioactive procluct fbrrnulatecl fi'otn an anirnal ingrcclient that
may have visiblc ancl measurable short or long-tertn ellbcts on a

pcl'son, ancl may inclucle a ploduct that rnay be absorbecl throtrgh thc
shin or a Inucous membrane;

"unregistered medical product" lneans a procluct that has not undergone evalttation and approval

by the Authority sub.ject to permitted conclitions unclcr thc Act and the rules therein;

"rressel" means a truclt, van, I)us, minibrrs, car, trailer, aircra{i, r'aihvay carriage, boat and other
lnearls that are usecl lor pul'poses of'convcying health products ancl tcchnologies;

Justification: 'I'hc ncw dcfinitions arc intcrnationally rccognizcd by thc World llcalth
Organizati<ln and arc critical for thc cxecution of rcgulatory functions of thc Authority.

To furthct'idcntify thc Board as uscd in thc Itill.

'I'o provide ncw dchnitions frrr thc words: cnrollcd phartnaccutical tcchnologist,
thclapcutic cosmctic, herbal mcdicinc, rncdical dcvicc and mcdicinal substanccs.

CI,AUSII.?
'I'IIA'I', Clause 3 of'the Ilill bc arnendecl by clcleting sul>-clause (t)and substituting thelefbr thc
follorving nerv sub-clause (t)---
"(l)This Act applies to the regulation of-

(a) rnedicines, medical ltroducts ancl technologies;
(b) rnedical clevices including ladiation ernitting proch"rcts;

(c) radiopharmaccuticals;
(cl) cornpletncntat'y, altet'native or herl>al urcclicines;

(c) cosmetics and Ilorderline Prodttcts;
(0 in-vitro diagnostics rneclical devices;
(g) therapeutic Ibecls;

(h) clinical tlials;
(i) ntrtt'accttticals attcl clictat'5, sttltPlclnolts;

0) digital hcalth ancl tcclurologics;
(k) schcdulecl substattces;
(l) chcmical substances; ancl

(m)biological proclucts fbl use in hunrans and thc stat'ting rnaterials usecl in their
manulhcture."

.Iustification: 'I'o comprchcnsivcly covcr all aspccts in thc rcgulation of hcalth products
and tcchnologics.
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CI,AUSI.] 4.

'l'lln'l', (ll;rrrst' l,<>l'tlrt'llill Irr: arnt.utlc<[ irr srrlr-r:larrsr (t) lr.y tlt'lt:tius't]rc rr'ortls "lit'rt.f a l)r'ttss
r\rrtlrority" arrrl srrllstittrtirrg tlrc'r't'lirr tlrt' rvortls "ltt'rt1,;1 IIr:irltlr l)t'o<lttr:ts arrtl 'l't't'lrrtoIogit's

ll<'.q'rrIator'.v,'\ tr t lrority".

.lrrstilit;ation: 'l-lri.s ar:corrls lvit.lr intcrnirtiorr:rl b<:st pt':tr:licc on thc cstallli.sluncltt ol'a
ccntraliz.crl rr:urrlatol'y arrthorily lirr hcalth;lrotlrrcts antl tr:cltrtolotl^ir:s.

CI,AUSI.- 5
'l'llA'l', (llarrsr'5 ol'tlrc llillIrt';rrrrt'n<lt'rl Ir.r'rlclctirrq'tlrc rlot'rls. "lrrrt tltr',\rrtlrorit.\'rrr;r.\'t'stitlrlislr
[llanr:.ht:s ?ur1111'lr,',',' irr l(crry;r" anrl srrllstitrrting th<:r't'lir tlrc u'ot'<l.s 'ot'in srtt:lt otlrt:r'lllitct'itr^ tlt<:

boarcl ol'tlrr'r\trtlrolit;, nr;ry, ll1' r'r:solrrtiort, tlr:t<:t'tttittt:".

.Itrstification: 'I'o givc thc Iloard disclction in dr:tcrnrining thc location <ll'thc Arrtlrority's
head<1rr at'tcrs.

CI,AUSI.] (i
-l-l IA'I', (llirtrsc ti ol' tlrt' llill lrt' irrrrcrrtlt'<l

(a) b1, <[t'lctiug slrl-l-t:l;rrrst: ( t) arrtl srrbstitrrtirtg tltt't'r'lirt' tlrc lirllorvir)g n('\\' srrlt-r:latrst' ( l)

"(l)'l'lrt'r't'slrirll Irt'ir l)irt't'tor'-(it'rrt'r-irl ulro slr;tll lrc tlrt't'lricl't'rcctrtirt'oliit't'r'ol'tltt'
,\rrtlrorit.r,.'

Irrst ill<:at ion: Ii<lr I)r'ol)()r rlra{iing' ol't lrt: clatrst:.
(lr) lrv rk:lt'tirrg.srrlr-clarrst'(z) arrtl srrllstitrrtirrq tlrt'r'clirr tlrt' Iirllorr ir)q r)('\\, srrlr-t'larrst'('r)

"(z) 'l'Irr: l)irt't'tor'-Ot:ncral slrall lrt'irlllloirrtt'rl lry tlrc Iiritrrl, tlrr'otrg'lr it tt';ttt.s1>at'tttt

an<.[ t;orrrllctitir'<'1lr'<lt't'ss, orr strt;lr t(]r'llls ils lllay lrt: sllt't:ifir:tl irr tlrc irtstt'rttttt:ttt tll
itppoirttItrt'rt t."

.lrr.stilical irlrr: 'l'lrc I)irt:ctor' (i<:rrt:r'al is rrol a Statr: Olll<;r:r arrrl shorrl<l lltcrr:lirrc llt:
apllointc<l by tlrt: Atrtlrority rvitlrorrt tltt: allJrroval by I'arl iarl)ont.

(t:) irr strb-t:latrst'(s) ir;, (lclctine tlr<: uonl "Iirrrr'" arrr[ srrbstituting'Lhclr:lirr tlrc rvoltl "tltt'<:c"

.lustillcation: App<lintrnt:nts and tcrtn oIscrvicc in Statc C<lrporati<)ns al'c norrnally capllcd
at t.hrcc (.'l) ycars n,hich is lcnclvatrlc Iirr onc Iinal torrn.

(rl) by <lclctinu srrb-clause (,t)ancl srrbstitrrtins thr: Iirllor,r,ir)s r)o\\'srrb-clarrsc (,1)

"( t,) A l)('r'son slrall llc <lrrirlilicrl lirr';rppoirrtnr('rtt irs a l)ircct<lr'-(lcncral il'sut:h l)(:l'soll

(;r) lrolrl.s;r lr;rt'lr<'lor"s rlcgrt't'in lllritt'rtt;tcv li'orn rr rtrtivt't'.sitt'tt't'o11^rtizcrl irr l(r'rr.t,l;
(lr) lrolrls il rnaslr'r's' rlcqrcc irr yrlr;rrrrurt,\', rrrt'tlir'irr(' ()l' iul.\' r't'lt'r';rrrt Iit'lrl Il orrt it

rrrr i vr'r's i t.1' r't't'oryr iz.r'rl i rr I.i t'rr virl
(r') hirs at lcirst [('r),)'('ilrs'cx1lt'r-it'nt'r'irt pltat'trtirt'.\'rll its t'<lrrivitlt'rrt:
(rl) Irrrs st'r'r't'rl in ir scrrior nliulirrl('llr('rrt llositirlrr lirr irt lca.st Ilvt'\'t'als:
(t') i.s rr tnt'lrrlrct'of';r llrolirssiorral lr<ltl1'; irrrtl

(l) rrrct'ts tlrc rctlrrirt'nr('r)ts ol'(llr;rptct' si.r ol'tlrr: ('otrstittrtiorr."; arrrI
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.Iustification: 'l'hc I)ircctor ()cncral shotrld bc a qualificd pharmacist as thc rcgulation of
hcalth products and tcchnol<lgics reqtrircs spccializcd knowlcdgc and tcchnical cxpcrtisc
in thc pharmaccutical ficld.

(") by deleting sub-clausc (5).

Justification: 'l'hc fact that thc I)irector-(icncral shall bc thc CIIO of the Authority is

providcd in thc sub-clausc (t)as proposcd for amcndmcnt.

CI,AUSE 7
'I'HA'[, Clause z of the Bill be arnended in paragrapl, (0 by deleting the worcls "Act. rcgulation
runder this" and substituting thercfbr the rvorcls "resulation utrclet' this Act.".

.Iustification: -I'o corrcct a t)rpofyaphical crror'.

CI,AUSI. I]
'I'IIA'I', Clause s of'the Bill be atnendccl'--

(a) in sub-clause (t) by cleleting the rvorcls "Kenya l)rtrgs" and substittrting therefor the
u,ords "l{enya Flealth Proclucts ancl l'echnologics Regtrlatory';

Justification:'I'hc namc of thc ISoard should rcflcct thc amcndcd -l'itlc of thc Iiill and namc
of thc Authority as proposcd for arnendmcnt.

(lr) by cleleting sub-clatrse (z) and substituting therefor the Ibllowing new sub-clause (e!-

"(z) The Boarcl shall complise---
(a) a non-executive Chairperson altpointecl lly the President ancl rvho shall-"

(i) be a legistered phalrnacist ol-goocl stancling rvith a dcgree in 1:harrnacy;
and

(ii) have at least ten years'cxperience in the phartnaceutical sector', Iive ol'
r'vhich sllall llc ztt scniot' nlanagclllcnt levcl;

(b) thr: I)rincipal Sct;r'ctary irr thc Miuistry Ibr the tirne bcing resltonsiltle Ibr
hcalth or a l'cpl'cscntativc clcsig-natr:c[ in rvriting;

(c) thc Principal Secretaly the Ministry for thc time being responsiblc Ibr
finance or a representativc designated in rvriting;

(d) the l)irector'-()eneral {br I-Iealth or a rcplescntative clesignated in rvriting;

(c) one person nominatecl by the Pharrnaccutical Society of-Itenya;

(l) one person norninatecl by the Kenya Pharmaceutical Association;

(g) one persolr notninatcd by the Kenya Medical Association;

(h) onc person, not being a Governor', rvith knorvledge ancl exlterience in health
proclucts ancl technologics norninatecl by the Council ol'County ()ovcruors to
rcpl'eseltt thc intclests ol' cotttrties;

(i) one pel'soll, not being a 1;ublic oflicer, r'ept'esertting consut-r'ler 1;rotection
norninatecl by thc Consttlncr licdcratiou ol'l{enya; ancl
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(i) thr: l)ircctor'-()t:rrcral ol'thc z\rr[hority rvho slrall lrc thc socl'ctal'), ant[ att r.t'
off ):ct:o trtctnlrt't' ol'tlrc l'ro;trtl."; itrt<l

.ltrstilicati<rrr: 'l'lrc r:ornylosition ol'thc Ilo:rrrl slrorrlrl r:oruply rvitlr tltc fu{uttrtg'ozo C<><lc <tl'

(iovcrnarrcr: {rlr Sl:rtc C<lr'pora(iorr.s in tol'nls ol'tttttttlrtrt's, skill ttrix antl proli:ssiortal
cxl)ct'tist: u,lticlr .sltoulrl irrclrrtlt: all rr:lt:vant J)laycrs irrvolvt:<l in tlrt: Inatt(!r's ol'ht:alth
pr'orlrrr;t s arrrl tt:t:hnologit:s.

(r') lry rlclctirrg,srrlr-clatrst'(tl);rrr<l srrllstitrrtirtg tlrt'r'clirr tlrc lirllou'ing'nt'rt' srrlr-t'lirrrst'(s)
"(ll) 'l'lrt'(lallirrct St't'r't.tar'.1'slrallirlllloirrt tlrc rrrt'rrrlrt'r's o['tlrc l]oarrl rnrtlt't'srrbst't'tiorr (t'),

(t),(.q),(h) arrtl (i) b;, rrotit;t: irt tltc Go:cllc."

.ltrsti{ication:'l'hc rnornl)crs o{'thc IJoarrl IVIr:urbcrs ar'(: nol. Statt: OIIiccrs antl hcttcc thcir
aJlpointrrrcnt docs not lc<lrrilc aJlproval lly I'arliarrrcrtt. It is.strflicicnt that thc Cabinct
Sct:rctary notilics tlrc Jrrrlllic of'thc appoilrtrncnts itt tltc Kcnya (laz.cttc.

CI.AUSI.] 9
'l'l IA'l'. tlrt' l',ill lic irrrrt'rrrlt'tl lr1' tlt'lctirts- ('lirusr'1t

,lrrstilit:ali<)n: 'l'hc 
J)r'ovi.sion r:rlnlra<lit:ts tlrc lcgal li'arrrt:rvorlt IitI' ap;l<tin(nrollt ol' (hc

ChairJrt.r'sorr, Iioarrl N'lt'rrrbt'r's ;rrrtl CIrOs of- Statc Cor'11<>r'ati<lns ot'Sctni-i\rrt()n()rttous
(i<lt,r'r'rrrrrcrrt l\gt'rrt'ics. 'l'lrc Clrair'p<'r'son, Ilrtaltl NIt'rrrlr<'t's ;rrr<l I)ir'('('l()r'(i<'rr<'r';rl <tf'tlt<'
Arrtlr<lrity iu'o n()( Statc Olllcr:r's arrtl lrcrrcc rlo rrot rrt:r:tl to subsr:r'i[lc t<t urr oatlr.

CI,AUSIi I0
'l'lln'l', (llarrse lo ol'tlrc llill br: arnr:urlc<l in srrb-r:larr.sc (t) b1,tlt'lt:ting tltc u'ot'tls "st'ctiott 12"

apllt:arinc in parae'r'aplr (c) ancl srrbstittrting tltcrclirr tltc u'ot'tls "sr:ction I I".
,ltrsti{ica(irlrr:'l'<l o()l'r'col tlrt: t:r'oss rr:lilrr-'nt;r: a.s t;litrrst: I I ntakcs 1lr<lvisiott {or t't:ntov:rl Ii'rlrrt
olljct' ol' tlrt: rrrr:lttltt'r's ol' tlrc Ilt>artl <ll' t lrc Atrt hori ty.

CI,N USI' I9
'l'llA'I', (ll:rrrsc l2 ol'tlrr: llill lrc atrtcrttlt'rl by

(a) irrscrtirrg th<' firllorr irrg 1lala9'r'aplrs irrrrrrcrliittcl.t' alicr' p;u';rulirplt (t')
"(ca) r't,urrlatt: tlrt' rlisllos;rl ol'lrcaltlr pt'otl rrt:ts ;tn<l tct;ltttologit's;
(r'b) rnonitor tlrc rrrarkt:t lirr tlrc l)r'('.scn(:() ol'rtttt't:p;i.stt:t't:tl antl illcg'al lrcaltlr ltxrtlttcts atttl
tr:cltrt<llog ics;
(r:t:) r;ondut:t analytical te.sts ol'health procltrt;ts an([ tcollnologics";

.Iustilication: 'I'o nral(c pr<lvision {br thc ftrnctiotts of disposal, analytical tcsting and
rnorriI<lrins- of' t lrc rrrarl<t:t b-y tlrr: Arrtltority.

(lr) rlt'lt'tirre parirgralllr (l) arrrl srrbstitrrtirtg tlrt'l't'lirl tlrt'lilllotr ing r)('\\' p;rrirurirlllr (l)
"(l) r.rrsrrrt, t'orrtirrrrorrs rrrorritoling of'tlrc s;rli'tv o{'lrcirltlr pr'<lrlrrr:t.s itnrl tct'lrrtolo.gics
n'grrlirt<'<l rrrr<lt'r' tlri.s r\t't tlrt'<>trglr arrirl.vsis ol't'r'1lot'ts ort ittlvt't'sc t't'itt'tiotts itttrl cvt'ttts,
irrt'lrrrlirrg arr.l,otlrt'r'lrt'irltlr pro<lrrt:t arrtI tccltrtol()g)'us('r't'l;tlt'tl issrrcs itrrrl titkt'itllllrollriatt'
t t'11'rrIirtor'1' ;tt'tiort.s rt Itt'tt ttt't't'ss;ll'-\' ;

.lrr.stillcatiorr: 'l'o r:xprcssl.1, aligrr to tlrt' \VllO I'r'<1rrir'(!lIl('nl orr tlrr: t:stltlrlishrrrt'rrl tll'a
n:rt iorral vigi l:rrrr:c syst ('rll.
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(c) cleicting paraeraph (g-) and substituting thcrclbr thc lbllorviu.q new paraglaph (g)
"(g) r'cgulate clinical tlials ar-rcl ensul'c that clinical trial protocols of'health ploducts and

tcchnologies are being assesscd accordine to thc prescribecl ettrical and prolbssional
criteria and dcfinecl stanclarcls including rnandatory bioctlttivalencc stttclies";

.Iustification: -I'o anchor thc ovcrsight of clinical trials in the law as rccomrncndcd by thc
WIIO.

(d) inserting the Ibllorving neu, palaglaphs immecliately after palaglaph (g)-
"(ga) approve thc use of auy unregiste red rnedicinal substancc fbr' lturltoscs of'clinical
trials, cmcrgcncy usc ancl con:ltassiottatc ttse;

(glt) carry out phalnracovigilancc arrclits ancl iuspections in ot'clet' to cttsttrc cortrltliance
u,ith goocl phalrnacorrigilarrcc 1;racticcs ancl tlte Prcscribccl t'crluiretnents";

.Iustification: 'I'o provide frrr approval of hcalth prodttcts and tcchnologics during
cmcrgcncics and to providc {irr pharrnacovigilancc which chccl< thc safcty of hcalth
products antl tcchnologics.

(c) deictine'palaglal;h (n) and strbstitutins thclclbr thc Ibllou,ing new paragraph (n)--
"(n) al;point insltcctols ancl orclcr inspcction o1'manufhcttu'ins pt'emises, rneclical deviccs
cstablishments, irnporting and cxporting agents, rvholesalers, distlibutot's, pharmacics,
inclucling those in health facilities and clinics, retail outlets and atry othcr 1tt'etlises and

'r,esscls strb.ject to rcgulation tttrdr:r this Act";
.Iu"^tilication: -I'o spccify thc prcmiscs sub.icct to inspcction by thc Authority.

(q inserting thc lbllou,ins new pat'agraphs aller paragraph (o).--
"(oa) concluct national regulatory authority lot relcase, ofHcial authority batch relean^c ol'
spccifiecl biologicals to cnsule thc qrrality, safcty and eflicacy of bioloeical products
t[roug[ a rec.^r.llatory rclcase systcnr in courl;liancc u,ith cstablishr:cl altpt'oachcs, policies,
guiclclincs, l)roocdurcs arrrl in linc u,ith Worlcl Ilcaltlr Organization aucl intr':rnationally
I'ccogui z.crl guiclcl incs;
(oll) carrl, out ancl pr'ornote lcs<:arch relatt:c[ to tncclicincs anc[ ltealth plocltr<;ts";

.Irrsti{ication: 'l.o cnablc thc conduct of rcscarch lly thc Authority and thc condtrct tlf Iot
rclcascs which arc a hey cornponcnt in thc rcgulation of thc production of var:cincs.

(g) inscrting the fbllorvins lrat'asraph.s a{icr'paragraph (t1)-
"(qa) ensru'c that all hcalth ltxrclrrcts arrcl tcchnologies tttanttlht;ttrt'ccl in, intpot'tt:cl ittto or
cxltortecl fl'om the countl'y inclrrcling thloLrgh parallel irnpoltation conlbt'tn to plcscribccl

standarcls of'qLrality, salbty ancl cflicacy;
(qb) cnlbrce thc ltrcsclibed standards o1'quality, salbty ancl ellicacy ol"health proclttcts ancl

tcchnologics n'ranu{hctul'o(1, inU)ol'tccl into ot'exltot'tecl otrt ol'thc cottntry;
(qc) glant or rr:r,<lke Iir;cuscs ancl permits Ibl thc uratrulitctltt'e, iurl>ot'tatiort, cxllot'tatiort,
clistribrrtion attcl salc ol' ltcal th proclttcts anc[ tet:htrologics;
(qcl) maintain a rcg'istcr <ll'all authorizccl hcalth pt'otlttcts and tcclttrologic.s tnatttrally or'

clcctlonically;
(qe) r'egulatc licit usc ol' narcotic, psychotlopic sttbstatrces atrcl I)l'ccrrrsor chclnical

srrltstan<;cs in ar;cor-clanr;c u,itlr the Sing'lc (lotrvct-ttiot.t c>u Nat'cotit; [)r'rrgs, 196 l, tll<l
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Convr:ntion on I's.ychotr'<-r1tir: srrllstant:cs, t{)71 ol thc IJnitcrl Natiorts (]<>ttvcntiott agaittst
lllit'it'l'r';rlljcol'l)t't't'ttt'sor'(llrorrit'itl Sttlrstitrtt't'.s, l!)sli;
(r;l) irr.s;lt'r't arrrl licorst' irll ruirrrrrlirr'trrrirrrl 1lt'r'rttist's. irrrportirrrl ;ttt<l crlloltirtrl ilg-('llts.

rr Irolr'.sirlcls. rli.strilrrrlors, lrlt;rnrurt:ics irrt'lrrrling tlr().s(' irt lro.sllittrls itttrl r'lirrit's ;trttl otltt't'
lctiriI rlrrt lcts;"

.lrr.stilicatiorr:'l'o int:lrrrlc critical lirnctions ol'tltt: Arrtlrority bascd ot) lx)sl I)racticc itl
rcgrrlation ol'irnJlorl all(l cxporl ol'hcalth J)r'(xluots arrtl tt:chttol<>gics that rvill crtablc tlrc
counlry irttain WIIO rrratrrri ty lr:vt:l .3.

CI,AUSI.] I.3
'fIIA'l', (llausr: llJ ol'thc Ilill ltc atttcttt[<:cl by

(a) rlelcting paragraph (a) and srrbstitrrtins thcre(bt' the llrllou,ins new paragral>h (a) -

"(a) collaboratc u,ith srrr;h otlrr:r'[to<lir:s olorganiz.ations u'ithin ot'otttsirlc l{t:r"rya as it rrtal'

t'orrsirlcr rlt'sirirlrlr'or irppr'ollriirtc lirr tlrt'lrrr'tlrt'r';tttt'r'ol'tltt'lltrt'llost'ol'tlrt'r\t't;"

(ll) irrst'r'tirrg tlrt'lirllorr irrq- rrcrr prrrirry'irplrs irrrrrrctli;rtcl.r';rlit't'1lirr':re'r'aprlr (ir)

"(irir) irrlollt arrrl irrrlllt'rn('nt ar)\'srrr'lr irttr:t'turtiortitllt't't't'ogrtiz.t'tl 11<lotl t't'r1'trl;111>1'1'pt'itt'lit't's:

(lrlrl rlr,tcrrrrirrr';rnrl irrrplt'rrrt'rrt clli'r'(irt';trrtl t'lllcit'rrt tt'liirtrtt'trrtt'ltitttitttts:
(lrr') issrrt'. srrstrr.rrtt. rrttirrllil\\ ()r'r't'rol'r';ttt\, litcrtst'ot'ttttttpli;ttttt'tt't'tilitlrtt'q-t;ttttt'tl
rnrtlt'r'tlris,\t't;
(ar[) lt:r'.r,, r:ollt't't itrrtl trtiliz.c Ii't's Ii>l'sct'r'it:cs l'('l](l('l'(f(l;

(ac) urarrt or rvitlrrlr'au' lict'nst:s aut[ 1lr:r'ruits to tttartttliu:tttt'ct's, rlholcsitlt:t's, t't:tailct's,

irrrpr>r'tcrs, (lxl)ol'tol's anrl clistribtrtrlrs; (al) ctcvclop gtritl<:linc-- <;tt tltc uratttt[?u;tttt'c, irrrlrot't

arrrl cxll<lt't, tlistrilltrtiott, salc atttl ttst: ol' lrrt:tlit;al [)ro(ltlots".

.lrrstillcatiorr:'l'o cornJlly lvith WIIO lt:rlrrirt:rlroilts firt'r'cutrlatory lirrrct.ions irt tlrt: OIr>bal
Ilcnchmarlring'l'ool csJlccially on oontrol ovcr irlrports anrl oxlx)I't.s.

CI,AUSI| 2I
-l'l Ii\-l' (llatr"-e 9I ol'tlrr: llill lrr: alnt'n<lctl

(rr) lrl, rlt'lt'tirrg strlr-t:lirrrst. ( t ) irrr<l .srrllstitrrtirrq tlrcrclirr tlrc loilou'intl' r)('\\' srrlr-t'lirtrst' ( t )
"( t)'l'lrc I]<lalrl rrray cslablislr sur:lr .sr:icrrt.ilit: a<[r'i,sor';,t:ottrtrrittt:t's ol'Ilrc i\rttlrt>r'it.y, as lltay
l)t' ucr;r:ssary (irr tlrr: clli:t;livc l)cl'.li)r'lr)anct' ol'tlrt' lit nctiorts ol'tlrc r\trtlr<;r'ity".

(b) in strb-r:larrsc (.t) by clr:lctine thc u'or<ls "(labint:t St:ct'ctat'1," ancl sttbstitttting tltct't:lbr the
u'<lrrls "lloar'<l r>l' the,\ rrthrlri11,";

(r') irr .srrl>-t'larrst, ( t,) lr.\, rlclt'tirrg tlrc rr ortls "()irllirti't St'r't t't;tt'.1"' arrrl strlr.stitrrtirrg tlrt't't'lirr tlrc
rvr>r'r Is " l'roitt'rI oI' t Itt' :\ tr t Irtlt'it_\,";

(rl) lr1'rlr:lctirrq'srrll-t'larrsr'(st);rrrrl srrlrstitrrting tht'r't'li>t'tlrt'litllorr ing'n('\\'strlr-t'l;rtrst'(st)
"(st) ;\rr;rrlvisoly t;orrrrrrittct'slrall srrbrrrit, irt lca,st ol)(:('o\'('l')'six nroutlrs, a t't'1>ol't to tltt'
Iioalrl ol'tlrr',,\trtltoritl', rlitlr rcsllct't to its irt:tir itics artrl tlrt'llo;rrtl slrall .-rrbrrrit a t'op.r'ol'
cirt'lr rr'port t<l tlrc (labirrct St'r:r't:tat'1"'.

.lrr.stillcation:'l'hc Scicntilit: Arlvisory Cornrnittt:t:.s otrght lo olI<:r'tcchnical atlvit:c and
rcport to tlrr: Iloarrl (its appointing autlrority) rvlrit;lt tltcn aclviccs thc Cabinct Sccrctary
acr:orclingly.

L2



I'AIT'I'IV
'I'IIA'I', Part IV of thc Ilill be amendecl by cleleting the title ancl substituting therefor the
following nerv title-

"PART I I I--LI EAi.'f I] I' RODUCTS AND TtrCI]NOLO G I ES"
.Iustification: 'I'o cnsurc harmony with thc titlc of thc Ilill as pl'oposcd for amcndmcnt and
to c<lrrcct a min<lr cl'r()l'itr nutnbcring of thc parts of thc Itill.

Cl,LUSli zQ
'I'IIAl', CIar"rsc 22 ol'tbc Ilill be amcnclecl -

(a) in the rnarginal note by cleleting the u,orcl "uredicincs" ancl substittrting therefbr tlte rvords
"health products ancl technologics";

.Iustification: 'I'o harmonizc thc tcrms uscd in thc Itill with thc'l'itlc of thc Bill as proposcd
for arncndmcnt.

(b) in sub-clause (t) by-

(i) clelcting the words "sell any rneclicine" appealing in the opening sentcnce ancl

substituting therclbr the rvorcls "sell, manulhctut'e, supply, distriltutc or
dispense any hcalth procluct or technology";

.Iustification: -I'o broadcn thc scopc of prohibitcd sale of hcalth product and tcchnologics
to includc manufacturing, dispcnsing, distribution and supply of hcalth product and
tcchnologics.

(ii) dcleting palatlr'aplr (cl) and ;-trbstitrrtins thcrc{irrc thc lb]lou,ing ncw paraelaph
(d) --

"(d) is fhlsiliccl,";
Justification: Iior alignment n,ith international best 1>ractice as thc ltroltosccl terrninology is

lecognizecl by the WIIO.

(c) in sub-clause (s) by---

(i) cleleting the rvord "medicine" appearing in the opening sentence ancl

subn^tituting therelbl the rvords "health plocltrct or tcchnology"; ancl

(ii) deleting thc rvorcls "pharmaccutical ploduct" appearing in paragraph (b) and

strbstituting thclclbr thc u,orcls, "hcalth Pt'ocluct or technolog'y".

.Iustification: 'fo harmonizc thc tcrms uscd in the Itill with thc'I'itlc of thc Ilill as pxrposcd
for amendmcnt.

CI,AUSI| 2.9

'l'IIA'f, Cllausr:2.9 ol'thc Ilill bc ant<:rtclecl in sttb-clattsc (t)b1.
(a) <leletine tlrc u,orcl "nrcclir;incs" al4rcarirru in llat'aut'aph (a) ancl strl;stittrting thcre[br thc

rvorcls, "hcal tli p rocl ttcts o t' tcch nclkrgics" ;

(b) deleting thc rvolcl "mcclicine" appealing in paragraph (b) and substituting therefor the
r,*,ords, "health Pl'oclucts or technologies"; ancl
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a

(c) <lclr:tinu thr: rvolrl "rrrt:<lit:irrc" a;lllcirlirrg'irr 1lala9'r'aplr (t:) ;rrrrl srrllsIitrrLiug tltct'clilt'tlrc
u'ot rls, "lrt';tltIt llt otlrrt'ts oI' tcr'lrr,,loqit's".

.lrrstilir:atiorr:'l'o lrarrrrorriz.c tlrc t<'r'rrr.s rr.st'rl irr tlrc ltill rvitlr tlrr"l'i tlt'ol'tlrt'llill irs Jrr'oposctl
lirr arnr:nrlrncnt..

CI,N USI.- 2,I.
'l'lllVI', ('lirrrst' 2 t, ol'tlrc liill lrt' ;rrrrt'rrrlcrl

(a) irr tlrt'rrrarg'irrirl rrotc b1'rlclctirrs- tlrt'rvorrl "rut'rticirrt'.s" ;rrrtl srrlrstitrrtins^ tltcttfirt'tht'rr'ot'tls
"l rcit I t I r 

1 
l lcltl rrr:t,s ir rr cl tcr:l t tt olog'it'.s";

(ll) in srrb-t;latrsc (t) by rlcletirrg tlrc s,ord "rrrccliciuc" r.r,l](:rcvcl it alpcals aut[ srrbstitutittg
thclelbr thc u,orcls "health Prrrclrrct or tet:hnology";

(t:) by clcleting strb-t:larrst: (z) and srrbstitrrtins tlrex:lirr tlrr: lirllorvins uc\v su[r-t:larrsc (2)-.

"(2) Il a stal)([iu'([ lrrs rrot I>t't'rr prt'.st'r'ilrt'rl lirl lr Irt'irltlt;lrotlrrt't ol tt't'lrrroIogy lrrrl.;r
starrrlirr'<t lill tlrc lrt.irltlr llxrrltrt't or tt'r'lrrrolog.1, is t'ortlirint'tl irt art.1, <ll'tlrt'prrlrlit'ittiorrs
spct:ilicrl iu tlrc li'ililr St:lrcrltrlt', arrl' l)('l'.s()ll u'lto tttitrtttlirt'tttt't'.s. lirllt'ls, llitt'ltitges. st'lls or'

;rrlvr.r'tiscs ,u).), ()l lrt:r' srrlrstlrrrt'r' or' ;rrtit'lt' irt strt'lt il trl;lrul('t' tlr;tt i.s lilit'11' to Ilt' rrrist;tlit'rr lirt'
tlrt'lrcirltlr plorlut't or tt't'lrrrolorl.r'lrrrr irrg rrtct ;rrtl ol'tlrr: st;rrtrl;u'tl.s t'orrl;rirrt'tl in lut.\'ol'tltt'
prrlrlit;rtiorrs sllct'ilit'tl irr tlrt' l"ililr St lrt'rlrrlt'. r'onrtnit:; lttt olli'ttt't'.":

(<l) irr strb-t:larr"-c (ll)
(i) Lrt,rlt:lt:tirrg tlrc u'orrl "rrrt:tlit:irrt:" u lrt'r't'r't't' it itllPt'ar'.s irr tlrt: oPt'rrirrg sr:tttt:ttt:t: irttrI

.srrbstitrrtirrg' tlrr:r'cfirl tlrt: u'ot'rIs "lrcirltlr llr'otltrr:t ot' tt't:ltttol<)i;^),"; iu)(l
(ii) bl,rkrlt:tine- tlrc rr'olrl "clrrrs" apPcarirrq irr PirrirsraPlr (b) arrrt strllstitrrtiug tlrcrclirr'

tlu: rvot'tls "lrcaltlr 1>t'o<lttct ot' tecltttology";

.ltrstilication:'l'o lral'rnoniz.c thc tcrrns rrscd in thc Ilill with thc'I'itlc ol'tltc Itillas pr<lposccl
Iirr arncntlrncnt.

(t:) irr srrlr-t:latrsc ( t,)

(i) Irv rlr:lctirrg tlrc rvortl.s "orrt'llrrrrlrt'rl tlrorr.sarrrl slrillirrg's <lt'to itullt'isorrntr:rtt Ii>t'it
t('r'ln t)ot t'xt:t,r'rlirrg tlrrt't'rrr<lntlrs" irpllcirlintf ir) l)ilrilra-r'irlllr (a) ;trrrl srrbstittrtirtg
thcrr:lbr tlrc r,'orcls "onc rrrilIiorr slriilirrs-s or to irttllt'isorttttt:rtl. Iill'a tr:t'ttt ttot
cxt;ct:cliltg tltrct: yt:at's"; atttl

(ii) by rlt:lr:tins tlrr: rvolrls "tu'o lrrrrrtlxrrI tlrott.satttl" allllt:itt'irrs itt pat'aulalllr (b) antl
srrllstitrrtirtg' tltt:ttlilr thc rvot'tls "ttr'o Ittil liort".

.lrrstilication:'l'o rnal<c t'lrc ljncs pr'olribitivc an<l Jrrrttitivt: tlut: to thc risl< ol'thc ollbnccs t<l

publit: hcalt lr.

CI,AUSI.] 25
'l'l In 'l-, tlrc llill lrt' autctttlt'tl by rlr:lcting (llatrst' 2ri.
.lrr.stilrcirtion:'l'lrc llrolrilrition ol'sal<'ol'rrrcrlir:inr:s ol'a <lrralily trol tlt:rttantk:rl is ir prar:lir:t:
i.s.sut: arrtl lirlls orrtsirlc t.lrt: arrrbit ol'tlrc Ilill.

CI,AUSIi 2(,
'fllA'l', (llatrsc 2(i ol'thc llill bc atn<:tttlt:cl b1,

,t
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(a) deleting the rvolcl "rneclicine" appcaring in the marginal note and substituting therelirr
thc rvorcls "health procluct or tcchnology"; ancl

(b) delcting the rvorcl "meclicinc" anrl strbstituting therefbl thc u,orcls "health procluct or
tcchnology".

Justification: -I'o harmoniz.c thc tcrms trscd in thc Itill with thc'l'itlc of thc Bill as propo.scd
frlr amcndmcnt.

CI,AUSI' 27
'I'IIA'I', Clause z7 of the Ilill be amencled-

(r) by deleting the rvords "rnedicinal ploducts" appearing in paragraph (a) and substituting
therefor the rvords "health products or technologies";

(b) t y deleting the words "rnedicinal proclucts" appearine in palagraph (b) and substituting
thcrelbr thc u,ords "health Proclucts or technologies"; ancl

(.) by clcleting paragral;h (c) and sr"rllstitutins the fbllorving new paragraph (c)----

"(c) the quality ol'the health products or- tcchnologies of each such description, according
to the specilication ancl the rnethod or proposed methocl of manufhctule of the health
products or technologies, ancl the provisions ploposed fbr sectrring that the health
products or technologies as solclor supplieclrvill bc of that qLrality; ancl"

.Iustilication:'I'o harmonizc thc tcrurs uscd in thc Iiill with tlrc'l'itlc of thc Itill as proposcd
for amcndmcnt.

NI'W CI.AUSI'S
'I'IIA'I', the Ilill be amcnclccl by inserting tlrc (bllorving ncrv clauscs in:n:ecliatcly aflcr clattsc 27-

Application Q7L. (l)A pcrson rvho intencls to irnport, rnanulhctule or sell a health product
Ibr product ol technology shall apply to the Authority lbr the registration of'the health
licence. 1;roduct or health technology in the prescribed form.

(z) An ap1;licant under subsection (t) shall-
(a) specify the particrrlars of the person rvith apltlopriate

knou,leclge ol all aspects ol the hcalth procluct or health
technology rvho shall lle responsible fbl all courmunication
bctrveen thc applicant ancl the Autholity in the declaration
page of thc application forrn; and

(l>) rvhere the applicant is not a citizen of Kenya ot' is a company
incorlrot'atecl otrtsidc Ketrya, appoint a local t'c1tt'escntative
rvho shall lrr: a citizcn ol' I{cnya, a person u,ho i"- or has

pcr-rrrarrort r'<:sickrrrr;r: ol'a collll)arry it.rt:ot'1'lot'atecl in I{enya.

(.s) 'fhc application rnaclc unclcr subsection (t) shall be accompanied by-*-
(a) a proposecl label lbr use on the health pt'oduct or

technology;
(b) a copy ol'the manulhcturing licence of thc health product

or technology, u,here applicable;
(c) a copy ol' the E;ood manulacturing practice certificatc

Ii'orn the Authority and the regulatoly authority of the
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l'r'<lt'r,ssirrg r>l

a1>pl ir:it t irlr t

Iirr'
t'eq ir-tt'at itltt
ol' hcalth

oorrntry \\,hcl'o tlrc h<:alth 1lt'orlttt:t or tccltttology is

rrriut ttlitt:t t t rt'tl:
(rl) a r'opy ol'a t'r:r'tilit'irtt'ol'irrral.ysis Itrrrtt;t <ltrirlit.1't'otttttrl

litlrot'ittot'.1' r't't'ogttizt'tl lr)' tlrt' r\trtlrot'it.1', rt'ltt't't'
ir 

I 
r1 rl it'a Irl r';

(t') ir t'o1l;, ol' tlrc rrrirrlir'( irrg irrrtltot'iz;tti<lrr or- t't't'tili<:;ttt' o['

rr.gistrirtion ol'Ilrt'lrt'irltlr pt'<ltltrct <lt'tct'ltttolog;'lr'ottt tlrt'
lcgrrlator'1, arrtlr<lrit1'ol'tltr'oour)tr'.)' rvltt't'c tlrt' lrt'altlr
pt'otIttt:t ol' t('(]hr)olouy is st>[tl;

(,) thc availitble <lata otr tltc (ltrality, salbty, cllit'at:y arrtt

p(:l'lbllr)allo(: ol' tltt: lrcalth 1lt'ot[ttt;t ol' tcclrrtology
strllnrittccl itr a t:ottrtton tcchnical clossittt' Itrlruat;

(g) a sanrplc ol'tltc ltt:alth proclttct ot'tecltrtology;
(h) proof'ol'<lu,ncrshil; of'thc sitc lbr the rnanulhcturc of'tht:

health l:rotluct or tccltnology, rvhcre a1t1>licablc;

(i) rr lrt:r'c tlrc applicarrt i.s not a r:iliz.crt ol' I'it'rrya ot' is it

('()lul)an.)' irtt'ot'poratt'rl otrtsitlt' Ii<'rr.yit, ,t ('()l).y <>l'tltt'
il!,;l'('('ltl('t)t itlllloirttirlrl' tlrt' lot':tI I't';ll't'st'lIIittir t':

U) rvlrr.r'r'tlrt,irplllit'ation lt'lirtcs l() il lrt'irltlr lltrttlttr:t ot'

tcr'lrrrologl' rr lrit'lr is rt'gistt'r'r'rl rr itlr ir lirt't'iqrr t't's-ttlitttlt'\'
Irotl.r,

(i) ir ('()i)\' t,l'tlt..'t t'r'tillr';rtt'ol'r t tlislt;ttiott;
(ii) tlrt. 1>r'olt'.ssiorral irrlirrrrratiorr t't'latirr.q'tt> tlrc lrt'altlt

prrr<ltrr:t ot' tt'r:ltrtol<lg1'; itrrrl

(iii) tlr<, t:orrrlitiorrs ol' tlrc t't'gisLt'atiort ol' tltc lrcaltlr

1rrtltl rrt:t ot' t<r;ltttOltley;
(k) prool'that the applicant holcls

(i) a vali<l prat:tit:iug lit:t:trt:t: issttt'tI lry tltc botly
lcsponsible lirr tlrc pt'<>li:ssiott ol'llltartnat;y;

(ii) u valirI rvltolr:salt: tlt:alct"s liccnt:c issttctl irr

ar:t:olrtnrrt:c rvitlr this 1\ct;
(iii)a valirl Iir:cncc to sr:ll poisons isstrctl itt a<;t;orclaltcc

rvith this ^1\ct; or
(ir,) a t'al ict rlrar)rrl'zr(:tru'iug lit;crtct: issttt:tl itt at:t:ot'clattt:t:

rvith this .1\ct; anc[

(r') llruol' ol' 1la1'tttt'rrt <ll' tlr<' apltlit:ation l'ccs ,ls

pt'r:st:t'illt:cl b;, 11,,' 1\rrtlrority.

(.r,) l\n a;r;llicant shall rrotily tltt: z\trthority <>l' atty vat'iafiott to tltc
aglecrrrt'rrt ap1;<lirrtinu tlrc l<lt';rl rel)r'('s('l)tatir t' rvithirr st'r't'tt tlitl's tll'tlrc
vat'iatiort.

9711. (l )'l'lrc r\rrtlrot'it1, slrall consirlcr tlrc itpplir:atiorr tttittlt' tttttlt't'.st:t'ti<lrt '/?,\,
arrrl, slrall, il'it is satislicrl ol'tlrc sali,t;,, t'llit'at'1,, tltrality, pct'lirt'tttattt:c atttl

csor)orni(: r'altrt: ol'thr: lrcalth pr'<ltltrt:t ot'tt:t;ltttt>logy, rtg'istt't'tltt: health
prrtrlrrct or tt:r:lrnr>loey antl issrrc a r;ct'tilir:att: ol'r't:g-i.stratiort irt tltc 1lt't:sct'illt:tl
Iblnr.

d
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product
tcchnoloey

Registration
cluling
crnergency.

OI (z) -fhe Authority may, while consitlering the application, approve the
details as strltllliccl by the alrplicant ol'appro\Ic it rvith sttt:h arneuclments as it
rlay consirlcl appropt'iatc in rcsltcct ol'thc lbllorving irartictrlars

(a) thc nanre unclcr rvhich the health procltrct ot' technology rnay I;e

solcl;
(b) the labelling ol-the health 1>rodtrct or tcchnology;
(c) the staternent of thc replesentations to be macle fbr the promotion

of'the health product or tcchnology regarding-
(i) thc clairn to be made lbr the health procltrct or

technology;
(ii) the route of aclministering the health prodtrct or

technology;
(iii)the dosage of the health product or technology;
(iv)the storage conclitions of' the health proclttct or'

technology;
(r,) the contra-inclications, thc sicle ellbcts and 1;recautions, il'

any ol'the hcalth procluct or technology; and

(vi)the pacltage siz.c of'ttre healtl"r proclttct or technology.

(.1) When evalrrating an application, the Atrtholity may--_.

(a) sulr.ic<;t a sermplc ol' thc hcalth 1;t'ocltrct or tecl'rrlology to an

evaluation by an analyst; attcl

(b) consider the cvaluation report of thc analyst that has evaltrated thc
health product or technology.

(+) Wherc thc Authority is not satisfiecl as to the quality, salbty eflicacy,

lterlblmance or econolnic value of the health prodtrct ot' technolog), it may,

after pr-orricling an opportunity to the a1t1;licant to be hcard, r'eject the
application and inlbrrn the ap1>licant the reasons lor rcjection in rvriting.

elc. (r) The Authority may, rvhcre it considers it necessary to protect public
health or in thc event o{'a thlcat to life or' }realtlt, isstte a pt'ovisional certificate
ol'registration fbr a health procluct ot' tcchnology.

(s) L pcrson u,ho intcncls to obtain thc provisional <;elti{icate of
rcgistlation fbr a health procluct ol technology ttncler subsection (t) shall
apply to the Authority in the prescribed fomr.

(s) Whele the applicant is not a citizcn of'I{enya or is a company

incolporated outsicle l{enya, thc applicant shall ap1:oint a local representativc
rvho shall be a citizen of Kcnya, a person who is or has perurancnt rcsidence or
a company incorltot'ated in l{enya.

(+) An application uncler sultsection (z) shall be accompanied by-
(o) such cloctttnents as Inay bc nccessary to sulryort thc
application;
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1\ trtlroriz.atiorr
ol'
trrr x:e i,stcrt:cl
healtlr
proclrrct ol'
tcchuoloey.

(b) rvhclc tlrr: applicant is not a citiz.r:n ol'Kenya or is a oonU)any
irrcor'poratt'rl otrtsi<lt: I'iot1,n, il ('()l))'l ol'tlrc iltl't'('('lrl('r)t
alllloirrt iug t lrt' l<lt'irl rt'pl't'sctrtittivt';
(t') 1lr'ool'tlrat tlrt' applicirrrt lrolrls

(i) ir r';rii<l pt'ircticins^ lict'nt:r' issrrctI l,)' tlrt' lrorlt'
rt'sporr si lrlc lil r' 1 lrr' ploli'ssi<lrr ol' lllrr t'urirr'.\,1

(ii) ir r';rlirl u'lr<llt'.s;rlc rlt'irlct's lit't'rrt't'is,srrt'<l irt itt't'ot'tlitttt't'
u'itlr tlris,\t't;

(iii)lr valirl lit't'rrt't'to scll lrcirltlr llrorlrrt'ts <lr tt'r'ltrrolo.rlir'.s
i.ssrrcrl irt irt't'ot'rlitrtt't' rlitlr llris,'\t'l: or'

(ir')a valitI trrartttlitt:l"ttt'irtu lit:t:ttt:r' issrtt:cl itt itt;t:ot'rIattt:c
u'itlr tlri.s l\ct; arrrl

(r,) prool' o[' l)aynlcr] t ol' tlrc a1;1ll it;at ion Ii:cs a.s ll rcsc ribctl
by thc z\utholity.

(5) \\''lrt,rr rlt'tcrrrrinirrg'al) irllplit'atiorr rrrrrlcr tlris.st't:tiort, tlrt'
r\trthorit.1, slrall t'orrsirlt'r'tlrt'firt:ts t:stalrlislrc<l li'orrt tltt'r,alitl Inlrli<'tirrg
arrtlroriz.atirlrr lilr tlrt'lrcirltlr pr'orlrrt't or tr'<:lrrrolorl\,anrI th<'r't'1.>ort ott tltc
ass(:sslr)cnt ol'tlrt: lrcaltlr llrr><lrrt:t or tct:lrrtologl'obt;tirtt:rl li'otn tIrt'atrtlroritl'
c()lul)ct(:ut Iirr lrcaltlr prut[trct.s itrtrI tct:ltrtol<lg'i('s, il'avirilablt:.

(r;)'l'irt'l)('r's()n to u Irotrt tlrt'r't'r'tilir'irtt'ol rcr;istt;ttiott is issrt'tl rrntlt t'

tlris sct'tiorr, slrall lrt'r'r,slrorrsilrlt'lirr tlrc l;rlrt'lling, llirt:li;rgirtq',;rrlvcrtisirtg arr<l

;llrirt'rrurt:ovigil;rrrt'r's-\'sL('nl ol'tlrt'lrt'irltlr 1:t'orlttt't ot tt't'lttrolt>g.1'.

(;) ,,\ lllovisiorral ccrtilit:irtt'ol'r't'g'istr';rtiort issrrt:tl rrrr<lcr',srrllst'r'tiorr (l)
.shall ltr: r'alirI lirl t\\'o yoill's li'onr thc t]att: ol'issrro ol'ur)[il thc rlct:Ialatiou rrratlt:
rrrrrler st'r:tiorr liii of'tlrc l'trlrlit' I Icirltlr At:t is t'r'r'olit'tl.

(s) r\rr1, \';u'iatiorr to thc agr'(:(:nr('rlt aPPoirrtirre tlrr: lot:al
l'cl)r'cr-(fntativr: to tlrc applir:atiorr tuittlr: trrttlt't'.srrllsct:tiott (Z) shall bt: notilictl to
tlrr: l\trtlrorit1, u'1l.1r',, st:r'cn tlays ttl'tltt: r'ari;ttion.

27D. (t) -l'lrc Atrthoritl, rnal', irr rvriting, arrtlt<>r'iz.r: a l)cl'.sor) to itttpolt or'

clistrillutc lirl a sp<:cilicr[ llcriocl to a spt:r:ilir:r[ 1;clson or instittrtion a s1;t:t;ilicrl
qtrantity ol'a 1>altictrlar hcaltlr prorlrrct ot't<:t;httology that is uot registt:ttcl.

(z) A hcalth prrrrltrct ol tr:chnologl, rlistribrrtcrI ptrlsuant to arrtlroriz.atiort
glantccl rrrrclel srrbsr:ction (t) rnay llt: rrsccl Itrr srrch l)rrrl)oscs anrl irr strclt
nrilrlr)(,1'irrr<l rltrrirrg.srrt'lr 1lt't'io<[ ;ts tlrt' .\trtlroritl' ttt;t-\, itt u'r'itirrg tlctt'r'ruiltt'.

(:;) .\ llcrsorr u lro inlt'rrtls to olrt;rirr tlrt'itrrtltot'izittiott rrrtrlct'.strIrst't'tiott
(t), lirr l)ull)os(.si otlrt'r'tlr;rrr ir clirrit'irl triirl, slrirll ;r1l;11.1'(o tltt',\rrtlrorit.\,irt tlrc
pttst:t'illcrl Iirrr rr.

(,t,) \\ilrcrc tlrr: allplit:irnt i.s rrol- a t:itiz.t'rr ol' lir:rrf a or is ir ('()url);lr))'

irrr:or'polirtcrl orrtsirlr' lit'rr1,;1, tlrc alrplit:arrt slrirll itplloirtt a krcal t't'pt'r's<:tttittivt'
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r,,,ho shall be a citizcn o{'l{enya, a Pel'son rvho is or has Permancnt resiclence or
a company incorpolatccl in Kenya.

(s) -fhe application made under subsection (s) shall be accompanicd
by*

(r) , product llrochure containing relevant chemical,
pharmace utical, pre-clinical pharmacological and
toxicological data and where applicable, hutnan
pharrnacological anil clinical data related to the hcaltl'r
ploduct or tcchnology for rvhich authority is sought;

(b) u,r'itten conscnt ol'thc applicant, u,ltere applicable;
(c) dctails of'regio^tration or pencling registration o{'thc hcaltl'r

product or technology rvith any other regulatoly autholity,
u,hcrc aPPlicable;

(cl) eviclence of'conrpliance by the rnanu{hcturel' of the health
proclrrct or tcchnology rvith goocl rnanulhcturing llractice
stanclaruls as cleternrinecl by tlrc Autlrority;

(e) x:ason.s rvhy a registerecl health l>roduct or technology
cannot be used;

(f) r,vherc the applicant is not a citizen of Kenya or is a company
incorl:oratcd outside Kenya, a copy of the agreement
appointing the local rcprescntatirrc;

(e) proof'that the applicant holcls':-
(i) , r,alid practicing licence issued by the body

responsible Ibr thc profbssion of pharmacy;
(ii) a valid wholesale dealer's licence issued in accordance

rvith this Act;
(iii)a valid liccnce to sell health proclucts or technologies

issrrecl in at:r:orclancc rvith this Act; or
(ir,)a valicl lnitnrrlacturing liccnce issued in accorclance

rvith this Act; ancl

(r,) prool'ol'payrncnt ol'the ap1;lication fbes as prescribecl
by the Autholity.

(o) Wherc thc Arrthority in-sues an authoriz.ation under subscction (t),
thc person to u,hour the atrthorization is issrrecl shall subrnit to thc Authority -

(a) progress rel;orts alier cvery six rnonths from the date ol'
issuance <lf the authorization;

(b) any advcrse errent re1;ort, rvhere an adverse cvent occurrecl;
and

(c) a progress report rvithin thilty clays after the cornpletion or
terrnination of tl-rc use ol'the hcalth product ol technology.

(;) The Authority may, where it is ol'the opinion that the safety of any
patient is cornpromisecl or u,here the scicntific l'easons for adrninistering the
trn regi.s tcrecl heal th pt'ocl trct o r tech rtology have cltaneecl-'-'

(a) irnposc any arlditional conclitions;
(b) r'c<lucst aclclitional inlbrrrtatit>n;
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(c) inspcct the sitr: u,lrt:r'e thc rrrrrcgistct'cd ltealtlt ptrrtlttct ot'

tct'lr rrolog;, is rrrarr tr l'irt'trr rcrl, sto rt'<[ <lr ittl rrtirr ist t't't'tl; ot'
(rl) u'itlrtll'itu' tlrt'atrtltoriz.ittit)l) to tl'('itt tltt'llitlit'rtt.

(s) 'l'lr<' l\rrtlrority Iuir-)', l,-y ttot it't' irr rr rit irtg rvitlttlt'itu tlrr'

atrth<lriz.ati<lrr issrrt'tl rrrrrlcr srrlls<'<'tiorr ( t ) il'tlrt' art-1, 1r1''r,,,',roscs ()r'tlrt' ttritttttt't'
spccilir:tl itt strllst:t:tion (z) is t:otttt'irvcttt:tl.

(lr) l\ Irurltlr 1lr'<l<ltrr:t ()r'1(,(:luro]ot),.\,autlrot'iz.t'tl ttnrlt't'tlris st't'tiorr sltitll
llt' lalrt'llctl in ;tt't'or'<lltrtct' rr itlr tlris r\t't.

(rtl) r\rr alllllicirrrt slrall rroti{y tlrc r\rrtltot'i11, ol' itrry r';tt'iatiotr to tltt:
agx:errrt:rrt alryoiutirrg thc lor:al r'(:ll)r'csent?ltivt' rvitlrin sc\'()l) clays ttl' tlrr:
va riat i<l rr.

(r r)'l'lrc lt.rlrrirt'rrrt'rrts in tlris sct'tiorr slrirll ir1>1ll.t' to irpplit'irtiott.s lirr'
tlolritt iotrs ol' ltt'ir l t lr 1t t'otlt rt't s it t ttl tt't'l t t tolo.git's

.lrrstifit:at ion: 'l'o ;lrovi<lc nclv clatrsr:s 97l\, 9111, 97C arrrl 2?l) IirI' tltt: hancllirlg ol'
aplllicatiorts ol' pro<ltrct liccttct:s by tht: l\rrth<lrity.

CI-ALJSIi 9[r
'l'l liVl'. ('l;rrrst' !s ol tlrt' llill lrt ;ttttt'rttlt'tl

(a) irr tlrt'rrralg^irral rrotr. lty tlclt:tirru tlt<: uot'tls "rncrlit'int:s l-('gist('t"'arttl .strllstittrtiltg tlrclclirt'
tlrt'u't>r'cls "lrt:altlr l)l'o(lucts atttl tt't:ltttoltlgit's rt:gistcr"';

(b) irrsrrb-clatrsc(l)Il1, 1[1'1,'11ngtlx'uoltl.s"utctlit:irrcst't:gi.stt't"'aticl strbstitttlittgtltt'r't'firl'tltt:
u ot'rls "ht:alth protlttt:ts al)(l tcol)rx)logics l'(tgistcl"'; atl(l

(t') irr strlr-r'l;rrrst'(l) lly tlt'lctirrg llrt'rlortls "rrtt'tlit'irrcs rcrli.stt'r"'trrrtl srrltstitrr(irtg tlrt'r't'lirr tltt'
rr orrl.s "lrt';rltlr 1lt'otlrtt'ts ittttl tt't'ltttoio11i1'5 t't'gistt't ".

.lrrstilication:'I'o halrrroniz.c thc tcrrns rr.scrl itt tlrt: Ilill rvitlt tltc'l'itlc ol'tht: Iiill as 1lr'op<tscd
Iirr arnt:nrlurcnt.

CI,N USI' 29
't'IIA'l', (llatrsc 2t) ol'thc llill bc atnctttlt:tl

(a) iu thc rnargiual notc by r[r:k:ting thc u,olc[s "tttcclit:ittcs atttl ntctlit:al tlcviccs" atttl

srrbstituting therelbr thc u,olcls "lrr:alth pr'<>clucts attcl tt:chttologi<:s";

(b) l>y clclcting sub-t:lausc (t)ancl substitutine thct'cltrl tlrc lbllorvir)s no\\' srtb-t;latr.sc (l) -

"( t) l,lvcr'1, a1;1tlit:irtiorr filr rcgistratiort ol' a lrt'itltlt Plotltrt't ol' t('('lulolog)' slr;tll llt'
srrbrrrittt:<l to tlrt' llcgistlal irr tlrr. llrt'st'r'ilrt'tl lirt ttr itrrrl slrirll lrc itt:r'otnpitrtit'tl b1' tlrt'

llrr'.st'r'illcrl llartit'rrlars irrrrl sirruplcs ol'tlr<' t't'lt'r'itttl lrt'irlllr prrltltrt't ()l' tc'('ltt)olog.f irrrtl ll-r'

t Irt' 1lrt'st'r'il.rctI rt'gistr';tt iorr lt'r'."

(r') irr srrlr-r:larrst' (l;)
(i) Il.r,tlt.lctirrg tlrc uorrl "rnt'rlit'irrt"'ir1>1lt'irrinq irt p;tt';tut';t1ilr (ir) itrrtl strlrstitrrtirrq

tlrt:r't'lirr tltt' u'ot'tls "ltt'irlt Ir ;lrotltrt't ot' tt't:ltttrlltlq-.1"';

20

at



(ii) by delcting the rvolcl "mcclicine" appearing in 1;aragraph (b) and substitutine
thelefbr the rvords "health pt'ocluct or technology";

(iii)by deleLing the rvold "medicine" appcaring in paragraph (c) and substituting
therefbr the words "health product or technology";

(d) in sub-clause (+) lry cleleting the rvolcl "rnedicine" appearing in the opening sentence and
substituting there{br the worcls "hcalth prodtrct or technology";

(") by cleleting sub-clause (o) and substittrting therc{br the {bllorving new sub-clause (o)-r-

"(o) Where the Autl-rority has approved the registlation of any health 1;rocluct or
tcchnology il'it is satisficd of the salety, efiicacy, cluality, perlbrmance ancl econolnic valtte
ol'the health procluct or tcclurology, thc ilcgistrar shall rcgister that health pt'oclttct or
tcchnolog*y ancl shall r:ntcr in thc lr:gistcr such particulat's in rcsarcl to thc health procluct

or technology as are rc<lrrilccl I;y this Act to bc so cnterecl and shall isstrc to the apltlicant
a celtilicate ol- r'egistratiou in the prescribecl lblrn in respect ol'that hcalth l;rodtrct or
tcchnology."

(0 in sub-clausc (z) by deleting the rvorcl "rneilicinc" and substituting thcrefor the rvorcls
"health product or tcchnology";

(S) in sub-clar.rse (S) by deleting the rvord "medicine" rvherever it appears ancl substituting
ther-efbr the rvords "health ploduct or technology";

(h) in sub-clause (.9) by deleting the worcl "medicincs" ancl substittrting therefor the u'ords
"health proch"rcts ancl tcchnologies";

(i) in sub-clause (ro) by cleleting the rvorcl "meclicine" and substituting therefbr the u,orcls
"health plocluct or technology";

0) in sub-clause (rr) by clelctirrg'thc r,r,orcl "mcdicinc" ancl sttbstituting thelcfor the rvot'ds
"health plocluct or technoloe'y";

(k) in sub-clause (rz) by dclcting the rvord "meclicine" appearing in thc oltening sentetrce and
substituting therelbr the rvot'ds "health procluct or technology";

Justification: 'I'o harmonizc thc tcrms uscd in thc Bill with thc'I'itlc of the Ilill as proposcd
f<lr amcndmcnt.

(l) in sull-clausc (r,r,) by cldcting paraelaph (a) ancl srrbstitutins therclbr the follorvir)s new

paraglaph (o) - -

"(a)I(enya Essential Medicines List, Kenya Esscntial Diagnostics list ancl Kenya Essential

Meclical Sulrplies list' rncans the list of'esscntial meclicines, cliagnostics ancl Inedical

su1;1:lies incluclecl in the latest cclitions ol'the oflicial ptrblications relating to gtriclelines

Ibr stanclalcl treatrnent rvhich is conrpilccl by thc statc clcpartment lcsponsiblc lbt'llealth;"
Justification: -L'o broaclcn thc scopc o{ III''l's considcrcd rtndcr thc clatrsc.

NI.]W CI,AUSI.]S
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I'IIA'I', thc llill l;t: arrrcnrk:tl lll,inscrtirrg tlrc (irlkrrvirr{r nr:u,t:larrs(:s ittttrtctliatcll,alicr t:latto-c
,2!)

r\ t rt lroliz.atiorr
ol' lrcaltlr

1lt'orlrrr:ts itnrl
tt'<'lr rtologir'.s.

(Z) No llittt:lt ot'lot ol'itrl)r t'1'ul.r;[1'r't'<l ;lr'6tlrrt't slrall lrg pglcas<'tl 51't]rr:
ru;rutrlirt'trrrcr' priot' t<l tltt' t:ottrlrlt'tiort ol'tcsts f ilt' t;ort{irt'rrrit-1, rvitlt .startttitltIs
a1;plir;ablr: to srrt;lr protlrrt:t arrrl ollir:i;rl batt;lr ol lot rclt:asr by tlrc l\rrtlroritl,
in t;ast:s ol' b iologit:al tlrr:r'allcrr t ir;s.

(t;) l:.irclr aplllir';rlllt' t('st t'ortrlrrctcrl l,), tlrc rttitrrrrlitr'trrt'r'r' rtrtrlct'
.strllsct'tirlrr (l) slrlrll lrt' nratlc ort citt'lt lrlrlclr ot' lot ;tlit't' r'otttplt'tiorr ol'all
l)r'(x'('ssj('s ol' rnirrrrrlirt'trrrt' urrrl srrt'lt t('st nlir-\, irfli't't t'r>rupli;rrrct' rr itlr tlrt'
st ;rrrtlirrrl irppl ir:irlrlc to tlrc pr'orl rrt'1.

1 t) 'l'lrt' ttunrrrlitr'lLlr'('r' ()l' tttittlit'tirtq ;tutltrtrizrttiotr ]roltlt'r' ol ;tttv
rrrg'istcrctl biolrxlr('al tlrc|aPr:rrtit' slurlI strbrrrit Iot )-urllulal'1, ProtoCtll lilI t'at'lr
l<lI tlrat t'<lrrt;rirrs l'('gist('r'c(l tcsls irrttl lt'.srrlts ol'tt'sts l)ol'Ii)r'lu('rl itrrt[, strt'lt

rrrirrrtrfirt'tul'('l'or rn,u'li('tilrg'atrtlrolizati<lrt Itol<lt'r'trrirl'be l'()(lril'('(l tr> srrbrrrit
siln)l)los ol'1lr'orlrrt:t li'orrr tlrc.spt't;ilic<l lot to tl)c,'\trtlr<lrity Iilr olllt:ial batt:h
r-rr krt xrkraso ir) aooorclarrr:t: rvitlr tltc 1>t'<:st:t'il)o(l l'cgulatior)s.

(5) l'.r't'r'.1'lrirtclr or lot ol';r rcgi.stclt'rl Iliologit:al tlrcrir;lt'rrlit'irrrportcrl
irrto I'it'rrYlr or rruurrrlirt'trrrcrl irr Iit'n.i'rr slrlrll Ilt't'r';rlrratt:rt;rrrtl, orr Ilcirrg
s;rtislit'tl ol't'orrlirrrrrit.t' rr itlr prcst'r'ilrt'rl stirrrrlirrrls irrrrl 1lir,\,rrrt'rrt ol'prt'.st:r'illcrl
Ii'c.s, t)rc l)irt'r'tor'-()t'rrt'r'irl slrirll allprovt'its rclt';r.s('ilrto tlrc rrrallict;rrrrl issrrr'
a r:crtilicatt'ol'ollicial batr;lr or lot t'clr:asc irt tlrr'pt'c'sr:t'ibcrl Ibrrrtat.

(f;) 'l'ht: l\rrtltot'itl,tIlit)r l'c('oll'rtiz.c;trttl aoocl)t ollicial lot t'clt:asc
cr:r'tilit:atr:s i.sstrt:cl lly othcr natiol)al rcurrlatory arrtlroritics ol'otlrr:r'cour)tl'i(:s
Iirr a sllct:ilir; batr;h or krts ol'biologir;al tlrt:t'apcrrtit; tnanrr(irr:trrrcc[ rvitlrin thc
tr:r'ritorics ol'tlrosc natioual lcurrlatot'y atrthoritir:s, in issrrant:r: o['a ccrtillcatt:
trntk:r'this scction.

(;) l\ 1lt'r'sort rvlro ('()rltrir\'('rr('s tlri.s st'r'tiorr t'otnrnit.s an o{]i'nt:t'zrrrrI
slrirll orr t'ortr ictiott Ilt'Iiirlrlt'

(a) irr tlrt' t';r.st' ol'ir lirst olli'rrcr', to rr Iinc rrot cxt't't'rlirtq ont' trrillirlrr
slrillirrrl's or to irrrllrisorrrrrcrr( firr';r tcrrn rrot t'rt't't'<lir)ll t\\() \'('ilrs,
or to llotlt; ot'

(lr) irr tlrt' t';tst' ol'ir srrlrst'tl u('rtt ()lli'r)('t', to ir Iirtt' rtot t'st'r't'tlinc.^ t\\ ()

rrrilliorr slrillirrg-s ol'to irr)l)r'is<lrrrrrcrrl Iirr ir tclrn rrot r'-rt:t't'rlirrg livr'
\'('ill'.s, Ot' to lrotlt.

29L.
ttrtlcss

(t) ,\ pt'r's<lrr slrall rrot irrtll<lrt arrY lrt'irltlr llr'otltrt't ()l't('('lul()l()qY

(:r) tlrc irrrlloltt.rl lrt'al1lr llro<lrrct ()r' tt,r:lrrr<llogY lrirs lrccrr

;rrrtlrorizcrl llrrtrrrglr i.sstrirrrt'r'ol'rtn iru;lort 1lt'r'rrtit or';r u t'ittctt
arrtlrori z.ir tiorr lr1' tlrt' ;\ trtlroritl'; a rrrl

([l) tlrr: irrrpoltt'tl Irt';rlth 1lr'orlrrct or t('('llr)olog.t' i.s irrsp<'t'tcrl arrtl

vcrillc<l Iry au irrsllr'(]tol' ol'lhr: r'\rrtlrority irt tlrr' ports <>l'r'rttr'1,

I)l'i()l' to its rt'lcirsr'.
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Palallel
importation
ol' liealth
proclrrcts ancl

technologies.

.Iustification: 'I'o providc for authorization of hcalth products and
tcchnologics importcd into thc country including the rcquircmcnt for
batch or lot rclcasc in linc with WIIO rcquircmcnts.

2911. (t) A pelson shall not engag*e in the 1;arallel importation of a health
product or technology into l{enya unless -

(a) the person is irrcorporated as a lirnitecl liability company undet'
thc Oorlparrics Act;

(b) thc person has br:en grantecl a celtilicate ol' parallel
inrllot'tatiort;

(c) thc person is licensecl to parallcl inrport thc hcalth plocluct or
tcchnology;

(cl) thc health procluct or technology has a valicl registration in
l{enya unclel this Act; and

(c) thc health product or tcchnology has a valid marltct
authorization in the country of origin.

(z) A person rvho wishes to undertalte parallel irnportation of'a health
ploduct or technology shall apply to the Boarcl fol a cer-tificate of palallel
importation in the 1;r'csclibecl Inanner.

(s) fhc Boarcl shall establish and rnaintain a system that ensures that
a registerecl parallcl irnportcd health procluct or technology can bc tracccl
from its sorrrcing, manulhcturine, pacltaging, storage, transport to its
clclivery to the Lrealth lhcility, institrrtion or'Privatc practice rvhere thc health
proclrrct <lr tr:clrnoloe'y is irrtcntletl to l>e ttsr:cl.

(+) A pelson u,ho- -

(a) is the holclel of a certilicate of 1>arallel importation or licensee
ancl fhils to cornply rvith any requiretnent or obligation in this
Act;

(b) contravenes ar)y plohibition prescribccl by thc Atrthority; or
(c) lhils to cornply rvith any recluirement irnposecl on that pet'son

by the lloarcl purstrant to this Act,
commits an oflbncc ancl is liable, upon conr.iction, to a Ilne not exceecling one
rnillion shillings or to imprisonment for a term not cxceeding two yeal's, ol'
to both.

Justification: 'l'<l

tcchn<llogics.
rnahc provision fbr parallcl importation oI' hcalth products and

CI,AUSI|.gtl
'I'IIA'I', Clausc 3o ol'thc: llill ltr: atlcrrclcrl

(a) in srrb-clause (t)lry clclcting the r.r,orcl "rneclicinc" r.r,hcrcvcl it ap1;ears anc[ substituting
thclclbr the rvords "hcalth procluct ot' tecltnologJ"; and
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(b) in s-rrll-t:latrst: (s), lly clclcting tlrt'u'orrl "rrrt:tlir:irtc" u'lrcl'cvcr it itpllcitt's in pirrirurallh (b)

arrtl strllstitrrtiue- tlrt'r't'lilr tlrt'\\'()r'(ts "lrt';rlth llrorltrt'l or tt't'ltttolog.1"'.
.lusti(ir:ation:'l'o harrrroniz.r'tht: tt:r'rrrs trsc<l irr llrc Ilill rvitlr tlrr:'l'itlc o('(lrr: Ilill it.s pr'opo.sctl
lilr arrr r:rrrlrrrcrrl.

CI,ATJSIi 3I
'l'l IA'l', (llarrsc lt t <>l'tlrt' llill lrt' ;rnrt'rrrlt'rl

(a) irr srrb-r:latrsc (t) lrl,rlr:ictiug tltt'u'ot'cl "tttt'tlit:iu<"';uttl .strbstittrtittq'tltct't'lix tlrt'rt'ttt'<ls
"lrt'a lt I r pt'otl t rt:t <t t' t<'t' It tt<llt)g')/"; a I)(l

(ll) irr srrb-t:larrsr'(ll), b.y rlclctirrg tlrc rlorrl "rrrr:rlir:irrt"'ir1>1lt'irrirrs^ irr llaragt-aplr (t') iurtl

srrllstittrtirrg tlrcrclirr tlrt: rvot'rls "lrcaItlr 1rt'otlrrt;t ot' tt:t;ltttolo9y".

.lustification:'l'o lrarlnonizc tht: tcrnrs uscd in thc Ilill rvith thc'l'itlc of thc Ilill as proposcd
Iirr amcndrncnt.

Cl.AUSl.- gg
'l'lllVI'. ('lirrrst' li'l ol'tlrt' llrll lrt' rrtnt'rtrlcrl

(rr) ll,rk'lctirrgsrrll-t'lirtrst'(t)irrrrl srrlrstitrrtirrrltlrt'r't'lirrtlrt'Iilllorrirrgrrt'u srrll-t'latrst'(t)
"( t)'l'lrr'r\trtlrority slrall r:arrt'r'l tlrc rt'gistl'irtioll ol'a Irt'irltlr pr'otIrrt't ol tct'hrrolog'-r'il'

(;r) l lict,nsct'lr;rs Iirilctl to t'orrtlllv uitlr ir t'rtnrliliotr strlrjt't't to ulrit'lr it 1l;tltitul;rt'
lrr';rltlr prorlrrt't or tt't lnrolou;' lrls lrct'rr tt'gislt't't'<t;

(lr) a pirrtit:rrl;rr lrt'rrltlr prorlrrt:t or tt'r'lrrtolt)9-l, tlot'.s not t'ornlllv rr itlr rr 1lt't'sr'r'ilrt'tl
I'<:t1ttt t't'tttt:ttt; ol'

(c) it is nr>t iu thc lltrlllic intt:x:st to nralit: a palticrrlal lrcaltlr llrorIrrt:t ol tt:t:lrrtoloey
availablc to tltt: ptrblit:."

(lr) irr.strb-t:larrsc (z) b.y rk'lt'tirrg tlrc uot'rls "rrtt'<lit:iuc or rrrt'tlir';rl <lt'r'it:t"'u'ltt't'r'r'r'l'iL irllpr';tt's

irrrrl .srrlrstitrrtirrg tlrcrclirr tlrc rr'ot'rls "lrt'altlr llt'otlur'l or tt'r'ltrroloq.1"';
(t') irr srrlr-t'larrsr: ( t,)

(i) bl,rlclr:tirru tlrc rr ortls "rut'rtir:inc r>r'rrrcrlit:;rl rk'r'it:c" itPPc;rr-irr9' irr tlrc opt'rrirrg s('r)t('-r)(:(l

anr[ srrbstittrting tlrclclirl thc u otrls "lrt'alth 1lr'otItrt't ot' tt't'ltttol<l.g)"'; ;rnrl

(ii) lly ttclt'tirrq tlrt'rvortl"- "rrrcrlit:irrt'or rrrr:rlit:irl rk'r'it:r"'irppt'arirrg in llaragralllr (b) ;rnrl

.srrIrstittrtirrg tlrcrclilr tlrr: u oltIs "ltcaltlt 1lt'otlrrt:l or tct:ltrtolt)g)"'; al)(l
(rt) b1,<lcl<:tirrg tlrr: u,orrls "rrrc<lit;irrt: or rrrt'rlir:al rk'r'it:r"' rr Irt:t'r'-r'r:t'it allPcars in srrll-t:l;rtrsc (5)

ancl srrbstitrrLing tlrcrclirr tlrc u'olrIs "hr:alth llt'oc[rrt;t ot' tr:chrtolou1,".

.lrrstification: 'I'o harmonizc thc ternrs uscd in thc Ilill witlr thc'I'itlc of thc Ilill as proposcd
{irr alrrcn<lrrrr:nt.

CI,AUSI.-.gg
'l'llA'l', (llarrsc lili of'tlrt' llill lrc irrrrt'rrrlt'rl irr strb-r:lirrrst'(l) lrl,rlclt'tirtg tlt<'uortls "tut'<lit'irtt'ot'

rn<'rlit:al rlr:r'icr"'un<l srrllstitrrtirr.g tlrr:r'clill tlrc rr'ot'rls "lrcaltlr llrorlttt:t <lr tccltrtoloq'-\,".
.lrrstilir:ation:'l'o halrnonizc tht: tr:r'lrrs rrscrlin thc Ilill rvitlr thc'l'itlc ol'tlrc Ilill as Jrroposcd
[ilr arrrt:rtrlrnt:nt.

CL/\ USIi .3,1.
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T IIA'I', Clause 3+ of the Bill be amended---
(o) by cleleting the rvorcls "mcclicines" and "meclicine" rvherever it appears ancl substituting

therclbr the rryords "health product or technology"; and
(b) in thc rnarginal note by clclctine thc rvorcls "mcclicines" ar-rcl substituting thercfbr tlte

rvorcls "hcalth proclrrcts and technologics".

.Iustification: -I'o harmonizc thc tcrms uscd in thc Itill with thc'l'itlc of thc Itill as proposcd
for amcndmcnt.

CLAUSI.].,5
'IIfA'f, Clausc 35 of the Bill bc amenclecL-'-

(u) by cleieting the rvord "rncdicine" wherever it appears and substituting therefbr the rvords
"health product or technology";

Justification: To harmonizc thc tcrms used in thc Ilill with the'I'itlc of thc Bill as proposcd
for amcndmcnt.

(b) in sub-clause (t) by inserting thc worcls "or an enrolled 1;halmaceutical technologist"
irnrnediately afier thc rvorcl "pharmacist";

(c) in sub-clause (z) by inserting the rvords "or an enrolled pharmaceutical technologist"
irnmecliately after the u,o t'tl "pharmacis t" ;

(d) in sub-clause (.g) Iry inscrting the rvorcls "or an cnrollecl phannaceutical technologist"
inrnrecliately alicr tlrc rvortl "pltat'ntaci.st"; ancl

(e) in sult-clausc (,t,) lty inscrting thc u,orcl "or an cnt'ollcrl pltartnacctttical technologist"
irnrnediately allcr the rvorcl "phalrttacist".

.Iustification: I,-or inclusion of phannaccutical tcchnologists in thc dispcnsing of
intcrchangcablc rnul ti-s<lurcc rncdicinc.

CI,AUSI,] 36
'I'IIA'I', thc Bill be anrended by deleting Clausc 36

Justification: 'I'hc provision is a practicc rclatcd issttcs that is bcst handlcd through thc
proposed l'harmaccutical Practicc Bill.

NIIW CI,AUSI'
'I'IIA'I', the Ilill be amcnclccl by insertine the fbllowing nerv claLtsc immecliatcly aftcr clause .96-*

Clinical trials. .9(rA. (t) A hcalth procluct or tcchnology shall not bc usecl for clinical trial
tunless an appl'o\/al is glantecl by the Autholity u,ith the a1>proval ol'tl-rc
relcvant ethics llocly.

(z) A pclsorr r,r,llo irrtcrrt[s lo t;orrrrrrcrrt;c a clinical trial on a hcaltl-t

proclrrct or tr:r;lrnol<lg'y shall rnalt: an application t<l thc Authority in thc
prcscribecl Ibrur ancl the a1;pliczrtion shail l>c accotryanied l>y thc ;-tudy
protocol in the prescribcd lbrrnat ancl thc plescribed fbe.

(s) l-he stucly plotocol sr"rllrnitted undcr subsection (z) shall include a

post-tlial access progl'ar-n to ensure access of investigational rnedicinal
substances by participants in the trial belole grant ol marketing
authorization by thc Authority.
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(r,) 'l'lrc Authoritl, shall prr:sclibc suirk:lines lirr cvalttatit>tt o1'

irplllir'irti<lrrs rrrarlc rrnrlt'r'strllst'r'(i<lrr (':) to Irc irnlllt'rrrt'rrtt'tl lilt';tt'r't'lt't'ittt'<l
t.r'irlrrirtiorrs rlrrrirrrl ('nr('r'tl('n('\'sitrr;rtiorts. t'llirlt'rrrit's irtt<l ottllrt'r'itli.s.

(.i) ,\ 1rt'r'sorr qr';rntt'rl ilr) ill)l)r'or rrl rnttlt't'llris st't'tiorr slrtrll prrt irt lllitt't'
ir rolrrrst rlu;rlit.l,ilssur';lr)(('s.\'.\t('n) lo t'rtsrrt't'tlr;rt tlrt't'lirrit';rl tliirl is ('rtt'l'i('(l
orrt irr il lllilt)lr('l'llraI t'rrsrrr-t's tlrt'irrtt'utitv ol'tl;ttit gt'rtt't';rtt'tl irrrtl tlrt's;rli't,r'
arrrl rvt'l l-Ircirrg ol' t ltr' pirrt it'ipirnts of' t lrt' .sttrtl1'.

(r;) 'l'lrr.r\rrtlrorit.r,slrall t'irrr'.t'orrt irrsllcctiorr ol'tlrt't'lirrir';rl triitls itntl
n)()r)itol'c()n)l)lialr()(.ol'tlrc t:lirrit:al trials rvitlr tltt:1lt'csr;t'ibctl t't'rltrit't'lrr(:lrts.

(;) r\ny al)rcndrr)cr)ts to clinicirl tlials protocols shall l;c .srrburittcrl to
tlrc ^1\ rrthority lirl apploval bclirle itnpl r:trtt:lttatio tt.

.lrrsti(it:atiorr:'l'o 1lr'ovirlr'[irr clli'ctivc rcs-rrlatiorr ol'r:lirrit:;rl trials by tlrt: Arrtlr<lrit.y

I'All'l'V
'l'lllVI', rlrt. llill lrt.iurrorrlt'rl irr tlrc titlc to l'irt't \,'lr1'tlt'lt'tirrri tlrt't'xprt'ssiorr "l',\ll'l'\i" irrrtl

strlrstitrr(irr11 tlrcrclirt tltt' r'rltt, ssiott "l'.\li'l' l\"'
.lrrstillt'irtiorr: 'l-o t'olrt.t t ;r rrrirror crror in nunrllt'r'irrg ol tlrt'1r;rt'ts ol'tlrt' liill.

CLl\USI...e7
'l'llA'l', (llarrst' jii oi'thc llill lrc ;ttttt:tttlctl

(a) irr strlr-t:larrst: (.r) b1,rlt:lctinu tlrc u'ot'cls "ar)([ (l(:al('r's irt lllil]ir)g', agt'it:ttlttrt'itl ol'
horticrrltrrral ar:t:t:.ssot'ics" app<:at'itrq itt paracral>h (a);

.lrr.slillr:ation: Sr:lrt.rlrrlr:<l srrbslano()s rrst:rl irt ltrirtirrg, at;r'i<;rrltrrrt'arr<l ltortit:trlllrl'('ar(l
rr:grrlatcrl rrndcr otlrcr larvs.

(b) lry iuscrtiug'th<: Iirllorvir)s'r)(:\\'srrl)-(:lilrrso (s) irrrrrrctliittt:11,alict'strb-t:latr.sc (z)
"(s) 'I'lrr: (laltirrt:t Sct:rt.-tar'1,shall prrblish tlrc list ol'st:ltt'tltrlt:tl sttltstattt:cs pltlrat'ctl ttrttlcr
sttlrsct:tiort (t) in tht' Oo::cl/r."

.ltrstillcation: 't-o 
Jrr'ovitlt' Iirr tht: prrlllir;aliorr of'tlr<: li.st ol'st:lrt:tl trlt'<l strlt.stiuloos.

(c) lly t'ortrrrrlrt:t'irtg strll-t:latrsc (ll) as strll-<:lirtr.st: ('1,);

(rt) bl,rk'lcting srrb-t;larrsc (.1.) anrl srrbstilrrtirrg tlrcrcfirr tlrc Iirllou'ing Itr:s'srtb-t:lattsc.s

"(5) 'l'lrc Arrtlrorit-t'slr;tll al lcast orrt'r'('\'r'r'1, lu'{r.\,{'Ars, r't'r'ics' tlrc lists trrt<[t't'srrlrst'r'lion
(l;), or rr lrorcvt'r'r)('('('ssiu'.\, irr tlrt'irttct't'st ol'ptrlrlic lrt';rltlr rrrrtl sirli't.r'.

(r;) ,\rr-1, nrorlilicirtiorr ol'tlrc list ol'st'lrcrlrrlt'rl srrlrstitrrt't's PI't'1liu t'rl rntrlcr tlris sct'liorr slr;rll
lrt'.srrllit't't to tlrc llr'ot'r'tlrrt'r'pl'ovirlt'rl itt strlrst't'liorr (t). (l) ;rrr<l (:l)."

,lrrsti{lctrtion:'l'o r:rrhancr: tlr<: pcriod ol'r'cvit:rv ol'tlrc lists ol'st:ltt:tltrlt:tl sttltstitttt:t:s ll'otlt
()n().y(!al'to t\v() y()ars and J)r'()vi(lr: Iirr rr:vir:rv in lltrblit: itttt:t't:st rvht:rc nt:t:tl arist:s.'l'<r
cnsln'() tlrat th<: pror:crlrrr'<'s(.1 ()lrl irr llrc t:larr.st: in tht: J)r'(fl)itl'a(iott att<l prrblit:atiorr o{'tltc
Iist <ll'sr:hr:<lrrlt:<l srrbstant:cs is lirll<lrvt:<l <'vt:tt rvht:tt tht: lists arc rtrotlillcd.
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CI.AUSI| 3T]
'I'IIA'I-, Clause g8 ol'thc Ilill bc amcncled --

(a) in sub-clausc ( t) by
(i) clcleting thc rvolrls "thc Linritations prescribecl by this sub-section" ancl

substitrrting thelclbr the u,orcls "the fbllorving lirnitations";
Justification: I,'or propcr drafting. 'I'hc words "prcscribcd by this .sub-scction" arc
unncccssary.

(ii) cleleting paragraph (c)
Justification: Scheclulecl substances used in mining, agricultule and horticulture are regulated
runder othcr larvs.

(b) lry clelcting sub-clause (z) and substittrting thercfol the following new sub-clause (z)---

"("2) L persor-l rvho is in possession of'a scheclrrlerl srrbstanceotherlvise than in accordancc
vgith thel;rovisionn^ ol'this scction cornmits an ofibnce anclshall on conviction, beliable to
a Iine not exceecling trvo rnillion shillings or to irnpri.sonrnent Ibr a term not excceding
thrce yeals; or to both."

Justi{ication: 'I'o cnhancc thc pcnalty for thc offcncc of p<lssession of a schcdulcd
substance contrary to the provisions of thc Ilill fiom Kshs. lo0,0OO to Kshs. 2,000,000.

CI,AUSI|.39
'I'IIA'I', Clause 39 of'thc llill be amenclecl by delcting sub-clausc (5) and substitrrting thcrclbr thc
Ibllorving nerv sub-clause (5)- -

"(5) A licence issued uncler this section shall be valid fbr a pe riod olone year, l'cnewable annually".
.Iustification: Annual cxpiry of thc liccncc is too punitivc cspccially for pcrsons who apply
in thc rniddlc of thc year.

CI,AUSI' 4.O

'I'IIA'I', the Bill be amencled by deleting clausc 4,o.

Justification: Schedulcd substanccs uscd in mining, agriculturc and horticulttrrc arc
rcgulatcd undcr othcr laws.

CI,AUSI.] 4.I
'fIIA'I', Clausc 4,1 ol'thc Ilill llc arncrr<lccl

(a) in sttb-clattse (t) b:, dclcting Paragraphs (c) anct (c);
Justification: Schedtrlcd substanccs trscd in mining, agriculturc and horticulture al'c
rcgulatcd unclcr othcr laws. 'l'hc National or County govcrnmcnt cannot brry schcdulcd
substanccs on its own, it must do so through a pcrson liccnsed to do so undcr thc Ilill.

(b) in sub-clause (z) by cleletine paragraph (b) and (c); and
Justification: 'I'hc pcrsons to whom a wholcsalcr dcalcr nray scll schcdtrlcd sub.stanccs t<r

arc sct out in sub-clausc (t).

(.) by cleleting sub-clause (s).
Justification: Schcclulcd substances uscd in mining, agricttlturc and h<lrtictrlturc arc
rcgulatcd under othct' laws.

CI,AUSI|,T.S
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'I'IIA'f, (llarrse ,t,2 <>l'thc Ilill bc atncnclctl
(a) irr strb-t:Iarrsr'(r)Ity rlt'lt'ting tht'rvot'tl.s "ltat'ax^t'rtplt (b) ol'St't'tiort 53(2)";tppt:at'irtu irt

pirrirqr';rplr (ir) itnrl srrlrstilrrting'tlrt't'r'fir tlrc rr'ot'tls "st't'liott t.t(2)(lr)"; irrrtl

.lrr.stillr;atiolt:'l'o col'r'('ct tlrr. cross r'<'li:r't:ttt:c;ts t:l;ttt.sc'l. l rttaltt's t't'litl'tttt<:<'to tlrt'rvl'ittert
r:t:r't i f tt:a t t: t:otrt r:rrr;llitt t'tl rttttlt:t' t:la trs<: 1,2.

([r) irr .srrll-t:larrst'(l;) lr.y <lt.lctirrg llrc u orrls "tlrrcr')'('iu's" ;trrtl srrlrstitrrtirrq' tltt'r'r'lirl tlrt' rt'ottls
"()r)('.)'ciu"

,lrr.still<:irtiorr: -l-<l rr:rlur:r' tlrt. ltcrrirltl, ol'irrrPri.s()llru('lrt [l'orrr lltrt't'.1,1';11'5 to orl('yt'itt' its tltc
.satnc is not cotnrncnsru'ittc to tht: linc ol'ono lllrn(lt'()(l th()u.san<l slrillings in t'clatitltt t() tllc
<lll'crrcc <ll'not rnal<ing cnt.rics ol'salc ol'schcdulc<l srrbslatrccs itt a schctltrlcd substanct:s
bor>I<.

CI,AUSI.] 4,.3

'l'lllVl', ('lartst' l,li ol'tlrc liill Ilt' itttt<'tttlt'tl irr strlr-t:lirtrst' (I)
(lr) b.1, tlt'lr:tirrg tlrt' ollt'rrirrg s('ut('r)('(' ;trtrl sttll.stitrrtilrg tlrt'r't'lirr- tlrt' lirllotr irtq' rl('\\' rtplt'ttirrg

s('r)t('lt(:('

"( t) A <lrralilit'tl lrcaltlr<'arr' proli'ssiorral rrrat, srrllplv ot' <lispcrtst' a Scltt'rltrlr'<l Strlr.slitrtt't

rrillr tlrt.r';r1r('lrti('\'illrrt'lirr tlrt'lrrrr'post'rrl'ttrctlit;ri. rilrtt;ti ot rt'1t'tittitll tt'('itltrt('r)t. its tl)(
('il.\(' nr;11 lrt'. srrlrit'r't to t ltt' lrtl l,rrr trttl ;rt or isiorts

.lrrsti(lt:atiorr:'l'o rr:slrit:( tlisllcrrsing ol'.sclrr:rlrrlccl .sullsl:ulccs to:Itrtltorizt:<l J)ol'.s()tls.

(l;) irr paraglaph (b) b.1'

(i) inscrting'tlrc u'orrl "irrr<1" inrrrrt:rliirtr:ly irlicl tlrt'rr'oltl "strltPlit'rl" irPlrcarirtq'irt strlr-

paras-r,rl)l) (ii i); arrtl

(ii) tlt'lt'rirrg tlrt'ttot'tl ";ttt<1";rpltt'lrlirtt; irt sttlr-p;tt'its-r'irlllt (lr);
.l rr.st i l'rr;a t i on:'l-o co rr'()ol a ttt i tt<l t' tl ra li i rr.q' ct't'() l'.

(,,) lr1, tlclctinu palauraplr (c).

.lrrstillcation: Ilcgistcrcrl lrritlrviv(-..s ar(: inclrtclt:tl in tltt: rlrraliliccl hcalthcal't: 1tt'olcssiottal
Jrrovirlr:tl in lhc aurcn(lo(l srrb-clarrsc (l).

CI,AUSI| 4.5
'I'lIA'l', tlrr: Ilill lrr: zrnx:nck:cl by ck:lr:tins (llatrsc'1,5 ancl strbstittrting tht:r'clbt'tlrr: Ibllorvin{J nc\\'

t:latrst' .15

Arrtortratit; ,1,5. (l)An arrthoriz.r:rl scllcl lnil)r rrse art attt<ltnalic tttat:hint: to <[ispcttsc ovt:t'-
nrirt'lrirrt's. tlrr'-r'orrrrtt't'sclr<'tltrlt'tlsttltst;tttt't's.

('u )'l'lrr',\rrtlroritt'slr;rII tlt'r'r'lo;l rt't1rrl;rtirttts ott (Itt'

(;r) t lirsst's ol srtlrstitttt't's pcrtrtittt'tl;
(lr) <1rurrrtitics ol'sttbslillr('(':i t() lrt' rlisllt'rtst'tl:
(r') r't't'ortls ttl'.s rtlr.-t ittrt't's tl is 1lt'l tst'tl;
(tl) locatiorr ol'?lrrt()lr)iltit' trtitr'ltiltcsl itrttl
(r') r't'11 ist t'itt iort ol' ;t r rl tltt r;tt it' t ttitt:lt i tt r'.s.

.lrrstiljr:ation:'l-o ;>r'ovirlc {irr tlrc trsc o1'arrtorttatic trtat:ltittc.s in clispt:rt.sing st:lcctt:cl
s^t:lrccltrlccl .strbstanccs in an cllirrt ttt lcvcrallc otr tct:ltttoltt.gy.
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CI,AUSI',!6
'I'I-IA-I', the Bill be arncndccl by cleleting Clause 4,6 ancl substituting therefor the follorving new

clause 4,6--'-

Electronic
sale of health
products and
technologies.

4,o. (1) 'fhe Ar"rtholity sirall 1>rcsclibe euiclelines to provicle lbr-thc electronic
su1;ply and dispensing of'scheduled substances inclucling through e-phalmacy,
telernedicine, rneclication therapy Iranagement ancl online pharmacy.

(z) 'fhe t'egulations made uncler strbsection (t) shall provide for---
(a) licensule o1'e-pharmactes;

) salbty ol'patir:nts;

) r,clification ol'thc identity and tlaceability ol'paticnts;

) r,erilication ol'the identity ancl tt'aceability of'prescribcls; ancl

) integrity, legitinracy and authcnticity of'prcscriptions incltrcling
arroiclaur:c of rnLrltiplc use ol'the same pl'escriPtion.

(S) 'fhc clectronic supply ancl dispensing ol'scheclulecl substanccs shall
be penr-ritted provicled that the supply ol'such health proclucts ancl technologies
confbrms vyith all lequirements for the particular health product or technology
in terms of its scheduling status and any other requit'ements as may be

speci(iecl in regtrlations in relation to sr.rch supply or dispensing.

(,r,) In the case ol'a prcscription-only nredicine, the re<luireclprescription
shall havc llecn obtainccl as a result o{'at least onc physical interaction betrveetr

an autholisecl practitioner ancl the patient within a periocl of at least six
months.

(5) Any porson u,ho t:ontt'a\/cr1cs this section shall be guilty ol' an

ollbncc, anc[ o-lrall on r:orrvir;ti<ln, bc ]iable to a Iir-rr: ttot exceediltg one rnillion
shillings, or to imltrisonnlcnt lbl a tclrn not cxccecling one yeal', or to lloth.

.Iustification: l,'or propcr rcgulation of clcctronic salc of medicinc which is already a global
phcnomcnon as many onlinc platlbrms arc sclling mcdicines to consumcrs and to cnhancc

thc fincs in rclation to thc salc of schcdulcd substanccs using clcctronic mcans to cnsurc
that quality is guarantecd.

NEW CI,AUSI'

'l'IIA-f, the Ilill be amended by inselting the lbllorving ncw clause irnmecliately afier clattse 4,6 "-'

Dietary 4,6.r\. (l) A dictaly sul;1;leurcttt slrall
supplctnents.

(a) not t;outait"t scheclttlecl sttl>stances; antl
(b) have a stzttccl or iml:liccl therapetrtic ptrrpose.

l)

C

d
e
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(z) Wlrcrc a clictary strplllcnrcnt contains Iblic acicl, the rnaxirnunr claily
rlosc lirr tlrc tlit'trrr'.1, srrp;llt'rttt'rtt slr;rll Irr'iui l)('r'tlrc s-rritlclirrt's pt't'.st'r'illt'rl lll,tlrt'
Iioirlrl ol' t Irr',\ rrt lrorit.t'.

.lrrstillcatiorr:'I'o providc Iirr dictary.srrpplcrncnts wlrir;lr lvill r:nharrco thc lr:gulatiott ol
Iirorl srrpplcrncnts lly thr: Arrtlrority.

I)AII'I'VI
'l'llA'l', tht: llill llc arrrr.rrrlr'<l iu tlrc titlt'of'l';rrt VI lrt' rlt'lt'ting tlrt'r'.x1lrt'ssiorr "l'l\lt'l' \/l
VL,\Ntll",\(l'l't rltl'. OI" N'll'.t)l(llN,\1. St IllS'l','\N('l'.S" arrrl srrlr.stitrrtinq tlrt'r't'lirr tlrt't's1rt'cssiort
"1"\tt't' I \/ N{,\NLllr.\(i'l'[ ; til,] ol" U l.:,\1,'l'U l'ltol) UC'l's".
.Itrstillcation:'l'<l col'rcct a nrinor crror in nurnbcring ol'thc parts ol'thc Ilill.

CI,AUSI' 4.7
'l-llA'l', (llarr.s<: 1.7 <ll' tlrt' lJill trt' arrrr:rrrlt'rl

(a) irr srrll-t'larrsr'(t) b.1'rlt'lt'tinu tlrt'rr'or'<ls "ttrt:rlit'irral strlrst;trtt't"'itrrrl strIt,stitrrtirrg tlrt'r'r'lirr'
tlrc u'or'<ls "lrt'altlr pt'otItrct";

.ltrstilicatiorr:'l'o harrrronizt: thr: tt:rurs usccl in thc ltill rvitlr thc'l'itlc ol'thc Ilill as propo.sctl
filr arrrt:rrtl rrtt:rrt..

(lrl lr.r tlt'lt'tirr.gsrrlr-tl;rrrsr'(':t;rrrrlstrirstittrtirtrltlrtlclirrtlrt'lirllorrirtilrtt'ir.srrlr-tl;rrrs..'(J)

"(2) r\ rrrarrrrlirt:ttrr-ing lit:t:rrt:c i.ssrrt'cl rurtIcr this scctiort slrall bc valitI Iirr a pct'i<>rI ol'ortt:

)r()itt', l'el)o\\'altlc itrrtr ttaI [;'."
.ltrstillcation: 'l'o givc thc rnanul'irctrrring lir:r:nr:r: valiclity lirr onc yt:ar.

(t') irr srrlr-t'lirust'(li) ll.t'rlt:lt'tirrri tlrc rvorrls "rrrt'rlit'irr;rl srrlrst;rrrr'r.'';rrrrl strlrstittrting tlrcrclirr'
tltc u ol'tIs "lrt';rltlr 1lt'otlttr:t;

(t[) in srrll-t;larrsr: (.t,) bl,rlclctirrg tlrt'u'or'<ls "tttcrlit;irral .srrllst;tnt't'" arrtl srrllstilrrtirttl- tltct'clilt'
tlrc rr'orrls "hcaltlr plotlrrt;t";

.lrrst.ilication:'l'o harlrroniz.c tht: tcrrrrs rrs<:cl in thc Ilill rvitlr llrc'l'itlc ol'thc Ilill as 1lr<lposctl
{ill arncrttlrtrt:nt.

(c) try inserting thc lbllorvirtg r-ub-clatLses ittuttccliatcly allcl strb-clatrsc (5)

"(r;)'l'hc Autholity shallplr:scribe rr:gulations scttins otrt cortclition.s lirr thc rlrrali(ications
ol'pcrs<>nnel involvc:cl in thc proclrrction pl'oocsscs ol'a hcalth llrocluct rcgrrlatccl trnclcr tltis
At:t.

(;)'l'lrr'1lt'r'sorrrrcl rltralilit'rI to corttlrrr:t lot t't:lcitst'o{'r'itt:t'iltt:.s itttrl Ilatt'lt t't'lt'itst'ol'ltt:irltlr
pr'<lrlrrcts shall srrlrlrrit tlrt'il rltritlilit:ittiorts t<l tltr','\trtlrot'it1,.

(s) r\n-r'l)('l'sol) rvlro r'otrttrtits;trt ol.Ii'rrct'rrtt<lt't'tlris st'r'tion is ott t'ortvit'tiorr,li;rlllt'trt l Iirrc

rrot r'rt't't'tlintl't('rr rtrilliorr slrillirri5s, ot'to itttllt'isotttur'ttt lirr ir t('r'nr n()l t'rct't'rlirrg tt'rr

\,('iu's;, ()r' to Ilotlr."

,
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.Iustification: Substandard, falsi{rcd and falscly labcllcd hcalth products occasion scrious
public hcalth challcngcs.

CLAUSF] 4.8
'I'I'IA'I-, Clause ,t,8 of the Ilill be arncnclccl -

(n) by rcnumbering the provision as sub-clatrse (t); and
(b) by inserting the {bllorving new sub-clauscs imrnecliatcly aliel sub-clause (t} -

"(z) 'fhe Authority shall have power to entel ancl inspect nranulhcturing premises to
con{irm corr4;liancc rvith prescribecl goocl rnanrrlhcturin.q 1;ractices and isstte a certilicate
of'courpliancc in thc prcscribecl Ibrrr-rat rU)on payr-nent of pt'cscribccl lbcs.

(s) The Cabinet Secretary shall rnake regulations fbr- the better carrying out ol'thc
provisions of'this section.

(+) Without prejudice to thc generality of'subsection (.1), the Authority shall make
legulations on- *-

(a) rcrrocation ancl suspcnsion ol'tnanufactuling licences;
(b) rvitltclrarval of revocation of'lnanufhcturing licences upon l'eqlrest; ancl

(c) transfer of' manufhcttrring licences."

.Iustification: 'I'o givc thc Authority powcr cnfbrcc compliancc with good manufacturing
practiccs as l'ccolnlncnded by WII0 which will in tru'Ir cncottragc continuotts improvcmcnt
of intcrnal quality control syst.cms arrd production procc.sscs by rtranrtfactttrcr.s.

I'AIT'I- VII

I'IIA'I, the llill be amenclecl in the titlc of'Part VII by deleting the expression "PAIt-f VII" and

substituting therelbr the exl;ression "I'AIt-f VI".

.Iustilication: 'I'o corrcct a minor crror in numbcring of thc parts of thc Ilill.

CLAUSI. sT
'l'IIA'I', the Bill be arnended by inserting the following new clauses irnrnediately alter clause 5 t--

Inlbrrnation 5rA. A pcrson dealing in a thcrapeutic cosnretic shall inclicate--
that is re<luirecl
to be clisplayecl
on the pach.

(a) ttrc oonrrnon nat.tre ol-the tlterapetttic co.stt-tctic;

(b) the net rveight;
(c) all the cosu'tctic inglcdictrts in thc order of'ltrotnineuce bttt not

inclrrcline llarrours or ll'agt'anccs;
(d) the narle ancl aclclrcss ol'nrantrlhcttrrcr ol'the therapeutic cosnretic;

(r:) a u,arniug'statctrtcnt; an(l
({) a statcrrrent that tlre thel'apcutit: <:osrttctic is capable ol'ctrt'itts- ot'

tlcating any discase or rrreclical condition.
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N4 ir rt tr litt'ttrt'i n g
ol't'ostttt'tit's.

.lrrstilication: 'l'o cnhanoo transparr:rrcy or) thc ingrcclicnts usccl

irr tlrt.r'a;lt'rrlit't:o.srrrctit:s irr Iirrc s'illr tlrr'(irtotl N'l:trrrrlitt:tttt'itts^
| 
) t'it t: I i t: t'.s

5l l]. (l) 'l'lrt' (';rlrirrt't St'r'r't'tlrr'.y slrall rrr;rkt' tt'grrlittions lirl tlrc t'lli't'tivr'
irrrlllt'rtrt'rrt irl iorr ol' t lris scct iorr.

(:u ) 
-t'lrc 

rt'g^trlatiorrs rrtirrlc rrrrtlt't' srrlrsct:tiott (t ) rrral'
(ir) n'rltrirt' rrrrrrrrlirt'ttu't'r'.s ol't'ostttt'tit:s to t't'rl'i.stt't'rvitlr tlrt'

;\ rrt Irrlrit-t'; irrrrl

(ll) irrrllost'r't'strictiorts, r'('(luir'('ln('nts ot'otltt'r'('ou(liti()l)s olt
lnanulhotul'('-l's ol cosrnctics, il'.srrt;h lcstl'ictiol)s, r'(:(luircnler)ts
ol conditions al'c noccssary to prr>tct;t prrlllit: hcaltlr.

.lrrstilit;ation:'['o r:ulr:rrrt:c Il'alrsl),u'cn(:y rlrr tlrc irrgrccliertts trst'tI ilt tlrclitllt:rrtic t:ostttctit:s in lirrt:
rl it It tlrc ( ioo<l il4arr trlirt:trrt'irt11' l't'itt:t it:t's

CI,N USI' 59
'l'llA-l', ('larr.-t' 5', ()l'tlrc Ilill Irt' arrrt'nrlt'rl 1r.1, rlclt'tirrq- tlrt' u orrl.s "lr;n'r' ir tlr('t'll)('utit' t'lli't't or'

virlrrt"';rrttl srrlrstittrtirrq tlrt'r't'lirr tlrt'rrorrls "lr'('ill, rliitqrtosr'()r'l)r-('\'('rlt tlist'itst', or';rlli't't tlrt'
stl'u('tlu'(' ()r' lirrrt'tiorrs ol'tlrc Irotlr"'.

,lrrstilir:atiorr: Usirru^ tlrt'(r'r'rrr "tlrt'r':r1lt'tr(it: t:osrtrt'tit"'irlrcrrtl.y irrtl ir:;rtr'.s tlrl( lltt't'ostttt'tic
lras tlrclapcutic cll'cct ht:ncr: thcl'c is n<l ncr:rl to l'cstatc lltc sarrrc.

CI,AUSI.] 54.
'l'l In 'l', (llarrsc 5 l, ol'tlrr llill lrr: anrcr)(lc(l l)\'

(a) <lr:lr:tine sul)-clauso (S) anrl substilrrtirtg tltt:t'r'lirt'tht'lirllorvir)s^ r)o\\'strb-r:latrst: (3)

"(s) t\rry l)cl'.s()ll rvho rnanrrlht:tru'cs, sr:lls, strplllics, ilttpot'ts or'('\l)()r't.s a tltct'apr:trtic
t:osrrrctit: u'lrit:lr t:<lutains a 1:r'olribit<:cl irrs^r'r:rlicnt t:orrrrrrits an olli:rrt;r: arrrl, on t:orrvit:tiorr,
slr;ril llc lialllt: to a l'rrrt'not r:xct'r:<lirrgorrt'rrrilli<lrr slrillirrg's, or to irtrPt'isonrrtr:rtt lilt'it tt't'ttt
rrot crt:t:t:tli)rg^ t\\'o.\'('iu'.s, ol to llt>tlr."

.lrrstilit:atiorr:'l'o Jlrovirlr. lirr a pcnall.y lirr tlrt'olli'rrct: ol'ut;rtrrlactrrt'int- ot'scllirts^
tlr<:r':rylr:rrtic r:osrnr:tics tlrirt r:rlnlairt 1l'<tlribitt:tl irrg-r't'tlit:trts.

(ir) inscrtinil'thc ltrllos,irrg nurv srrb-t;larrsc imnr<:rIiatr:ly alier srrb-clatrsr: (3)

"( t,) 'l'hc Atrthority shall rnalic rr:gtrlations cxr:tttptinu f t'<>nr arty lalrr:llinq't'r:rlttit'cttrt:rtt o['
tlris I)irrt, thcrirllcrrtic r'o.srrr<'tit's rr lriclr irrr', irr irt'r'orrl;rrrct'u'itlr tlrr'pmt'tit'c <ll'tlr<'trarlr',
to llt'1lrot:rsst'rl, lalrr:llctl, or lr:1lirt'lir:rl irt srrlrstittttiirl rprirrrtitit's itt t'stirlrlislttrtt'rrts otlrt't'
tlrarr tlrosc rvlrt'r'c oligirrall\, 11t'ot:r'ssctl ot'Pitt:lit'tl, ou t'<lrrtliti<ltr thitt srrt'lt cosrrtt'tit's itrt'
rr<lt arltrltcrate<l or rrri.sllrarr<l<'rl rrnrlcr tlrt: pt'ovisi<lrts ol'tltis l'at't rrl)ol) I'('lr)oval Il'otrr strt'lt

llrr>ct'ssirrg, lallcll i rr g or t't'pat'li irt g t'st;tlll ish nrou t."

,lrrstilicatiorr:'l'o allorv lirr thc rnal<irrg-. ol'r'r:grrlations olr us(! ol pr'ohillitcrl irrgrcrli(!lrts in
rclal iorr to tlrt:rapr:rrtit: costnctit:s.

I'AII'I'VIII
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'I'IIA'I', the Bill be arncnclccl in thc title ol'Part VIII by clcleting tltc expression "PAIt'f VIII" ancl

substituting therelbr thc expt'ession "l']AIt-l' VII".

Justification:'l'o corrcct a minor error in numbcring of thc parts of thc Ilill.

CI,AUSI' 55
'I'IIA'I', Clause 55 ol- thc Ilill bc amcnclccl in suLclausc (t) by inserting thc rvot'cls ", in-r,itrtr
diagnostics medical derrices rcgistcr" imurccliatcly alier the rvot'd.s "hunan rneclical clcvices

register"'.
Justification: To makc provision for in-vitro diagnostics.

CI,AUSI.] 56
'l-IIA'f, Clause 56 o{'thc Bill bc amcnclecl in sub-clause (t) by inserting the worcls "fhlsified,

falscly-labelled or counte rfeitecl" immediately alter the vvot'cl "substanclard" appearing in
paragraph (c).

.Iustification: To incorporatc intcrnationally acccptcd tcrminology.

CI,AUSI.] 5I]
'l'IIA'l', Clause 58 o{'the Ilill bc amenclecl- -

(a) in sub-clause (c) by inserting thc r,,,orcls "in accorclance lvith the tnost receut World I-Iealth
Organization's presct'ibccl gtridelincs on goocl rnanufacturing practice" irnmecliately alier
the r,vorcl "Author-ity";

.Iustification: l'his will cnablc thc countly to cornply with WIIO standards on
manufacturing.

(b) by inserting the follorving new sub-clauses imrnediately after sub-clause (e)-

"(s) The Authority shall receive fi'orn the Kenya Nuclear Regulatory Authority established
under the Nuclear Regulatory Act, clocumcnted eviclence of'radiation reqtrired to enallle a
meclical clevice perlbrrn its therapeutic and cliagnostic Iirnctions and thc intencled ptll'posc
ol'the clevice, fbr issuancc o1'a registration ccrtillcate lol a rnedical clcvice.

(+) An irnporter, distlibutol or dealer shall establish and in-r1tlernent docurnented
ploceclures lbr the maintenance of in-rportation or clistribution recorcls and shall maintain
an irnpoltation or clistlibution rccord ol' each rncclical clcvice to be submittccl to the
Atrthority."

.Iustilication:'I'<l allow thc Arrthol'ity to constrlt and rcccivc aclvicc l}om thc Kcnya Nuclcar
llcgulatory Authority that cxclciscs rcgrrlatory contr<ll ovcr nttclcar and radioactivc
matcrials and facilitics undcr scction o(c)(i) of thc Nuclcar Ilcgulatory Act, No. 2f) of zorsl.
'I'o rcquirc imp<lrtcr.s, clistributors or dcalcrs to kccp rccords o{'mcdical dcviccs subrnittcd
to thc Authority.

CLAUSI,] 59
'I'IIA'I', Clause 5g of the Bill be amenclecl in sub-clause (t)by inselting the rvords "unregisterccl

establisltments for rneclical devices ancl" immediately after the rvord "under".

Justification: 'I'o providc for thc registration of cstablishmcnts for mcdical dcvices by thc
Authority.
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NIiW CI,AUSI'
'l'lIA'l',tlrt'llill Ilt'irrrrt'rrrlt'rl lrf irrst'r'tirrgtlrt'lirllt,rrirrgrtcrvclitttst'itrrrtrcrli;tlt'l.t'itfit't't'lirtrst'5!t

llt'gistratiorr <lf' 594. (t) ,'\rr aplllit'irtion lirr' r'('s^istrilti()rr ol'a rrrt'rlit:irl rlcvit'r'.s t'stirblislrrrtt'nt
ttrt'rlit'al clt'r'it:r's slrall llt'sulrrrrittt'tl to tlrt',\utlrot'itv iu tltt'pt't'sr't'ilrt'rl firt'ttt;tt ;trrrl slr;rll llt'
t'stablislrrrrt'rrt. at't:orrrpirrrit'rl Irt' tlrr' 1lrt'st't'ilrt'tl li't's.

(:t) ,\rr inrportct', rlistrilltrtor' ot' tlt'itlt't' rr ill cstirlrlislt it s.\,slt'trt ol
ruotif'rr:ation of'liclrl sali't1, (:()l'r'('(:ti\'(' itction irrrrl slrall notili' tltc r\tttlroritv
ol'r-rrch systcrn.

(s) WIrr:r'c thc Arrtlrority is .sati.slir:cl that tlrc a1>plication ur)(ler
srrll.sr:r;tirlrr (t) nrccts tltc pt'csr;t'ibctl t'ctltit'r)r)'lents, tlrt: l)ilcctot'-()cttcral
shall isstrc a rt:gistration ccl'tilicatr: Ibr thc rncclical tlt:r,ices estalllislttrtcrrt in
tht' lrrcsclillt:tl lirrrrrat.

(t,) l\ rrrr:rlir:al rlcvir'r'.s cstallli.slrrrrcrrt lceistrlti<lrr t:r'r'tili<:;ttt'trn<lt'r'llris
st't:(iorr slr;rll lrt'r;rlirl Iir';r 1lt'r'iorl ol'ortt'.\'(';u', r'('ll('\titblr';utttttall.t'trllorr
irpplit'irtiorr rn lrt't:orrlintt t' rr itlr tlrt' prt'st'r'ilrt'tl r'otrrlitiott.s.

1.'r7 l lrr'r't'gisir';rtion tt'r'Iilit;rtt'lor rrurrrrrlrrttrrtt't's slr;rll lrt rirlitl It,r'

livr: ;,r';11'* lirl l<lry i ng' it strct:t'ssli r l t't'i rtspr:t't itlrr.

(t;)'t'lrc,,\trtlrorit;'rrrirl' r't:ftrst: to i.ssrrt: it tttctlit'al tlt:r'it:r's r:stalllisltttrcnt
r'(:gi.\t I'at iort t't't't i lit'a tt' rt' I tt't'r'

(a) an allplir:ant lra.s tnarIr: a lhls<' ot' rttisleaclittg --tatett'tcttt in tltt:
all1rlir:a t iorr;

(b) tlrc Arrtlrority has rtasorrablt: gr'orrrr<[.s to Irclit:r'r: tlrat is.srrirtq'tltc
nrt:<lit:al rlcvicr:s cstalllishrttcrtt t'es^in-tl'atiolt r:t't'tilit:ate tvill
r:onsl"itrrtc;r lisk to tht: hcaltlt or safltl, <ll'llatir:rtts, rrst't's ot'otltr:r'

I)OlSOlls; ()l'

(t:) arr a1t1>lit:ant ha"- Ihilr:cl to nroct tlrr' llrcscribcrl coutlition.s Iirt'
urt:cl it:al t lt:r' it:t:s t:stal;l is Ir tttt:n t t'r:gis tra t iotr.

(?) Whr:r'c th<: r\rrtlrolity rlor:s not issrre a urcclical dcvit:es
t'stablislrnrr:rrt rtgistratirln t'r'r'tiIir:;rtt' rrrrrk:r' srrbsct;ti<lrr (ri), tht' l\rrtlroritl,
.slrall

(a) rrotifi, thc irpplir:ant irr rvlil.irrg o['tlrr' r'('a.son.s lir rclirsirrg thr:
rt'gistratirlrr ol' tlrt' t'slaIrl islrrrrcrrt; irrrrl

(lr) givc tlrc ;rpplir:arrt irr) ollllortrrrrit.l' to rt'sllorrtl to tltc
l\trtlr<lrit.1';rrrrl pr'<lvirlc rt'lt'r';rnl rk>t'rrrrrt'rrtirtion or t'r'irlt'rtt'c
irr .sullport ol' tlrt' itll;ll icitt ion.

(s) t\lir:r'tlrr: issrranr:t'ol'ir rrrt'rlical rlcvit:t:s cstalllislrtrrott
rcg'istration t:crtificatt:, rvlrcrr: tlrclc is a r;hangt: to art1, ol'tlrt: irtlirntatiott
strlrrnittt:rl at tlrc tirue ol'allplir;atiort, tlrc holtlt:t'ol'tlrc t'cg'istt'ation r:ct'tillr:atc
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.Iustification:
dcviccs.

shall sullmit thc ncrv ir-rlbrn'ratiorr to thc Authority rvithin tcn rvorlting days
o{'t}rc r;hanv.^c.

f'o makc provision for thc rcgistration of cstablishmcnts for mcdical

NE\M I'AIT'I'
'I'IIA'I', the Bill be arnendcd by inserting thc firllor,r,ing nerv Part irnrnecliately altel thc new

clause 59l\-
I'AR'I' VII I--I-IIE NA'I'I O NA I, I' I IAITMACOVI GII,ANCE S YS-f Ii M

Pharmacovigilance sgli. (r) 'I'hc Authority shall establish a Natioual Pharmacovigilance
Centl'e vvhich shall set u;r ancl manage thc national pharmacovigilancc
anc[ post rnalketing sttt'r,cillancc systern.

(z) The Centlc cstablishccl under subscction (t) shall rcccive and
rnaintain all r-clevant inlbrrnation aboLrt suspectccl adverse drug reactions
ancl aclvern-c cvettts to health Prorlttcts or tcchuolr>gies u,hich have been

authorizccl by thc Aut]rolity.

(s) The Authority shall conduct both passive sun'cillance and

active survcillance of health products ancl technologies.

(+) The Authority shall cally out phartnacovigilancc audits and
inspections in olclcr to ensurc compliance rvith goocl pharnracovigilance
plar:ticcs ancl the presclillecl reqttirerncnts.

(5) All cntities responsible lor placing a hcalth product or
technology in the marltet shall establish and maintain a

phannacovigilance system lbr rnanaging safbty inlbrmation of liealth
plodtrcts arrcl technologies.

(r;) -fhe entitics relbrrec[ to in subsection (5) sha]l subrnit salbty
inlbrnration to the Authority in the presclibecl tttanner'.

(:) 'fhc consurners, genclal public ancl health care prolbn-sionals

shall report ac[r,r:rsr: rcactions ancl aclvelsc errcnts to the Authority in thc
presclibccl lnannel'.

.Iustification: 'l'o anchor thc rolc of thc Authority in thc rcgulati<ln of pharmacovigilancc
in the country.

I'AII1- XI
'I'IIA'f, ttre Ilill be arnenclccl in the title o1'Part XI by cleleting thc cxpression "l'}All'f XI" antl

substitrrting thcrelbl the cxpt'ession "l'>AIl'f IX".
.Iustification: 'I'o corrcct a rninor crror in nttmbcritrg of thc Parts of thc Ilill.
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CI,AUSI| (;0
'l'IIA'l'tlrt. llill lrr: antr:rrrlcrl Ilt,rlcl<'tirrg (llarrst'(io arrcl srrbstitrrtirrs- tlrcrt'lirt't,lrc'lirllorvins n('\\

t:l;rrrst'(io
l'.stirlrlislrrut'nt (io. (t)'l'lrt'r't'is t'stirlrlislrt'rl tlrc Nirtiorr;rl Orrirlit.v (lorrtrrll [,irlrot';rtot'.\'of'tltt'
ol' tlrc Natiorral :\rrtlrorit.r'u lrit'lr slrirll lrt' rrst'rl irs ir Iirt'ilitt' lirr'

Qtrirlit.l, ('orrtnll
l,;rlrorirlor'1' (ir) tlrt't'r;rrrrirrirti<lrr irrrrl tt'.stirrq- ol'lrcitltlr pt'orlrrt'ts;tttrl tt'r'ltttologit's

irrcltrcl irrg virct'irrt's irrrrl lrioplriu'rnil('('utir';rls;rrrrl ;rnv trrittct'iul ot'

str[lstzrnt;c l)'orrr or u'ith u,lrit:lr arrrl tlrr: nlanl)or irr u'hich rIr'ttgs
rrray ll<: ruarrrrfirr:trrrt'rl, pr'<lccsscrl ol tt't:att:cl artrl <'rtstu'ittg'tltt:
<pral i ty cor) trol ol' clt'r rgs arttl rrtt'rlit:i tral s ttllstartt:t's;

(b) pt:r'lirlrrrirrg'clrcrrrit:al, biologir;al, bio-t:ltctnit:al, llhysiolttuit:al arttl

lthalrrracokleical arralysis anc[ cltlrcr';llrarrnar:crrtit:al r:r'aluatiort;
(t:) tc"^tinu, orr l;<'lrall'of'tlrc (irlvct'urnt'rtt, ol'lot'itll.1, trt;rrtttl?tcttrt't'tl

arrrl irrrpor-tt'<l lrcaltlr pr'orltrcts arrrl tt't:hrrologir:s irr tlrrr [icrtf itrt

rrrarlit't priol to rrritt'k<'tirtq itrrtltot'iz.irtiorr, r't'<listrilrrrtiort ittttl
post-tlist ri lrtrtiort;

(rl) f icltl tt:st irrg ol'r'r'grrlatc<l llr'orlrrcl-s rrsirrg .sr:r'r't'rrirrg tt't'ltrtirlrtt's:
(t') Plovirlirrs- tt't lrrrir'rrl sul)l)()r't to lor'irl rrrirrrrrlirt lrrrt'r's irrrrl lrtrilrlirrg'

tlrt'il t';rllrrt it.f irr nlil[].('l ri pt'r'lairrirrg to rlrrirlitl' t orttt'ol oi
rrg'ulatt:<l ltlorlrrt:ts tlrrorrg'lr <ln sitc arrrl of]' .sitt' trairriuq' antl
l:rllorir t or-.1, ils.s('ss r r l('n t s;

(l) r:orrrlrrr:tirrrl irrr t'.stirllrtiorrs irrto tlrt' rlrr;rlit.r' irrrrl .sirli't-t' stitttrs ol'
rcgrrl;rtt'rl llrr>rlrrt'ts rlt'r clollirrg;rrrrl atltrrirti,stt'r'irtg'ir tlirtir lritttlt ort

rlrralit.v ;lssnl';lll('(' ol' all lrcaltlr llrorlrrt'ts anrl tcr:lrrrologir:s artrl
gcrr<'r';rting' st'iortiflr' <'r'irlorr'r' arrrl rt';lorl.s orr l lrc rlrritlit.t, arrtl

sali'ty stirtrrs ol'tlrc rcgistt:t'r'tl 1rr<ltlrrt:ts;
(u) r:orrtlrrt:tirrg rcscart:lr aurl tt'aiuirrg'arttl 1>trrvi<lirrs^ Iriglr <;rrality

aual.\,tit:s arrrl ('-\l)('l't llrtnvlr'<lg'r: irr tlrc itt't'it.s ol'rrrt'tlit'irtal
plo<lrrr;l-.s;rrrrl;rt:tivt'llltat'tttitt:t'tttit:al irra'r'ctlit:ttts; atttI

(lr) clcvckrping arrrl arlrrrirristclirrg a rlata bauli <lrr tlrralitv assru'all(:(f

orr lx:hal['ol' thc Atrthoritl,.

(z) 'fhc National Ouality Control Laboratory shall bt: thc tltrality
contr'<>l labolatory ol'lrcaith prorlrrcts aurl tr:chnolrx:ics lbr tlxr r\rrtlrolity.

(lt) 'l'hc l]oarrl ol'tlrc Arrtlroritl, slrall irppoint a I)ir'<'r'tor', Natiortal
Qrrirlitl,(lorrtrol L;rbolator'1'rvlro slrall Ir<'r't:sp<lrrsilllc to tltc r\rrtltot'it.y Iirr'

tlrt'tltr1,to tlir-t,nlirnilg('r)r('rrt ol'tlrt'Nirtiorrirl Qrralitr,(lontr'<ll Llrlrot'irtot'.\'.

(t) 'l lrc l)irt't't,,r' N;rliorrrl ()rr;rlit.r' ('orrtrol Lalronrtorl slrrrll lrolrl
ol]it t' orr srrt lt tt't rrrs ;trttl t orttlit iotrs ol' sclvir'r' irs nril\' Irt' sPt't'ilit'tl irr tlrt'
irrstrrrrrtt'rtt ol'it1l1r<lirrtlll('lrt l),\'tlrt'l)roitltl ol'tlrt'.\rrtlr<lt'it.1,
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(5) 'fhe f)ilector National Quality Control Laboratory shall be a

registercd pharuracist ancl shall possess a Master's dcgree in a sciencc

lelatcd lield fi'om a recognizecl university.

(o) fhe l)irector of the National Quality Control Laboratory shall--'
(a) oversee and coordinate all opet'ations ancl administration of

the National Quality Control Laboratory ancl provicle
tcchnical guidance on quality control;

(b) ensule timely quality contt'ol testing o{' all sample.s in
conlbrrnity rvith national ancl international standalds;

(c) co-ordinate and srqrclvise the activities of' tl-re National

Quali ty Contlol Labo ratory incl trcling s tafll
(d) collaboratc rvith other laboratories, regtrlatory and larv

cnIbrcelncnt agencics, matrulirctttrers oI' phartnacetttical ancl

othcr hcalth proclrrcts to ertstrre qtrality in health pt'ocltrcts
ancl tcchnologies;

(e) hanclle appeals on test results;
(f) where the laboratory laclts capacity, subcontract laboratory

testing services;
(g) advice the Authority on tnattet-s of testing and qtrality

control over health proclttcts ancl technologies; ancl

(h) perlbrm any othel cluties assignecl by the Atrthority frorn
tirne to tirne.

(z) The lirnds to bc usccl lbr thc management of the Laboratory shall
consist ol'all rnoneys leceivecl or reoovel'cd ttnclct'this Part and a ltortion ol
thc rnoncys appropriatetl lty Palliatnent to tlre Atrthority.

(8) Sulr.ject to subscction (z), monies gencratecl by thc Laboratory in
thc coulse ol- the pcr(blmance of its lirnctions undel this section shall be

solely expcnclecl on the Laboratory.

.Iustification: 'l'hc NQCL, I'rcaded by a I)ircctor appointcd by thc Authority, to bccomc a

rcgulatory laboratory of the Authority as rccommcndcd by the WIIO so that thc country
can achicvc Maturity I.cvcl 3. 'l'o ringfcncc monics for thc Laboratory such that monics
gcnoratcd by thc Laboratory shall bc solcly cxpcndcd on thc Laboratory and thc Authority
ought to givc a portion of thc monics appropriated to it by Parliamcnt to thc Laboratory.

CI,AUSI| CT
'I'IIA'I', Clarrse 6t of'the Bill be arncnclccl in sub-clar.rse (t) by clclcting the rvorcls "Director-

General" ancl substituting thelclbr the rvorcls "Director ol- the National Quality Control
Laboratory".
.Iustification: I,'or compliancc with WIIO guidclincs which rcquircs that a ccrtificatc of
analysis should bc issucd by a pcrson capable of cnsuring thc authcnticity of thc tcst
samplcs.

PAIT'I'XII
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'l'llA'I', the llill [>e amr:nrk:cl in thc titlr: ol'l)art XII by tlt:lr:tirtr.^ tlrr: expt't:s.siort "l'All'i'XII" ancl

.s rrlrstit rr l"i rrg' tltct'r:lir tltc crpt't'ss iorr "l';\ ll'l' X".

.lustiljcation:'l'o o()l'r(:ot a rrrinor crror itr rttuttbt:t'i ttg o('tlrt: [)at't.s ()l'thc Ilill

CI,AUSI.] (,.j
'l'iln'l', (llarr.st: (ili ol'thc Ilill Irt' antr:rtrlt'rl
(a) in srrlr-r:larrsr: (t)by rlclctirrg thr: u'orrts "rrrr'<[it:inc, tlnre, appliiln(]('ol'at'ticlc" u'ltt:r'r'r't't't]tt'\,

al)l)(:iu'an<l strbstittrting tlrurc{irr tlrc u'or'<ls "lrt';rItlr pt'ot[rrt:t ot' tt't:ltttolog'5"'; att<l

.lrr.stil'ir:ation:'l'o halnronizt: tlrc to'rrrs rr.sctl itt tlrc Ilill rvitlr tht:'l'itlt: ol'tlrc ISill as proposc<l
lilr arrr r:nrl ln r:rrt.

(b) in srrll-t:larrsc ("r) lry irr.sr:r'tirrg tlrc u,<lr'<ls "or orr'ollerI Plrarrrtat:t'rrtit:al ter:ltrtolog'ists"
irrrnrctliatcly alir:r'thc rvorcl "1llt:rt'urat:i--ts" apll<:at'itte' irr lxrraer';t;llr (t[).

.lrrslillt:alion:'l'o irrr:lrr<lr: r'nr'<lllr:<l lrharrrrar:<:rrtical tt:clrnolo,qi.sts as J)art ol'1tt:t'stttts rvlto arc
t:ovr:rr.rl urrrlcr tlrc Jrrovirlt:rl <l<'li'rrt:r'irr rclatiorr to ollt'rrt:<'.s its rt:e^ar'<ls pr'olribitiort tll'
arlvt:r'ti.st'rn()nts on tlist:ast:.s lislctl in (ltt: Sixtlr St:lrr:<ltrlc.

CI,AUSI.] (i4.
'l'lln 'l'. ('lirrrsr'(i l.ol'tlrt, llill Irt'irrrrcrrtlt'rl Il.1'rlclt'tirrg tltt'trot'rls "it tttt'tlit'irrt', rlltrrl, itlllllirtut't'ot'
irrtit'lr"' ir lrcrcrr'r'it ;r1l1lt'ars irrrrl srrlrstitrrtiirg tlrt'r't'lirr tlrt'ttot'<ls "lrt'itltlr pt'otlttt't ot'lt't'ltttolo111"'.
,lrrstification:'I'o harrrroniz.r: thc tr:rrns rrst:d in tlrt: Ilill rvitlr thc'l-itlct>('tltt: Iiill as pr'ollosctl
I <lr a rnt:rttl rtrt:n t.

CI,AUSI.65
'l'l IA'l', (--latrsc (i5 ol'tlrc llill bc arnt'rttl<'rl

(a) irr lraraurirplr (ir) lr1,

(i) rlclctirrg tlrc rvot'rls "or' .sitrrilru' rn'tit'lt"'l ;rntl
(ii) tlt'lctitru tltt' rr.ot tl "('\ trilvilt,;ir,)t,".

.l trst i Il cation:'l'o onsr.r r'() obi cct ivity.

(b) in ltarauralth (b) by rlt:lctirru tltc u ot'rl "au iu'ticl(f" artcl strbstittttirts tlrcl't:lirt' thc tt'ortls "ltt:alth

pro<lru:t or tcr:lrrrolog'1"'.
.Irrsti{ication:'I'o hannonizc thc tclrns trscclirr thc Itill with thc'l'itlc <t{'thc Itill as proposctl
Iirr arncndrnr:rrt.

CI,AUSTi 66
'l'lIA'l'. Cllirtr.sc (i(i ol'tlx' llill lrc atut:rrtlctl
(zr) irr srrlr-t'l;rrrs<'( t )

(i) ll-v rlt'lctirrq (ht'rr'orrls "rllrrg, irllllliarrt'r,or';rrticlc" ulrt't't'r'r't'tlrt'-\,apllt';rt'in 1l;tragt'itplt
(:r) irrrrl srrlrs(itrrtinq tlrt'r't'li>r'tlrt'rr'or'<ls "lrt'rrltlr llrorltrt't ot'tccltrtol<)g.\"'; ilu(l

(ii) Ir.y tlr:lt'tirrg tlrt'uorrls "rlt'rrg,;rP;lliirrtct'()r'iu'lit'lr.'';tllPcirt'ing irr 1l;tt'agt'irPlr (lr) ;rrrtl

strlrstitrrting tlrcrcfilr tlrt'u'onls "lrcaltlr Ptrrtltrr:t ot'tct:ltttolog'1,";

.lrrstilit:atiotr:'l-o harrrrorriz.r: thr: tcrlrts rrst:tl itt tlrc Ilill rvillr (lrc'l'i tlt'ol'tht: Ilill as 1lr'oPosctl
Iill arrtcrrrlltrcnt.
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(b) in sub-clausc (s) by--
(i) renrrmbering-. the provision as clause (z); and
(ii) by inserting the rvorcls ", enrollecl pharmaccLrtical technologists" irnmecliatcly alier

the rvorcl "phan'nacists" appearing.. in palagraph (ii).

Justification:'I-o includc cnrollcd pharmaccutical tcchnologists as part of pcrsons who arc
covcrcd undcr thc providcd dcfcncc in rclation to <lffcnccs as rcgards prohibition of
advcrtiscmcnts on abort.ion and lalsc or tnislcading advcrtiscmcnts.

CI,AUSI| 67
'l'IIA'f Clause 67 o1-the llill be arncncled
(r) by deleting the rvorcl "articles" appearing in the marginal note and sr"rbstituting thercfbr the

rvords "health products and technologies";
(lr) by cleleting sub-clause (t)and substituting the following new sub-clause (t)_-

"(t) Sub.ject to this Act, a pelsor-r shall not sell by retail a health procluct or technology
consisting of or complising a substance recommencled as a meclicine unless there is rvritten
so as to be clearly legible on the health product or technology or on a label affixed thereto,
or if the health product or technology is sold or srqrplied in rnore than one container, on the
inncl container ol on a labcl aflixecl thercto' -

(a) thc altpr'opriatc dcsisnatiori ol'thc substancc so recornmenclecl or ol'each ol'
the active constituents, or ol'cach ol'thc ingrcclicnts li'orl rvhich it has been
comllorrnclecl; antl

(b) in a case u,hcle tlre appropriate designation ol' each ol- thc active
constitrrerrts or ingreclients is u,r'ittt:n, thc a1;propriate rlrtantitativc
par-tictrlals ol'thc constitrre nts or ingrcclients; proviclecl that this srrllsectiou
shall not apply to a health 1;r'oclrrct or technolosy tnacle up ancl srqrpliccl fbr
the use of'a particular person, being an alticlc prescribed by relbt'ence to
the needs of that pel'son."

(c) in sub-clause ("2) lry clcleting thc rvorcl "article" rvherever it appears in the clefinition ol'
"appropriate quantitative particulars" ancl strbstituting therelbr the words "hcalth procluct ot'
tcchnology";

.Iustification:'I'o harmonizc thc tcrms uscd in thc Iiill with thc'l'itlc of thc Ilill as ploposcd
for amcndrncnt.

(d) in sub-clausc (s) by
(i) clelctine thc rvorrl "an article" appcarine in srrb-clatrsr: (s) antl substituting thelelbr'

the u,orcls "a lrealth pt'oclttct ot' tc:chnolog1,";
.Iustification:'I'o harmoniz.c thc tcrrns uscd in thc Ilill with thc'I-itlc of thc Ilill as proposcd
Iilr amcndrncnt.

(ii) deleting the rvorcls "ts,o hutrch'ccl thorrsand"
substituting therefirr the rvords "one rnillion";

(iii) deleting the rvorcls "tltrce hLrnclred thousancl"
substittrting therefbl the rvords "two rnillion".

appcarine in 1;aragraph (a) and

appealine in paragraph (b) ancl

39



.lustilication:'l'o rnahc thr: Iincs payablc cornlnonsul'atc to tlrt: oll'crtccs rclating t.<> lahcling
ol'lrt'alt lr pr'otlrrcts an<l tcclttt<tloei('.s o()lrtairrirls^ ttttttlit;irt<'.

CI,AUSI.- (;TI

'l'l lA'l', t Irt' llill Irt' irtttcrt<lt'rl Ir-r' tlt'lt'tirrg ('larrst' (is.

.lrr.stili<:;r(ion: It is lllclt:r'alllt: lo lrral<c pr'ovi.sion Ior vali<l cxcrrtplions lltt'orrs-lr I'cg-trlations
as ol)J)osc(l to lrrovirlirru tlcli:rrccs lilr ollirttccs lclating to Iabt:ling ol'urctlicint:s.

CI,N USIi ('9
'l'l IA'l', (llarrsr' (jt) ol'tlrt' llill Irt' irrut'rttlt'rl lr1,

(a) clek:tirru thr: u'orrl "artir:lt:" ancl strbstitrrting tltr:r'r:lirr tltc u,ol'([s "lrcalth Pt'otltrt:t ot'

tcchnolog-y"; antl
(ll) clcictiuu tlrr: r,r,orrl "articlcs" antl substitutiug tltcrelbr tlrc rvot'rls "health 1lt'ocltrcts attcl

tcclrnolottics".
.Irrstification:'['o harrnoniz.c tlrc tcrrns uscd in tlrc I]ill with thc'l'itlt: of'thc I]ill as proposcd
lirr arrr<.rrrlrrrt'rrl.

t,n R't' xil l
'l'llA-l', tlrc Ilill Irt.arlt'rrtlt'tl irr tlrt'titlc to l'itrt \lll lr.r'rlt'lctirtg tlrt't'rpt't'ssiort "l',\lt'l'XIII
arr<l srrlrst it trl irtrl' l lro'r'lirl t lrc t'r pt't'ssiott " l'i\ lt'l' X I ".

.irrstillr:;rtirlrr: 'l'o (:()t't'(.(:t :r lrrirror crr'or irr rrrrrttllt't'irrt1'ol'tlrt' 1l:u'ts ol'tlrt' llill.

CI.AUSI.- z I

'l'l IA'l'. (llaust' i I ol'tlrt' llill Irt'arrtt'rtrl<'tl
(a) irr thc rrrar-ginal rrotc lry r[r:Ictirrg Ihu u'ortls "tttcclit:ittt:s ol'urt:tlit:al tlt:r'iccs" arttl

srrbstitrrting thcrclbl tlrr: rvolrls "lrcalth lrxrtIttt:ts ar)(l tcol)rx)log-ios"; :tIlcl

(b) in srrlr-r:larrsc (t) ll1'<l<'l<'tirrg tlrc u'ortls "or Iron.ro<'opatltir: tttcclit;inc, 1lt'cPitt'atiort ot'

rrrt'rlir:irl rlt:r'it'r:" arr<l srrbstitrrlirrq'tlrct'cli>r'tlrt'u'<tt'rls "lrcaltlt PI'otlttt:ts itrttl lt't:ltrtol<lgit's".
.lrrslilication:'l'o lrarlnoniz.<-. lht: tr:r'rrrs rrsr:rl in thc Ilill rvith thc'l-itlt: ol't'l)c Ilill as llroJlo.st:tl
(ill arncndrnr:nt.

CI,AUSII 79
'l'l IA'l', (llarrsr' ?'r ol'tlrc Ilill b<' irtttcrttlr'<l

(rr) irr tlrc rrrirrgirral r)ot('[r1'tlt'lt'tirrrl tlrt'u'ot'tls "tur:rlit:iltt: ot'tttctlit:itl tlcvit't's" al)(l
srrltstittrting tlrclt'lirr tlrt' u'orrls "lrcaltlr pt'otttrt'ts arl(l tcclnlologi<'s";

.lustilication:'l'o halmoniz.r: thr: tcrrns rrsr:rl ir.r thc Ilill rvith thc'l'itlt: o1'thr: Itill as proposccl
{irr arncndrncnt.

(lr) irr srrlr-t:l;rrrst.(l)Ir.t,inst.r'tirrg tlrc uorrls "irrt:lrrrling;t lrt'itltlt pt'<lrlrrt:t itrtcl tt'r'ltttoloul'lirr'
('lucl'g('lr(:), rrsr"'itrttnt'rliattl.\'itlit'r'tlrc u'tllrl "tt't'ltrtrll<lg-1,"; ittttl

,lrrstil'ication: 'l'o rnakr: pr'ovision lirr srrpply ol'lrc:rltlt gl'oclut:t.s unrl tct:ltttolos^ic.s tltrrirtr:^

cnlor'.qcr)oy si I rratirlrrs.

(r') irr srrl>-r'larrsr: (s) Ill'rlclctirrg tlrc uorrls "rrrr:rlit:irrr'<lt'rrtt'tlir:itl rlcvit:t'pt'otltrr:t" itntl
srrlrstittrting tlrcrr:lirr tlrt' u orrls "lrt'irltlr 1lt'<lrlrrt;t ot' tt:t:ltttologl"'.
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.Iustification: 'I-o harmonize thc tcrms uscd in thc Ilill with thc'l'itlc of thc Iiill as proposcd
for amcndmcnt.

CI,AUSI| 7.3

IlIIA'I', Clausc ?3 ol'tlrr: llill be anr<:rr<[ecl

(a) in thc marginal note by clelcting thc u,orcl "soocls" and substituting therclbr the rvot'cls
"health proc{r.rcts and technologies".

(b) in sub-clause (t) Iry deleting the rvolds "clrug, alticle" rvhet'cver they appcar and

substituting thercfbr the rvot'cls "health product or technology";
(c) in sub-clarrse (z) by clelctine the u,ords "clmg or article" rvhet'ever they appear ancl

substituting thclelbl thc rvords "health product or technology";
(d) in sub-clausc (.g) by cleleting the rvords "ch'ug or article" and substituting thcrelbr thc

rvords "health procluct or technoloSy"; and
(e) in sub-clause (+) by deleting the rvolds "clrug or at'ticle" and substituting therefor thc

rvords "health prorlrrct ot' technology".
.Iustilication:'I'o harmonizc thc tcrnrs uscd in thc Ilill with thc'I'itlc of thc Ilill as propo.scd
f<lr amcndmcnt.

CI,AUSI' 7It
'l'IIA'I-, Clause z8 ol'the llill bc amendecl in sul>-clausc (t) by inserting the rvot'ds "or enrollecl

1;lraluracr:utical tcchnologist" inrrnr:cliately alicr thc 'n,ot'tls "r'egistclecl ltharttracist" altltcaring irt

paragraph (b).

Justification: 'I'o providc Ibr thc application of pcnal sanctions to cnrollcd pharlnacctrtical
tcchnologists as rcgards body corporatcs.

CLAUSI.79
'I'IIA'I', the llill lle amenclecl by clcleting Clause 79 ancl substituting.. thc follou,ing ncrv clattse

i9-
Inspection ancl 29. (1)A person who imports a health procluct or technology shall notify the
verification of inspectors of the Authority at the ports of'entry to conduct 1>re-clcat'ancc
health inspection ancl verillcation.
products ancl
technologics at (z) Any person u,ho irnports a hcalth proclrtct or tccltnolog'y ancl cattse.s it
tlrc llorts <ll' to llc relean^ccl t<l tlrr: nrarkct u,itlrorrt arrthoriz.ation unclr:r'sttltsection (t)shall
entry. bc grrilty ol'an ollbrrcc.

(.'l) Any pcrson s,ho comtnits an oflbnce ttncl<:t'this scction is ttpou
t:orrvir:tiou, lialllr: to a Iinc ttclt t:xct:ct[ittg^ ortr: rnilli<ln shilliltgs, ol' to
imPrisonrnent lirr a telnr n<lt excccrling tu,o years, or to botlr.

Justification: Clausc 79 bc dclctcd as thc function of inspection of animals intcnded for
slaughtcr is outside thc rcgulatory purvicw of the Authority.

'l'hc ncw clausc on inspcction and vcrification of hcalth products and tcchnologics at thc
p<lrts of entry cnablcs thc Authority to cnftrrcc compliancc with thc prcscribcd standards
of quality, safety and cfficzrcy of hcalth pt'oducts and tcchnologics bc{irlc rclcasc at thc
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ports of cntly s() as to prcvcnt conccalmcnt, misdcclaration, divcrsion and cross ll<lrdcr
srrrtregIirr.q ol' hcaltlr prorlut:ts arrcl Ir:clrrt<lIogics.

CL1\tJSI.. tto
'l'l Il\'l'. ('l;rrrst' s(t ol'tlrt' Ilill lrt' ;rrrrortlctl

(a) Irl,rlr'lctiug tlrc uorrls "irrtir'lt" ;utrl "rrrtir'lt's" rrltcl't'r't'r tlrt'.f ill)l)('ilr irrtrl strl.rstittrtirrg
tlrcr-c[irr tlrt' u orrl-- "]rt'altlr plotlrrt:t ol' lct:lrrrolog.1," ;rnrl "lrt'altlr pxlrlrrt'ts irrtrl

tt'r:lrrrologics" n'spcctirclf irr strb-t'latr.st'(r;), (;), (s), (lt). (ttt), 1t t)arrrl (tz).
.lrrstilrr:atiorr:'l'<l lrirrrnorrizc thr: tt'r'rns rrsr:<l irr tlrc Ilill rvitlr tlrt:'l-itlc ol'lhc Itill as 1lr'o;rost:tl
(rtr artr r:rrtl nrt:rrl.

(b) irr srrb-t:larrst: ( t) Ll"
(i) deleting the u,orcl "alticlc" r.r,hcr<:r,el' it ap1;ears arrcl substitutins thcrclil' thc

u,or'(ls "lrt:alth llrorlrrct or tcclrnolclgy"; and

.ltr.stilicalion:'l'o harrnonizr: tlrc tcrrns rrst:rl in tlrr: Ilillrvitlr thr:'l'itlr: ot'thc Itill as plopo.sr:rl
{<ll' arrr crrtltrrr:nt.

(ii) irr,scltirrs- tlr('\\'()l'(ls ()l'in'r)/ ()tll('r'\'('ssi('1" irrrrnctliirtclf alicr tltt'u'ot'tl "r'cltit:lt"'

itppt:itt'irtu^ i rr pirraul'aplr (b).

.lrrstifir:;rtiorr:'l-<l cxgrirrr<l tlrt'.sr:oJl<'t<l irrclrrrlc rrll <ltlrcr rrr('iuls <l{'r'orrvr'.\,irrq lrt'lrltIr pr'otlrrt:ts
rrrrrl t ci:lrrrolorlics.

CI,AI.JSI.- s I

'I'l IA'l', tlrc llill lrt: anrcrtrlt:tl by rlclctirrq ()littrst: li l.
.lustilication:'I'hc clausc inli'ingcs on thc cxcrr;isc ol'thc lirnctions of thc Arrtlrority
oonllar y lo thc rco()nrnlc,lrlaliorr ol-tlrc Worlrl Ilcaltlr Orearrizatirln.

CI,AUSI.] tIC
'l'l ln 'l', tlrc llill lrc arrrt:rtrlctl lry rlt'lt'tirrg Olurr.sr: li'.t

.Iustilication: Ilcgrrlation is a frrnction of National (lovcrnrncnt undcr thc liorrrtlr Schctlulc
to thc Con.-ti trr ti<ln.

CI,N USIi It.9
'l'lln'l', tlrt: Ilill lrt: alncuclt:rI by tlr:lr:ting ()larrsc F]3.

.lrrstilication:'I'hc clausc in{i'ingcs on ll'rc r:xcrcisc ol'tlrc lirrrctions of'tlrc Authority
contral'y t<l thc rccornrncndati<ln ol'thc Wor'lcl Ilcaltlr Organiz.ati<>n.

CLATJSE tl5
'l'llA'l', (llirrrst'ti5 ol'tlrc llill lr<'arrrcnrlt'tl Iry rlclt'tiug tlrt'u'olrl "artit'lt"'rvlrcrt'r'cr it irllllt:;rt's irnrl

srrllstitutirrg t)rcrcli>r'tlrc u'<lrrl.s "lrcaltlr 1lr'orlrrr:t ol tttlrrr<>1og.1,".

.lrrstiljcation:'l'o lrarrnorriz.c lhr: tcrrrrs rrsr:rl irr thc Ilill rvitlr thr:'l'itlr: o('thr: Itill as JrroJlo.st:tl
Iilr arrrr:ntlrnr:rrt.
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CI.AUSE I]6
'I'IIA'I', Clause 86 of'the llill bc arncnclecl in sub-clausc (t) by deleting paragraph (b) and
substitr-rting therefor the fbllorvins new paragraph (b)--

"(b) in the case of a srrbse<1uent oflbnce, to a line not exceecling one rr-rillion shillings, or to
irnprisonment lbr a term not exccecling two years, ol' to both".
Justification: 'l'o makc cnhancc thc gcncral pcnalty f<rr offcnccs committcd in rclation to
this Ilill and to makc the fincs payablc commcnsuratc to thc imprisonment terms.

CI,AUSIi f]7
'I'IIA'I', Clause 87 of the Ilill be amcndecl in sul>clause (t ) by cleleting thc wold "articlc" 

"vhercvetit appears ancl substituting therelbr the n,olcls "health 1;rocluct or technology" in paraglaph (c)

Justification: -l-o harmonizc thc tcrms uscd in thc Iiill with thc'I'itlc of thc Ilill as proposcd
for amcndmcnt.

I'AIT'I'XIV
T IIA'I', tlre Ilill be anrcndecl in thc titlc of'l)art XI\r by clcletine the c.xPression "PAII'I- XlV" ancl

substittrting thelelbl the expression "l)AIt'f XII".
Justification: -fo correct a minor crror in numbcring of thc parts of thc Ilill.

CI,AUSE 88
'I'I.IAT , Clause 88 ol'the Bill bc amendecl by delctine paragraph (a) and sr-rbstituting therefor the
following new parasraph (a) .-

"(a) such monies as rnay be appropriated by the National Assernbly Ibr the purposcs of'thc
Authority".
Justification: Iior propcl' clrafting' and consistcncy in thc wording uscd in thc Stattrtc Book.

CI,AUSII 9T
'I'IIA'I', Clause 9t ol-the Bill bc arnenclecl by cleletins thc rvords "l{cnya National Auclit Oliice"
rvhercver they appeal anc[ strbstitrrting t]rcrefbl the words "Auclitor'-General".
.Iustificati<rn: I,'or pl'opcr rcfcrcncc to thc Atrclitor-(icncral as dcsignatcd undcr Articlc 22t)
of thc Constitution and which is thc succcssor of the Kcnya National Audit Officc.

I'AII'I'XV
'I'IIA'I', the Bill be amenclcd in thc title ol'Part XV by deleting the exprcssion "PAIt-f XV" ancl

substituting therefbr thc expression "PAIt'f XIII".
Justification: 'I'o corrcct a minor crror in numbcring of thc parts of thc Bill.

CI,AUSE 95
'l-IIA'f, Clause g5 of the Rill be amr,'nclccl" '

(a) in sub-clause 2 lry---
(i) cleleting the rvorcl "clrugs," in palagral:h (a)(i);
(ii) deleting the rvorcls "any clrue" in palauraph (a)(ii);
(iii) deleting thc vvorrl "proclrrct" ancl sLrbstituting thelelbr the rvot'cl "1tt'ocltrcts" in

paraeral;h (d);
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(iv) ck:leting thc rvorcl "clrugs" u,ht:rcver it appcars anc[ substituting thet'c'lirl thr:

rr'orrls "lrcirltlr prorlrrcts or tttlrrtolouic.s" irr lxrrauraplr (lr):
(r') rlt.lr'lirrg tlrc rvorrl ";rrtit'lr'" itrtrl srrlrslitulirtq'tltt't't'lirt'tlrt'rtortl.s "lrt';rltlr pt'otlttt't

or tt't'lrrtologt"' in ;lalaurirplr (li);
(r'i)rlclt'tirrg thc u,orrl "irrtit'lr.s" arr<l srrllstitrrtirrg' tlrct'<:lirr tlrt' u'ot'tls "lrcaltlr pr'otlttt'ts

arrtl tt'r:lrrrologics" ilt pitritgt'itlllt (nr);
(\ ii) rlclt.tirrg tlrc u olrls "rlrrrgs, rtrt'rlit:al rlcvit:r's" ;ttttl sltllstitrrtirrq tltt:r't'lirr tlrt'

rr'orrls "lrt'irltlr pr'<irltrt:ts irrt<l tt't'lrttologit's" irr llirraq-r'irplr (o);
(r iii) rlclt'tirrq' tlrt'rvorrl "rrrt'rlicirrt's" irrrrl srrlrstil rrtirrrl llrcrt'lirr tltc rvot'rls "lrt'altlr

1lt'otlttt'ts ;trtrI tct'ltttoio1;it's" irr p;rr';rry;r1llr (r );

(ix)rlrlt:tirru llarirg'r'a1rlr (.r) ;rrrrl srrbstittrting tlrt:r't'lirr tlrt: Iirllorr ing n('\\' 1>iu'itut'aplt
(')

"(*) uor.crning ac[nrinistratiou <ll'r:linit;al trials ol'Irr:altlr l)ro(luots antl

tcr:h nologit'.s;"

(x) rlclt'tirru tlrt'uortls "rrtt'rlit:int', ttrt'rlical tlcvir:t:" ;rrrrl srrllstitutirrg tlrt'r't'lirr tlrt'
uortls "lrcaltlr 

1lr'<>ttrrt:t ot'tccltttologl"'irr llitrituritl>lr (rtit);

(.xi)tlclctirrg- tlrc rvor'<ls "nrcrlicirrt:s or nrcrlical rlt'r'it:r's" irrtrl srrlrstitrrtirtg tlrct't'lirr tlrt'
u'orrl.s "lrcaltlr plorlrrt:t.s ol tct:lrnologics" irr llarirg^l'iIl)ll (l)l));

("rii) rlclt'tirrt1. palirq'r'irplr (rlrl) rrnrl strlrstittrtiuq' tlrcr'<'lirr tlrr' lirllorr ing ttt'u

plrr ;r.r1 irlrlr Lrltl)

"(tltl) tlrt: t:orrrporurrlirrg ol'lrcirltlr llr'otltrt'ts irrrtl tt't'lrrtologit'.s irnrl tlrt'tIis1>t:rrsirrg
ol'Irr:aItlr 1rrotltrt'ts atttI tt't:ltttolog-ics"

.lustillcatiorr:'l'o lrarrrrorriz.r: tlrc tr:r'nrs rrsr:tl in tlrt: IlilI rvith tlrt:'l'itlt: o('tltc Itill as proposctl
lor arrtcrrtllu<'rt(.

(riii) irrst'r'tirrg tlrt' rr'orrls ar) t'rrt'ollcrl lllr;rt'ttrat't'rrtir:itl lt't'lrnol<lgist"
irrrrrrctliatcly alir:r'tlrt: rvortl "plrarruirr:ist" in pat';tgl'aplr ([lll);

.lrrstification: I,-or inclusion <ll'phalrnaccrrtical tcchtrologi.st.s lvho arc crrrl'ontly irrvolvccl in
rhc tlispcnsing ol'urr:rlicint:s anrl rrrt:tlical rl<:vicc.s J)rn'suallt to tltr: I'lrartttitcy atrtl I'oisorts
Act, Cap. 2,1.,1. irntl lltt:ir .scopt: o{'tlairtirtg.

(xir') r[<:lctirrgparaglaph(ii);

.Iustification:'llhc gcncral provision on the tnakitrg of rcgulations is sct out itt strll-clattsc
(r ).

(.r. ) irrscrtirrg- tlrr'{i>llorr irrg rrt'rr'1litr';tgritll}rs itrurrt'rliatt'l.r' ;tlit'r'plrrlrurirplr (ii)
"(1i) orr plrirrrrrat'<lvigil;rrrt't'arrrl llost rrritrlit't .sru'r't'ill;trtr:t';

(kli) ollicial rcgrrlirlor'\' lot lt'lt'lst'ol'r';rt't'irrt's rrrrrl otlrt'r'lriolor{it'irl llt'otlut'ts
ittrlr<lrl<'tl lttt<l utitttttlitt'ttrt't'tl irr Iit'rrvtt;
( l l )prici rr15 ol' lrt'itl t lr 1>r'otl uct.s it rt t l tt't:lt ttolo,git's;
(rnrr) erlotl llr';rt:tict's irr tlrt'r'r'q'ttl;ttiotr ol'trrt'tlicirl llrorltrt'ts;
(rrrr) irrsllt.t'tiorrs, lit't'rrsrrlc arrrl t'r'r'tilir'irti<>rr ol' tlrc truntrrlitt'ttrt't' ol' rrrt'tlit'irl
lllorlrrt:ts by lrt:irltlr Iirt:ilit it's;
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(oo) inspections, licensure and celtification of manufhcture of medical ploducts
ancl other rcsulatccl produ<;ts by Iacilities not clirectly rcgulated by the Authority
including steel inclustries, sugar incltrstlics;
(p1;) inspcctiou and lecosnition o{'1;hannaceLrtical quality control Iabolatories;
(q,t) t., res'ulatc licit usc ol'nat'cotic ancl psychotlopic sttbstances; ancl

(rr) to regr"rlate parallel impoltation ol'meclicines;"

(b) by rcnumbcring sub-clausr: (z) as sub-clause (.1).

.Iustification: 'I'o pr<lvidc f<rr thc making of rcgulations on licit usc of narcotic and
psychotropic substanccs, parallcl importation of mcdicincs, safcty monitoring,
pharmacovigilancc and post markct survcillancc.

CI.AUSIi 96
'l-IIA'f, Clause 96 o{'the Ilill bc anrcnclccl

(a) in sub-clause (t) by -

(i) clelcting the worcl "Boarcl" ancl substituting therclor the rvorcl "Boarcls";

(ii) delcting paragral:h (d) and substituting therefbr the fullowing new paragraph
(,1)---

"(d) all nrcr.rrl>ers ancl stalf of the firrrr-rer Boarcls shall be clee lnecl to be rnembet's

anrl stall'ol- tlrc Arrtlrority, ancl strlr.jcct to tlre provisions of'any t'rrlcs rnaclc

trnclcr t}ris Act, shall continue in ollicc Ibr the periocl fbr rvhich thcy rvele
appointccl as tnctlbet's ancl stall'ol'thc lbrrncr IJoarcls."

(lr) by clelcting the sult-clause (e) ancl substituting therefbr the follorving nerv sub-clartse
(s)

"(z) In this section, "thc lbrmer Boarcls" mearls thc Pharmacy ancl Poisons lloarcland thc
Board of'Managernent of the National Qtrality Control Laboratory establishecl r.rncler the
Pharrnacy ancl Poisons Act, Cap.21t4,."

.Iustification: 'l-o providc for thc transition of both thc Pharmacy and Poisons Board and
thc Iloard of Managcmcnt of thc Nati<tnal Quality Control Laboratory.

(c) in sub-clause (3) by clcleting the rvord "trvelve" appearing in the opening sentetrce ancl

srrbstituting thclclbr the rvot'ds "trventy-lbtrr".

.Iustification: 'I'o providc sufficicnt timc which will facilitate thc condrtct of cxtcnsivc
stahcholclcr participat.ion on thc rcgtrlation of phalmacy practicc lcgulation.

CI,AUSI' 97
'l'IIA'l', Clausc 97 ol'the llill [;c aurcnclecl by inscrting the worcls "rvith rclbt'ctrt;c to sct;tiotr I)(i
(s)" imrnecliately after the rvot'cls "thal Scheclule" in strb-clatrse (t).
.Iustification: 'I'o prevcnt a lacuna in rcspcct of thc rcgulatiori of thc pharmaceutical
practicc.

SIiCOND SCIMI)UI,E
'I'IIA-I', the Rill be amenclecl by cleleting the Seconcl Scheclule.
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.lrrstif icat ion: 'I'hc Chairpt:l'son, Iloard Mcurlrt:r.s and l)ilcctor (icncral ol'thc Atrth<lrity arc
not Stalr'Ollir:r:r's arr<l lrt.rr<:<l tlo rrot rrcr'<l to srrlrst:r'i llt'lo ittt oatlr.

.I'I 
I I II I) SCI I I.,I) UI,I.,

'l'llA'l', tlrt'llill lrc ;rrrrt'rrtlt'<l lry tlt:lt'tirg tlrc'l'lrirtl St'lrt'rlrrlt'.
.lu.stillcatiorr:'l'hc lnattcrs of'thc tt:rrru'c ol'ollicr:, allorvatrccs, I)r()tcction li'olrt liability antl
tli.st:lo.srrrr: ol'intt:r'cst lly Iioaltl rnr:lrrllt:rs alr: alrcatl.y Jx'<lvitlctl Iilr in tlrc ntaitt Ilill. 'l'ht:

i.ssrrc ol'appr'<lv;rl ol'llrr: lloar'<l rrrcrrrlrt:r's by llrt: I)at'lialrtcnl lras ltt:t:tt J>roposc<l lirr tlcl<'tion
as tlrc Authorit^y's Iloarrl rnr:rnbr:r's ar'o n()l S(irtc ()llit:t:r's.

I'()U II'I'I I SCI II.]I)UI,I'
'I-IIA'l', tlrc liotrrth St:lrctltrlc ol'the llill lx: an)cn(l()([ by <lck:tirru pat'itet'aplt (t),(z), (.g),('t,) antl (5)
antI s t rlls ti Irrt in g tlrt:rclb r tlrc {irl]orv i nii^ rrcrv 1;a t'arIt'alllts

l.
,).

.).

t..

5.
(i.

S.

1).

lo
ll

Ilioloqir:s ( lorrrrnittcr'.
l' lr;rrrrrirr'ovigi lir rrr't' ('<lrrr rrri t ttr'.
('orrrlllt'rrrt'rrtirr'.1'..'\ltt't'rr;ttivc or llt'r'lrirl \lt'rlit'irrt's ('ottttnittt't
ll ;rrI io1rIr;r lr rurt't'rr I it';rIs (lrlrr rrrr i t I t't'.
( losrrrt't it:s a rrtl llortlt'r'l irrc l' lrrrl r rt'ts ( lotttr rti t t t't'.
(llirrit'rrl 'l'r'iirl Scit'rrtil'ir"l't'r'lrrrit'al ,\rlvisot'r'('otttntiltcr'.
I I t';rl t lr' l'r'r'lr rroIo1't' .\ sst'ssr rrt'rt t ('ontnril I ct'.

Nrrlr';rt't'rrlir';rls;rrtrl l)it't;u't'Sttp1>lctrtcrr(s ('otrurtiltt't'.
I ) i g'itrrl I I t'irl t lr a rrtl'l'ct:l r r rr-rl ogics (lrttrttr i l- tt't'.
N{crlir:irl l)r:r'it:c.s anrl IIt'altlr 'l'r'r:lrn<llos-ir:s (lonrruittt'<'.

V <'tcri r r a r'1, Nll t'cl i ci r rt:s (b r r r r r r i ltr:c.

.lrrstifir:ation:'l'hc scicrrti{ic advis<lly r:ornrnittr:c.s alrrt:n(l<:(l to tal<t: irrto accorrnt all aspccts
ol'Irr.alllr llrorlrr<:ts arrrl tcr:lrnolog^ics arrrl lo rlr:lr:tr: tlrc Sr:it'ntilir: Arlvisory Colrrrnilt('('.s on
liro<l rvlrir:h is orrtsirlr: tlrc .sr:oJrc ol'tht: Itill as alrtctrtlt'<1.

SIiVIIN'I'I I SCI II.]I)UI,11
'l'l lA'l', tlrc Scvt:rrtlr St'lrcrlrrlt'ol'tlrt' l'rill lrc itrrrt'rt<lt'tl Irt'

(;r) tlclctirrg tlrc rlot'<l "lloul'rl" irr tlrr'pat';rt1l';rplr on (';t;1. 2l. l'

(b) rlclctiuu Ilrt'plrlast"'(s. I ltj) arrrl strllstittrtirts Iltr'llltritsr'(".s.lt;")

.lrrsti{ication: I,-rlr propcr cr'oss rcforcncing o{'thc I'hartnacy atrcl I'oisons Act, Cap.2,lrl, ancl

clausc !)7 <ln rcpcals.
(t:) <lclcting tlrt: paras^t'a1llt on Cap. 251,.

.lrr.stilir:at iorr: Iioorl is <lrrtsirlt' tlrt' prrt'r'icrr ol' tlrc llill.
\,!lN. NO. Nl\I)C-ll / 2o23 /,1,r)e:_AI).lOUllNiVI IlN'l'
'l'lrt'r'r' Ircirrg l)o ill).\/ Irt:r'lrrrsint's.s, tlrt: (lhairl)('r's()n, itrl.iorrrnt'<l tlrt'rucctirtrl^;tt critt'tlt' l..li() l).rll

L, i
.Siryr..

I ION. I'A'I'II

I )irtr'.

'WI(ir\ NIUNIiN la, iV.l'>.CK

VICIa- CI Ir\lltl)LIISON, I)l.ll'AIl'l'Nlll'lN'l'AI. COI\4N'll'l"l'l'lli ON III'lAL'l'l I
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MINU'l'llS OF IIUNI)IiEI) ANI) '[WI,]N'I'IIY SEVIiN'llI (rz7Tt') SI'n'ING ()]'1'Inl
DI'I'AII'I-MI'N-I'AI, COMMI'I"I'EII ON IIE,AI,'I'II IIILD IN IIIL'I'ON GARDEN INN ON
WEDNESDAY TSI.NOVI.MBI|II, 2023 A.T- 2.OO I>.M

PRI.]SIiN'I'.
l. 'l'lrc I-Ion. I)r. I)rrkosc llobclt, M.l) Chairpcrson
2. -l'lie IIon. Ntrviga Patlick Mrrn{:ne, M.I'-Vicc-Chairpcrson- Chairing
3. fhe I-Ion. Dr'. Nyikal Jarncs Wanrbut'a, M.P.
.1. Thc I-Ion. Sunhuli .lulius Leltalteny Ole, IIGII, I|BS, M.P
5. 'I'he Ilor-r. Mary Maingi, MI'
6. Thc IIon. Oron .loshua Odongo, M.l).
i. fhc IIon. Prol. Jalclcsa (iuyo Waqo, M.P
8. 'fhe I-Ion. Wanyonyi Martin Pepela, M.P
9. -fhe IIon. Orvino Martin Peters, M.P
1o.'fhe IIon. Mathengc l)uncan Maina, M.P
I l. -l-he IIon. ItibagcndiAntony,M.I'
12. The IIon. Lengulis Patrline, M.P

AITST],N'I' \MI'I'I I AI)OI,OGY
1. 'fhe IIon. 'fitus I{hamala, M.P
2. The IIon. Muse Cynthia.lcpltosgei, M.P
3. 'lhc I'Ion. l{i1;ngol Iletrbcn I{iborelt, M.l)

COMM I'I"I-EI' SI,]CII I.]'I'AR I A'I'

l. Mr.
2. Mr,
3. Ms.
,1,. Ms.
5. Mr.
6. Ms.
i. Ms.

Aclan ()inclicha
Ilassan A. Arale
Christine Oclhiambo
Ernma Flssencli
Salat Aclan
Ilahab Chiphilirn
Victoria Waniiku

- Principal Clerlt Assistant II
- Clerk Assistant I
- Senior Lcgal Counsel
- Senior Lcgal Counsel
- Plincipal Seljeant At At'ms
- Auclio OIIicer III
- Intern

tl, PRIiI,IMINAITI
Tlre mceting was <;alled to orclcr at2.3O p.m. t,ith a lvol'tl ol'ltraycr by the Vice- Chairl.uan FIon.

Patricli Ntu,ig'a Mrtncne, M.l) arrrl ilttl'oc[ttctiolts \v(:l'c then rlonc.

MIN. NO. NA/I) tt/z,oes/+8t: coNSII)liltA'rIoN olf 'I'IIE I'ItOPOSEI)
AMIiNI)MI'N'I'S 1'O 'I'IIIi KI|NYA I)ITU(;S AU'|IIORI'|Y BII-I- TNA'UONAI,

MI}I,Y BII,I, NO AIt'fIN WINO I'

IIon. Maltin Ou,ino I)ctcrs, MI'srrbnrittcrl as tlrat (llarrst:72 ol'tirc Ilill br: anrenclccl itr sttbclattse
(r) by clelcting thc vr,orcl "pcrson" zrppcaring irnurr:cliately alicr thc rvorcl.s "The Atrthority may
authorize a" ancl substituting therelor thc rvorcls "registerecl phartnacist".

N N IiRA'TION F
AMI'NDMI'N'I-S 'I'O .fIIIi KIINYA I)ITU(}S AU-I'HOITruY BII,I, /NA-I'IONAI,

IT)I\T I\II T AAqCI.'NtrITT \/ ITIT I \T/\ r/ fl lt goq,Q I}Y I

1

E \.T\.ZII' AT I\,I)



CI-AUSI.:,2

'l'IIA'l', (llarrsc z ol'tht'llill lrr: arncrrrkrrl by irrscrtinu tlr<'li>lkrrvir)g'nc\\'<lt:lirriti<lns irt tlrt: I)l'ol)('l'
allllrlllt:t ic s('(l r r('n(:('

No. ,2 1 ol' "[)irrr:tor'-(it'rrcrirl Iirr llt,;rltlr" lr;rs tlrt'rrrt'irrrirrrl rrss-igrtt'<l to it trrrtlt'r'tlrt'lIcaltlt
20 l ;. .\t'1.;

"rvlr<llcsirlcl rIt'itlcr'" ln('alrs a l)ol'sorr rvlro is lit:t'rtst'rl t<l t'itlt'y out il l)usill('ss
u,lrcrc lrcirltlr l)r(x[u(:ts ull(l t(]cllno[<lgics ilr'(: st()l'o(1, tlistriIrtrtt'tl ol'sol(l in llrrlli
to l)('r'sol)s otlrcr tlr;rrr irr<livirlrrirl (r()nsurt)('l's ;trttl irtt:ltttlcs t'r'9'istlitti<lrr,

imlloltation, \\Iilr'(:housittg, goo<.1 <listrilltrtiort ;ll'actice s attcl

pha rntacorzi gil ancc;".

.Iustification:'l'o distinguish the I)irector'-(lcncral lbr Ilealtli rvith thc Dilcctor-()cnct'al ol'thc
,,\trtlroritl,anrl firl t:onsistt:nt:1' rr itlr tlrt'arut'nrInr(:r)t l)l'()l)oscrl lrt:kru to r:litttst' S t ol'tlrt'l]itl.'li,
rlclirrc a ulrok:salr.r'rlt:aktr irs tlrc lr:r'lrr is rr.sr:t[ iu t]rt'llill tttttlt't'r:litttsc lis) ol'tlrc llill

CI.AUSIi I2

'flln'l', (llarrsr: 1,, ol'tlrr: llill bc arttcttrlt'-cl Iry c[t'lctirrg'lrirlauraph (t).

.l rrstillr:;rtiorr: llrr'1tr'olisrorr rcl;rtt's t() ilr) rrtltrrinisLt'rttivt'lirrrr'tiou rts t'r'gitt'tls lttttruttl t'('s()tlt('(

nrilr)?rra^clll('nt irtttl rlcvt'l<lllntt'ttL;uttl rtt't'tl ttot llt'irr tlrt'ltill.

CI,NUSI| 2I

l'IIn'l', Clarrse 2l of'thc Ilill lx: atnr:nrle<l

(a) b1, rlclctirrs strb-t:larrse (.t,);arrrl

(b) irr strll-t:larrsr: (ti) lry rk'lr:tinu th<: u'olrls "(labirret St't:l't:tat'y, u'itlt t'cs1tt:t:t to its irctivities
arrcl tht: Calrirret Secretary shall lay a ool)y ol' cat:lt l'(:l)olt bclirlc I)at'liarlt:trt" antl

substitrrting thclclbl the lbllorvirlg rvorcls "lJoartl ol'thc Atrthority rvhir;lt shall strlrnrit a

r;o1>y ol'the rel)ol't to thr: Cabinct Sccrctary u'ho shall tlarrsrnit tltt: rcport to l)arlianrcnt".

.lrrstification: Strb-t:latrsc (.r,) ltrrrviclcs lirr tlrr: co-optiol) ol'utt:ttrlrct's ittto tlrc scit:rrtilit: aclvisoly
cornrrlittees. 'I'his is unnet:cssal'y as thc a;4rointing autltority ncccls to appoint the relevant sltills
to the Committec in the first instancc.

Arnenclntent ol'strb-clausc (ll) to reqtrirc that thc scientilic ar.h,i;-ol'J t:onrttrittt:es shall subntit its
rcl)ot't to tltc IJoarcl ol'thc Arrth<>r'it;, u'lrich shirl l srrllrrrit tlre s;rrrrc to tlrc (lallinet Sect't'titt'1'u'h<r
n)ust triulslrrit it to l'arliirrrrt'rrt.'l'lrt'(lrrrrrnittt't'r't:;lort lrirrl rr<lt pt'ovirlcrl lilr tlrc tritrtstttil.t;tl <ll'

tlrt't't'llorts <ll'tlrt'.st'icrrtilit'irrlvisot'.t'r'ottttttittt't's to l'ttt'liitrttt'ttL.
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'l-IIA'I', Clauo-c zz o1-thc Ilill bc amendccl in sub-<;lause (.1) by clelcting the rvorrls "sul>scction

(r)" ancl substituting therelor the rvorcls " fhe provisions ol'subsection(t)(o)".

Justification: Sub-clause (s) should not only apply where a rncdicine is not registered by the
Authority and not in instances rvherc a meclicincs is adulteratecl, substanclard or Ihils to comply
rvith the specilications in larv.

CLAUSE 29

'fIIA'f, Clause zg of the Bill be amended by deleting sub-clause (+) and substituting therefor the
following new sub-clause (+)--

"(a,) Whcre thc Authority Iinds that an application lbr registration ol'a rncclicinc or rnedical device

does not satisly the lequilements plovicled in subsection (s), it shall notify the applicant in
writing of the reasons rvhy that mcclicine or medical device should not be registered and invite
the applicant to mahe comments on its linding rvithin a period ol'one month li'om the date of the
notification."

.Iustification: Iior proper clraliing of-the srrl>-clausc (1,) as the provision is cr,rrlcntly not clear.

CI,AUSII.gT

'I'I'IA'I', the Bill be amended by deleting clause 31.

Justification:'l-o remove the aspect of trans(br ol'certilicate of rcgistration of'health ploducts
and technologies.

CLAUSE s5

'I'I-IA'I', Clause g5 of the Bill be amcnclctl---
(a) in sub-clause (r) by inserting the rvorcls "r:pon consultation and concrtrrence rvith the

pel'son rvho prescribecl the medicine," in-rmccliately alter the u,ot'cl "shall";

(b) t y deleting srrb-clause (2);
(.) by renurnberins sub-clatrse (s) as sttb-clattse (z); and
(.1) bV cleleting^ sub<iatrsc ('t,).

.Iusti{ication: 'lo rcqrrirc that a prcsclibcl o('a t-ucclicinc is cotrsultccl bcfbre rneclicine i.s

substitution rvith a gcncric rncclicinc. With the ameuclureut to strb-clausc (t), sub-clause(z) and

(+) are unnecessal'y as the factors will be discussccl by the Prescriber and the Pharmacist at the
point of consultation.

CI,AUSE 38

'fIIA'f, Clause 38 ol'the Bill be arnencleclby deleting sub-clause (z) and substituting therefbr the
Ibllorving nerv sub-clause (zf-
"("2) A Person rvho is in possession of a schecluled substance otherrvise than in accorclance rvith
the provisions of this section commits an ollbnce and shall on convictiott, lle liable to a fine not
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cxcecdir)g one rnillion shillings or to irnprisonrlent fbr a tenn not cxccccling thrcc years; or to
both."

.lrrstilication: 'lil cnhanr:t: thc ltcnalty lilr tlrc <>l]L'nt:r: ol'lrosst:ssiort ol'a scltr:tlttlctl sttllstatr<:c
(:ontrary to th<: ltrovi.siorts ol'tlrc llill fi'orrr lishs. t(X),o(X) tt> L(slts. l,(X)o,(Xx).

CI,AUSI|.39

'l'IIn'f, (llarrsr: ,'jt) <ll'tlrt: Ilili lrr: ;rurt:rr<lcrl irr srtb-t:latrsc ('t,) [ry itrst:t'tirtg tlrc rtot'<l "atttl"

irrrrrrt'<li;rtt:l), illit'r'tht: u'<lrrls "tlistrilrrrtion ol'tltc St:lrt'tltrlt'tl Sttllstitttt:t's".

.ltrsti{icati<lrr:'l'o insr:r't a rni.s.sirrg rv<lrrl rvlrit:lr s'ill rrrakt'tltt: srrll-t:lattsr: tntrt:lt t:lt:atr:t'

CI.AUSI' 4.2

'l'lln'l', ()larrsr: l2 ol'thc Ilill lrt: arrrt:ntlc,<[ in srrb-r:larrsr: (s) try rlr:lctirrg tltc u't>t'tls "ottt: Ittutcltt:tI
tlrorrsautl shillirrgs or to irrrprisournolrt {ilr a Lt'r'nt uot t'xt't't'tIiltg tltt't:<')/('?tl's" atttl strbstittrtittg
tlrcrt:lirr'th<'rvortls "[ivc lrrrrrrlr'ctl tlri>rrsancl .s]rillings ot't<l itttPrisottttt<'ttt Iirr a tt:r'nr tttlt t:xt:tr:tlirtq
{)ttt'1'1'n,'".

.lrrstillcation: 'l'o t'nltirrrt:r' tlrc litrr. firr tlrc olli:rrcr'ol'firiltrrt'to t't't'ot'tl tlrc sirlt'ot'strltlll' rt{

st'lrt,tltrlt'<l srrlrstarrt't,s irr a St:lrt:<lrrl<,s Srrbst;rrrct's lJooli as is t't'rltrirt'tI irr t:latts<' 1,2 lj'orrr lislrs.
l(X),(XX) t<l lislts. 5OO,OOO.'lir xrrlrrt:r: tlrt:.jail tr:r'rrr ()rlrtt tlrtr:t'yt:ars to ottc ycal as:) yr:ars is tott
ptrnitivr:.

CT,NUSIi 4.4.

'l'l ln'l', (llirrrst' l, l,ol'tlrc llill lrc arrrorrlt'tl iu srrll-t:lirtrsr'(ll) [l1,rlt'lctirrg tltt'u'ot'rls "trvo lttttttlrttl
tltorrsarrrl" arrrI srrllstitutirrg Ilrt:r'r:lirr tlru rr'orrls "livt: ltrtrtt[t't:rl tltotrsatt<1".

.Iustification:'l'<-r cnhanoe tlrc 1;cnalty lirr thc olli:ncc ol'lirilrrrc to lallcl a containcl'ol'.schcdulctl
,strbstanccs in thc rnanncl' .sct out in clarr.sc 4"l li'<>ru lishs. 2O0,OOO to ltshs. 5OO,OO0

CLAUSI| 79

'I'[IA'I', thc l]ill be arncncled by cleletine Clausc 79.

,Irrstification:'lhc rcgrrlation ol'rnr:at is orrtsirlt: tlre arnbit ol'thc t'c.grrlation ol'thc Arrthority

CI,AUSI' II I

'l'llrYl', (llarrsc sI ol'tlrt'l'rill lrc arrrt'rrrlcrl ll),<lt:lt'tirrc^ tltt'rr'ottls "[)it'r't:tor'ol'r\'lt'rlit'al Scrvict's"
irnrl .srrbstitrrtirrtr tlrclt:lbr tht'u'ortls "l)irt't:tor'-(icrtt't';tl lirr Il<'altlr".

.lrrstification:'l 'lrc Ilcalth l\ct, No. ''rl ol'''rol7 nr;rltcs Provision [irl tlrc <lllit:c ol'tltc I)it'<r:tor'-
()cncral fbl Ilcalth u,hit;h xlllar;t:r[ thc ollit:r: ol'tlrc I)ilr:r:tor'ol'N'lt'rlit:itl Sct'r'it:r:"-.
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CI,AUSI.] tI.g

'I'IIA'I', Clause 83 of'the Bill be arnendecl by deleting the words "Cabinet Secretaty" wherever
they appear and substituting therelbr the rvorcls "the Authority".

.Iustification:'f'he lirnction ol'resulation o{'IIP'['s is a prescn,e ol'the z\trthority ancl the po\vel'
providecl in clause 83 is rrtiliz.ecl aclrniuistratively in the pellbrrnancc of'this llrnction. -fhc Cabinct
secretar-y responsiblc lbr matters of health is only lesponsible lbr policy.

CLAUSE 90

'I'IIA'[, Clause 90 of the Bill be arnencled in sub-clause (e) by cleleting the u,ot'ds "thinlt fit"
a1;pearing in paragraph (l) and substituting thelelbr the rvords "cleem al>propliatc".

Justifi cation: Iror proper clrafting.

CLAUSF] 92

'l'IIA'l', Clause 92 oI'the Bill be arnendecl in sub-clause (e) by inserting the rvolds "rvith the
approval of'the Cabinet Secretary" immediately after the rvolcl "cletcrmine".

.Iustification: I.-or checl<s ancl balances in thc investmcnt of the firncls of'the Atrthority rvhich rvill
ensufe pruclent ust: ol'the luncls by thc z\utlrority.

Ii.oUR'TII SCHIIDUI,E

'fIIA'l', the Fourth Scheclrrlc of'the Bill be amended--

(a) in paragraph (t) by delcting the rvord "Coordination" appcaring in sub-paragraph (+);

Justification: Amenclnrent of paraglaph (t) is nccessary {br consistcncy r,r,ith strb-paragraph (t)
which establishcs thc National Irood Sa{bty Committec.

(b) in paragr-aph (z) by inserting the lbllorving new sub-paragraphs irnrnediately alier sub-
paraglaph "z(e)--

"(l)a rceistcrcrl mcclical lllactitiorr<.-r'nonrirrate<l by tirc l{enya Mcclical Associatiort;
(g)the [)ircctor'-(]encr';rl lirr Ilcalth or a lel)l'oscntativc clcsignatccl in rvriting;"

Justification: Iiol inclusion o1'KMA in the I-Iunran Medicincs Cotnrnittee as prescribers ol'
rneclicines are crucial itr enstrt'ing paticnt salbty.

Iror inclusion ol'the Director-General lbr llealtl-r in vieu, of'his technical expertise on tlatters of
health gcnelally.

(c) in paragraph (a,) by deleting the wolds, "in consultation rvith the Cabinct Secretary
responsible for health," appearing in sub-paragraph (c)(u).

5



Justilication: 'fhe worcls "in consultatiort with the Cabinct Secretary rcsponsiblc Ibr health," are

supcrlltrous as it is alreacly inclicatccl that thc Ohairllcrsott ol'tltc Mctli*rl I)cvit:t:s ()otntnittcc rr'ill
lrc a1:poirrtcrl lly thc (]allinct Scct'ctat'y.

M t N ..N Q._l$ADel ! l g, p gs. 1,t s * Lt)..| <).U" .R N M Iihf l'
'I'hcrc bcirrg n() any hcr brrsirrcss, thc (llraillxrrson, arljortrttcd tltc utcctittlS at t:xactly "!.lio I).nr

Sign..... ......I)atc

IION. I'A'TRICK N'TWIGA MUNI|NI], M.I'

VIC}:. CI IA I It P ERSON, I)EI'AR'TMIiN'I'AI, C OMMI'I''T}:E O N T II.:AI,'TI I

I
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MINU'rES OII IIUNI)IIrII) AND 'l'WI,lN-fIIY SIXT II (rzoflr) SI'I'TING ()l' TI'IL
DEI'AR'I'MENTAI, COMMI'I-'I'EI' ON IIIiAI,-TII IIEI,D IN IIII,'I'ON GARDIIN INN ON
WIiDNI|SDAY ls''' NOVLMIiI'R, e,oe,s l\'L^ e.oo A.M

PRESEN'T
l. The IIon. Dr. Puhose Robert, M.P - Chairpcrson
2. The I'Ion. Ntrviga Patriclt Munene, M.P -Vicc-Chairpcrson- Chairing
3. -fhe FIon. Dr. Nyilial James Wambtrra, M.P.
4. 'fhe FIon. Sunhr"rli.lulius I-ehahcny Ole, IiGI-I, EIIS, M.P
5. The I-Ion. Mary Maingi, MP
6. -I-he I-Ion. Oron Joshua Oclongo, M.P.
7. 'fhe I-Ion. Prof Jaldcsa ()uyo Waqo, M.P
8. -fhe I-Ion. Wanyonyi Martin I)e1tela, M.P
9. -fhc IIon. Orvino Martin Petcrs, M.P
lO. fhe I-lon. Mathcngc l)trncan Maina, N4.l'

11. 
-fhe I-Ion. ltibagencli Antony, M.I'

12. The I-Ion. Lenguris Pauline, M.P

ABSEN'T WI'TII AI'OLOGY
l. The I-Ion. Titus Khamala, M.P
2. The IIon. Muge Cynthia.Iepl<osgei, M.P
s. 'fhe I'Ion. I{ipngor Ileuben l{iborek, M.P

CO MMITTIIE SE CIUI'TARIA'I'

l. Mr. Adan Ginclicha
2. Mr. I-Iassan A. Alale
3. Ms. Christinc Oclhiarnbo
4,. Ms. Emma Essendi
5. Mr. Salat Aclan
6. Ms. Rahab Chiphilim
i. Ms. Victoria Wanjiktr

- Principal CIcrk Assistant II
- Clcrk Assistant I
- Senior i,c.qal Counsel
- Senior Legal Counsel

- Principal Serjeant At Artns
- Audio OIIlcer III
- Intern

IN A'I"I-IiNDAN CE- I IO N. MI,]MII IIIIS WTII I I' R O I' OSED AMI.]NI) MIIN-I. S
1. I-Ion. Dr. Otiende Ornollo, MP-
g. FIon. Millie Odhiambo, MP - attencled through Vistral and sent submission by cmail.

MIN. NO. NA /D C-I I / 20 2.9 /,1. I] 6 : ['ITF]I,IM INAITIES / IN'I'ITOI) UC'TI ON
-lhe rncetins was called to olrler at 9.30 a.rn. rvith a r,r,ot'cl oIplayer by the Vicc- Chairuran I-Ion

Patricl< Ntrviga Mttncrte, M.P ancl intt'ocluctions wcre thctl clone.

lr/ F'I
I't'I

BI-Y BII,I, NO N. I)R.

-fhe I-Ion. l)r'. Oticnclc Onrollo, MP attcnclecl throrrgh Visrral ancl presentecl tltc lollorving
arnenclrrrents to the (lornnrittee as pel' the ot'clet'papcr of 2<tt'Octollet', 2023 at 2:3O pm.
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Urr<lr:r'Clatrsr: 2
'l'lrirt, tlrr'(llirrrst' ,2 ol'tlrt'llill Irt'irrrrt'rrtlt'rl Ir.i,rlt'lctirrg tlrc tlt'linition ttl "plt;u'lttitt'.\," atttl

.srrlrstit u ti rrg thcr'<'lirr tlrt' f irl lou' iug' rl('\\' tlt'lirr i t iorr-
"plrarrrr;rr:1,h;r.s tlrr: rrrr:arrirrg;rssigrtt'rl t<l it rrntlt'r'tlrt'l'ltat'tttitt'-\'ittt<l poisotrs l\r'1.

Clausc ti
'l'hat, (llirrrs<'s llc arrrorrlt'tl irr.srrlr-r'larrsr'(l) Irt,rlclctirrg llarlgralllr (j) ;rrr<l strlrstittrtirtg tlrt'r't'lirr'
t Irt' Iirl lou i r) g l) ('\\' 

1 
l;r r';ru^r'a1 ll r-

"()ltc l)(:l'son, rrot ltr:ins^ a s-o\.ol'l)or, u,h<l is tt I'r'g'istt:t'r:tl llltartttacist ol'i;^<locl stitrtc[ittg, ttotttittittt'tl
by the (}rrrrrcil ol'(iovcrrtot's"

Clarrsc .9!)
'I-lrat, t:larrsr: tjS) ol'thc llill lrr: arrrcu<lr:rl in tlrc trrargittal rr<ltc by tlt:lt'tine tltt: rr'ot'<l.s "Wltolt:salt'

[)r:alr:r's Lit;orr:r"'arrrl srrbstitrrtirrg tlrt:r't'firl t]rt'rvortl "l,or:itl 'l't't:ltrtit:al Ilt:llrtscrttittivt'l,it:otct"'
'l'lrc l Ir>rrolalllc rrrt'rrrlrt:r'irlso siritl t:l;rrrst"/,:r illr(l li5 nct'rls to lrt't'r'loolit'tl.

vuN,_ No._ _NA /DC-fi/2o2:r1 t.8et CONSII)I,-llA'l-l()5\ OI,' ',l'lll.: llllol'QSItl)
AVll'lNI)N!l'lN'l'S 'LO_ f-l_ll:_ l(l'INYA l)llU(;S AU'l'llOltl'l'Y ltll.l. -(Nt\-l-lONi\1.
A$SnVIll.Y Ill-1.1, NO.5,r, Olt yto,t,t) liY IION. ivlll.l.ll.l OI)llln N{lto, ivll'.

'l'lrc ll<lrr. rVlillit'()rlhiarrrlro, Nl l'rvas irrvitcrl to tll(r rvirrrrorving I)r'o(:css ol'tlrt' licrrl'a l)r'trg
,\rrtlr<rrit;'llill, cogg tlrlorrulr a lcttcr rcl. N,\/l)l)(l/l)(l-ll/2o23/ (ol;tl)rlatctl'i/;rrr O('tol)('r',2o2li
Iirr a rrrr.t'tir)g ()t) ll l't Ot:tollcr arrrl l'' Nt>r'r'rrtlrt't', 2o'rji ;trtrl itttt'rrtlcil tlrc rrtt'ctirrg'tlrt'otrg'lt Vi.strirl

on l'r Novcrrrllcr irrrtl prcscrrtr:rl tlrr: lirllou ing I)l'()l)osc(l ittttcttrltttcttts t<l tltc OottttuiLtct'rvlrit:lr sltc

st:nt throrrrrh cnrail r:arl ier as lirlkru's Iirl t:onsitIcration sirrr:t: shc Irarl tlavt'llt:c[ <lrrt ol'thc Oortrttt'y;

l'AIl'l'I- I'llIaLIMINAllY:_ArltI tlrt.rlt'linitiorr ol"'altcrnativt'urcrlit'iur:" "allt:rn:rtivc tnctlicittc"

luc:ulsi irlt<'r'uativc rrr<:rIir:irr<' rts <lclirt<'<l trtt<lt't' tlrt' I It'altlr ,,\t't.

I)cll ni t ion ol' "rlrrrg"

(a) r\rltl tlrt' u.'orcls "ltct'lral

"rncrlit;inal plcparatiorr,

l'cl)l'clror)tc(l firr rrsc in-"

(b) Artrt thc u,orrl "ho'bal

"trrcrlicinal llrr'1la ratiort"

rrrcrlir;irrr:" ;rlicr tlrc rvot'tls "iut1' tttcrlir:ittc" itutl Irclirt'c tltc u<lt'tls

mcclit:iuirl srrbstartt;c, tltct'apctttit: sttbstartce l)l'cl)arc([, soltl or'

rrrr:rlicinc,"" alicr tlrr: s,orrls ilr)12 111,'r1i,;irrc" anrI br:lirrr: tlrr: rvorls

(ll) (ii) rlr.k'tt'tlrt'rr'or-rl "i{";rpllcirrirrg alit'r'tlrt'u'ot'rls "r'cstot'irrg, r:olrtt'tirrg or rrrotlilf irrs^

Iirrrt:tiorrirrg";rn<l irlicr'llrt'rr'<lrrls "()l'g;lns in Ittttttitrts ot';tttittt;tIs" arrrl I't'lllitcc rr itlr tltt'rtot'<l "ol".

I)cllnition ol"'lirlsillcd lrrcrlir:ittcs" l)rrt a scttti t:olott (:) alit:r'tlrc rr'orrls "... ol'at:tivt'ot'otltt't

irtgrcrlicrtts" anrl lrclilt'r' tltt: rt'ot'tls "ol lirls<'lY lalrt'llt:tl trtt'<lit:irtt:"
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Dcfinition of hcalth products and tcchnologics Delete and rel;lace rvith "hcalth products"

lneans chemical substances, therapeutic cosmetics, herbal medicines, tnedicines, scheduled

substances and relatecl pt'odttcts ancl sttbstanccs.

"hcalth tcchnologic.s" r.neans rneclical clevices including racliation-emitting devices and relatecl

products.

I)cfinition of hcrbal mcdicinc or proclucts l)elctc ancl re1;lacc u,itlr "hct'bal mcdicinc" nteans

the use of plants to h'eal disaa.se attd. anlmtrce gen.eral h.ealth ancl wallbeing.

"hcrbal product" mcans a plant dcrived matcrial or preparations rvith clairned thelapeutic or

other human or veterinary health benelits, rvhich contain eithel raw ol'pt'ocessed ingredients

fi'om one or mol'e plants, or material of inorganic or animal oligin;

Dcfinition of "insanitary condition" Add the worcls "herbal medicine" after the rvorcls "as might

contaminate a dnrg or a therapeutic cosmetic" ancl belbre the rvorcls "with dirt or filth"

I)cfinition of "Labcl" Atld the rvorcls "herbal rneclicinc" alicl thc rvorcls "accotnpanying any

ch'ug" and l>elbre thc rvorcls "therapeutic costnctic"

NB: 'fherc appears to be sonrething rnissins in this clelinition ancl I cannot tell rvhat it is. -fhe

oliginal c[r'aftcr catt assist.

Dcfi nition of "rnanufactttrc"

Delete the rvord "procluct or" appearing alter the rvords "means any pl'ocess cat'ried or"rt in the

course of mahing" ancl aclcl the words "or product" after the lvorcls "rnedicinal substance" and add

the rvord "extracting" alier thc'u,ords "ancl inclucles" and ltelorc thc rvorcls "packaging, blcnding,

rnixing"

Dcfinition of "mcdicinal substancc" Add the rvorcls "hcrbal meclicinc" after the tvords

"rnedicinc" and llc{blc thc u,orcl "Procltrct"

I)cfinition of "rcgistcrcd miclwi{'c" l)eletc the u,orcls "by larv to ltractice the profcssion ol'

rniclrvifb in ltcnya" ancl rcltlacr: u,ith the rvorcls "to 1;ractice as such ttncler tlte Nttrses and

Mirhvivcs'Act"

I)cfinition of "rcgistctcd phalmacist"
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Delete the words "by the body Ibl thc tirnc being responsible fbr registlation ol'pharmacists" and

lt:pl;rt't'u'itlr tlrt rr,<lr'(ls "trur[t't'Iltc l'lr;rt'rrritcy ittrtl l)oistltts i\t't":

I)cll ni tion o l' ".str lls tartrla rtl tttt:d ici ttt:"

r\clcl tlrc rvot'cL- "trnrk:r'this l\t:t ()l'ally otlrcr u,r'ittr:u lau"'alicr tltt: u,(tt'rls "nl(:illts tnctlit:ittt's rvlticlt

r[<l n<lt rrrr:t:t rlt'firrt:rl ,starrrIalrls anrl sllcr:ilir:ations" irrrtl lrclilt't'tlt<'u'otrln- "arttl ittt'ltttlt'.s 1>l'<ltItrct.s

tlritt l:avt: l)t't:rr t:orrtarttirtatt:tl"

I)cfinition of "thcrapcutic cosmctic"

f)elete thc worcls "or alteling cornplexion" a1:pearing alte r the rvot'cls "solcl or t'eprcscntecl lbl use

in t:lr:aninq, irnl'rloving" antl lrr:lilrt: the wot'cl.s "sltin, hait', cye.s or tr:e-th"

Clatrsc fi (a) (a):_I)clctc tlrc u'r>r'rl "cnsiner:r'irrg" apllcaring alicr tltc rvort[ "in cithcr' plrarrttacy,

rncdicint:", anrl llclirlc thc r.r,<lrt.ls "ot' c<lttivalt:n t Iit:kls";

CIarrs<. 7 (ir) ;rrrrl (b) - l)r'lctt'srrlr cllrr.sr'(ir) ;rrrtl (lr) ;rrrrl tlrt'rr It'plirt'r' rr itlr tlrc lirllorr irrg:

(a) Is a Statc oll'icc:r

llcn rr nrl>cr thc s r rbset:tions r:on st:tl uently.

(c) rlclr:tc srrbset:tiorr "e" arttl I't:1:lat;<'rvitlr tlrc u'ot'tls "is a 1;ublit: <lflit:ct"'

(l) dcletc thc rvords "Act", rcgrrlation uuclet'this" apllcaring at tlte cttd ol'thc scntcll(:e arrd rqllacc

u,ith "rcgulations undet' this Act"

Clarrse 8 (.9)- I)eletc (e) ap1:caling lletr,r,r:en "h" and "i"

(a) Clausc a (c) Delete sub clauses (a) ancl (b) and lrplacc with (a) ls a State ollicer'

Clausc tl (z)

.\tltl tlrt: rr'<lrrl ".yorrtlr lcllrr:.st:rrtation" alit:r' thc rvortl.s "t'cgat'tl slrall llr: Iratl ol'tltt: ttt:t:tl Iirr"' arttl

Ilclirlr: thc rvolcl "rc.giorral" ancl aclc[ tlrt: rvolr[ "arrr[ ctltrtit;" itlict'tltt: u'olt[ "r't'giorral" itrrt[ bclirt't'

the u,orrls "balarrc<' antl tlrc rcaliz.ation"

Clarr.sc l0 (I)(l) l)t:lt:tr: thc u,oltls "1;t:r'rrrission ol'tlrr:" artrl xlrlar:r'u,ith "uotilying thr"'

Clarrsc to (o)- Arlrl thc s,orcts "r:herni<;als, urctlicine" alicr tltc rvorrls "proruotc rati<lnal rtst: ol'
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Clausc ru (a) - Delete the u,orcl "ensure" and replace rvith the rvord "set"

Clausc l2 (b) - l)eletc th<: rv<lrd "that" appcaring aftcl the rvold "en.sure" antl belbre the rvords

'compliancc rvith existing leuislation" anr[ replacc u,ith the rvorcls "tlrat there is" anc[ Iirr-ther

clele tc thc lvolcl.s "is bcing prornotecl ancl controilecl"

Clausc tc (g) - Deletc the worcl "beine" after the rvord "products and technologics are" and

belbrc the rvords "assessed accordingly

Clause lg (Ir)- Delete the rvords "co-opt in such cornmittees" ancl replace rvith the rvords "hire

as consultants"

Clausc 17 (2) * Acld thc rvolcls "youth inclusion" allcr the rvorcls "Thc principles of' ancl afier

the wor-ds "ethnic, rcgional ancl g'ender"

Clausc 21 (L) - I)eletc the u,olds "Cabinet Secretary" appear-ing alier tl"re rvorcl "-fhe" anclbefore

the worcl "may establish scicntific" ancl lirrther delcte the rvord "Cabinet Secretary" appearing

belbrc thc rvorcl "unclel this Act" ancl rc1:lace rvith thc u,olcl "Arrtholity".

Clausc 21 @) - Delete the vvolcl "Cabinct Secretaly" ancl replacc rvith "Boarcl"

Clausc al (,1) - Delete the rvord "Cabinct Secretaly" and leplace u,ith the "Boarcl"

Clausc cl (9) - Delete thc vvord "Cabinct Secretary" appearing bcfore thc rvords "rvith lespect

to its activities" and replace u,ith thc r,vorcl "Board"; further clelete the rvords "ancl the Cabinet

Secretary shall lay a copy of each report befbre Parliarnent.

NIIW Sub-clausc 2l (1o)-'fhe lloalcl shall prepare ancl sr"rbrnit annually a report of its activities

ir-rclrrcling* that ol'any subcommittees to thc Cabinet Secretary ancl thc Cabinct Sccretary shall

submit the saicl reirort to parliarnc"nt.

Clausc 29 (2) (b)- Delctc the rvolcls "{ivcyears" anrl replacc r,vith "threc years".

Clansc 22 Q) - I)ek:tr: cntirc r;larrsc

Clatrsc 2,t (3) - Add sub clause (c) as fbllou,s:_(c) is herbal rncdicine

Clause z,fr (4) (a) - Dclete the rvorcls "one hundred" and replace rvith "fir,e hunclrecl"
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Clarrsc a,\ (b)- l)ek:te thc vvorcls "tu,o hunch'ctl thorrsantl" anc[ rc1;lacc rvith "onr: rnillion shillines"

;utrl Iirrtlrt.r'rlt:lt'tt.tltt'rt'ot'tls "{ivt't,t'itt's" itlltl t't'lllitt't'rvitlr "t}rrt't')'('ill's"

Clausc 27 --Arlcl a nc\\'Clatr,sc 27 (l)as firlloss:

27 (l)"'l'ht.,,\rrtlrorit-1,rrra.y issrrr: llrorlrrt:t licr:nt:t's;ts pr'ovitlt'tl rrrttlt'r'tlris 1\t't

Ilcrrrrrrrlrt'r' ('url'('r)t'-?.1 lo'J; ('2)

Clausc 2u (l)- r\clcl tlrt: u,olrls "arrcl lrclbal rrt:clit:ittcs" bclbt'c tltt: u,ot't[ "t'cgistttt"'arrtl alict'tlltr

vr'<lrrl "'l-lrr:r'e is r:stablisht:d a ttte<.licittcs"

Clarrsc 98 (g) - r\dd tltc l,orrls "lrcrl;al rrrr:rIir;ittc" alicr tltc u,ot'cls "t:otrtt:ttt ol'tlrc rtttttIit:ittt:s" artt[

lrclirrc tlrr: u'rlr<l "r'cgistol,

Clau--c A9 (t) - l\clrI il uo\\, C]larrsc.29 (1)irs [i>l]os's thc'tt t't'tttttrrlrcr tlrt: sttbsctltrt'ttt sttbst't'tiolts

2l) (l),,\rr-t, ltltirrrrurcist rna.1,;tPlllt, lilr tlrt'r't'gislt'atiott ol'ir rrrctIit'irt<', lrt'r'lritl rrtt'tlit'irtt'or rrlt'rlical

tllr ict rr.s lrtovirlctl Iirt rurrlt't'tlri.: .\t t.

Clarrsc 29 (l) - r\cltl tlrt: rvolrl "lrcll>al nrr:rlicirrt''' irt strb t:litttst' 29 (l) irr thc llill ;rlicr lltt: tt'ol'tls

Clausr: eg Q) (a) - l\rlrl tlrt'rrorrls "rll lri'r'll;rl rrrt'rlir:irrt"'rrlit'r'tlrt'tvor'<l "tlrc'rrrt'<licirtt"';rrttl lrt'lirrc

tlrr: rvortl "in rlrrr:stiort"

CIau.sc eg $) (b)- Adcl tlrc u,<>r'<.ls "or Irt:r'bal nrcrlir:irrc" a{icr tlrt'rr'ot'tl "tltt: tttctlit:irtt"'anclbclirl'e

tlrt u'ot'cl "irt <ltrcstiort"

Clarrsc gg (s) (c) - Add thc s,ortls "or hclbal rncclicinc" allct'thc u'orcl "tltat urcclicint'-" anclbcfirrc

the rvorcl "is in the public clomain"

Clarrsc qg (,1,) -z\cl<l tlrr: u,orcls "hclbirl nrcrlit:inc" alit:r'the u,ol'cls "ol'a trtr:rlicittt:" anc[ llclbre thr:

u'orrls "it slralI t'arrsc: tltc irplllit:ittrt"

Clarrsr:99 (4.) (b) - Arltl tlrt'u'ortls "t:orrrrlrt'rrt" irlicr tlrt'rt'ot'tls "rr itlr tlrt'a1l1llit'rrrrt'.s";rtttl ;rlicr tlrc

rvorrls "<lrt tlrc .'\ trtlror-itl,'.s I'('ilr.i()lls lill rrot Ilt'irrg- s<l sirt islit'tl"

Clausr:99 ((;) -,\<lrl tlrt: uolrls "lrcrltirl rrtt:tlit'irrt"'alit't'tlri'rvortl "lrrt'rlit'irtt"';tttcl Irt'lirt't'tltc uot'tls

"tlrc lcgistral shall lcgistcr"'; anrl Iirrtlrct'alit:r'thc rt'clt't[ "tttr:rlit:irtc" arrrI Ilt:li>r't: thtt tvorcls "as al'c

a
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reqlril'ecl lly this Act"; and lulthcr a{icr thc 'vvolcls "in the prescribecl lblm in respect ol'that

medicine"

Clausc 29 (1) - Add the rvords "and herbal medicine" after the wolcls "Every rnedicine" and befbre

the words "shall be registeled"

Clausc 29 (8)- Add the rvords "and hcrbal rncdicine" after the rvords "allocate to every medicine"

ancl belbre the rvorcls "registercd unde r this Act"; and further after the rvords "name of such

meclicine" and befbre the rvorcls "ancl rvhich shall be statecl in the certificate"; and firrther after

the rvorcls "issued in r-espcct ol'that such mcclicine"

Clausc 29 (9) - Add the rvords "ancl herbal medicinc" after the rvords "rcgistration o{'rneclicine"

and belbre tlte u,orcls "alleacly re.qisterecl"; ancl lirrther aclcl the rvorcls "unclet' tltis Act or any other

rvlitten larv" altcl the u,<>l'cls "alreacly registcrccl" ancl belbre the rvorcls "shall be valicl {br a peliod

ot

Clausc 29 (19) Add the words "and hcrbal medicine" after the words "in respect of a medicine"

and before the rvords "relbrred to in subsection (+)"

Ncw Sub clausc 29 (r2) (o), (b) and (c)_Plovide for a new sub clause 29 (tQ) and lenumber the

current 29 (12) to 29 (13)and others consequently. Provide for the sub clause 29 (t2) as follows:

(a) "'flie Authority rnay reject any aplllication if the applicant fails to meet the standards as

lequir-ecl by this Act or any other r.r,ritten law"

(b) A person clissatisficd rvith the dccision of the Ilegistrar may appeal to the Boarcl within the

periocl speciliecl unclel' subsection 14,

(c) Whcre a person is clissatisliccl rvith thc clecision ol'the lloalcl, thc apyrlicant rnay appeal to the

Lligh Cotrrt rvithin thirty clays ol'the deci.sion bcins comrnunicated to hirn or her.

Clausc 1.9 -_Add the rvorcls "ol'appeal" after the r,vorcls "expiry of the appropriate pcriocl"; and

firrther cleletc the rvorcls "refbrred to in sixty clays"

Clausc ao (l)

Add the rvords "or helbal rnedicine" after the rvorcls "on application by the holder" and belbre the

rvords "a certificatc of registration"; and ftrrther afier the rvords "register with respect to that

medicine"
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Clarrsc .e0 (.e) (b)

t\rltl tlrr: u,oltls "or lrclllal nrcr[it:inr"'alit'r't.lrc r,t'ot'tIs "in t't'sPt't:t t>l'tlrt'tttt'tlicittt"'arttl lrt'lirt'c tlrt'

rvp;cls "alicr rct:t:iving thr: r:xi.stittg t:t:r'tilit:att'<>l'r'cgistt'atiott"; art<l lirl'thcr aficl thc u'tlt't[s

"r'r:gistr:r'u'ith lcsllct;t to that rrrr:rIit:irrc"; anrl Iirt'tltt:t'ali<:t'tltt: rvot'<ls "itr tr:s1lt:t:t t>l'tltat rltt:tIit:ittc"

antl b<:lirt't' tltc s'ot'tls "lirt' t:attt't:Iatiott"

A Ncw Srr[r clausc .'rO (3) - I'rlvit.lc a uc\\, srrll t:larrsc ao (3) att<l t'<'rttttttllr:t' thc t:ttt't'(:ttt (s) as ('t')

ancl plovicle Ibr thc ncrv (s) as Ibllorvs: (s)'l'hc ap1>lit;ant shall plovicle fcasons Ibr tlrr: pt'oposccl

atnr:ntlnrt:rt ts

Clausc.gI (l)Arltl thr: rvortls "ur hcrbal rrrr:rlit:inc" alir:t'tlrt: u'ortl.s "t't:g-i.stt'ation ol'a rltctlit:ittt:"

Clatrsc.,fZ (f )_Arltl tltr: u'r>r.rls "lrcr.lxrl ntcrIit:irrr'" irfit:r'tlrc rvor'<ls "r'r:11i--tration ol'a rrrr.<lit'irrt"'itrt<l

llclirrc tlrc rvot'<[s "" ot' tut'<[it:al <lt:r'it:t"'

Clarrse g2 (I ) (a) l\<l<l tlrr: rvorrls "lr<'r'lxrl ructlicirrt"'itlit't'tlrc u,ortls "to u'ltit'lt pitrtit'trlitt'trtt'rlicirtt"'

arrrl llt'lirt'r' tltt' rr'ortls "" tlt' Ittt'tlit'itl tlt'r ict''

Clarrsc :r2 (l) (b) Acttt tlrr: u,orrls "lrcrbal rnr:rlicinc" alit'r' tlrc u,oxls "ltartit:trlat' t'rtt:<lit:ittc" atttl

bclirlc thc rvortls "" ot'trtt:tlit:al clcvicc"

Clausc a9 (l) (c) z\cl<l tlrt: rr,ortls "hcrbal rnr:tli<:ittr:" irlit'r' tlr<' rt'ot'tts "pat'tit:trlat' rrrt'tlitrirtt:" atttl

Irclirrr: tltc rvot'cls "" <lt'tltctlit'itl t[t:r'it:c"

Clausc se (g) r\r[r[ tlrr: u,orrls "lrcrllaI rut'rlit:irtc" itlit'r'tlrc rlot'cls ";tny trrt'tIit:ittc" antI lrt'lilt'c tltt:

the vyorcls "or nrcclica] clevice"

Clau.sc sg (,\) Adcl the u,olds "herbal rrreclicinc" alicr thc rvot'tls "registratiotr ol'that tneclicitr<:'

ancl bclbre thr: u,orcls "" or mr:dical devit;tt"

Clarrsc sg (,t) (b) Add tlrr: u,oxls "hcrbal nrcclit:ine" alit:t'thc rvot'cls "that thc'- tr:sistt'atiotr ol'tlre.

rrrr:c[it:irrc" arrcl bt'lirrc tltc rlot'cls "ot' tttctlical clt:r'it:c"

Clatr.sr: S9 (5).,\tltl tlrt' rr,ortls "lrcrlrirl rrrctlit'irrt"' irlit'r' tltt' tr'<,t'tls "irr t't's1lt't't t>l'it rlrt'rlit'irtt"' arxl

Irclirx' tlrc rvot'rls "" or rrrr.rlical rlcvit:r"'; arr<l lirrtlrt'r' irlicr tltt' rt'ot'rls "ol'tltt' t't'gislt'itlirltt <l['tlret

rrrr:clir:irrr:" artc[ lrr:lirrr: tlrt: rt'ol'tls "ot'rtrctIit:al tlt:r'ir:t'".
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Clausc as (l) and (z)

(t) Add the rvords "herbal mcdicine" after the rvords "registration ol'a medicine" and before the

words "" or medical device"

(z) Add the rvorcls "herbal rneclicinc" altel thc worcls "registration of'a mcdicine"

Ncw Sub clausc a$ @) Provicle for a new sub clause I and renumbel curlcnt sub clausc (s) to

(+). Provide lbr the nerv sub clause (s) as Ibllorvs:

(s) In the case ofcancellation of'registr';rtion o{'a hcrbal mcdicine the Ilcgistrar shall in such case

specily-

(a) fhe namc under rvhich the herbal rnedicine is registerecl

(b) The active corrponents of thc herbal meclicine

(c) The narne of the applicant

(d) The name of'the pcrson rvho has propriety rights ovel the l"rerbal medicine

(e) The registration number allocated to the hcrbal meclicine;

(Q The conclitions if any, sulrject to rvhich that medicine is registered

Clausc.95 (l) Delete the rvord "shall" a1;pearing alicr the vvorcls "A phat'macist" ancl bclore thc

words "clispense ancl interchangeablc" ancl replace rvith thc vvorcl "tnay"

Ncw Clausc 35 (,t) (d)Add a new sub-clause (4,) (.1) as Ibllorvs:

s4,(4,) (cl) rrnlcss the prrrchasr:r'or paticnt is first inlbrnrccl ol'the satnc ancl agrees to the change.

Clause .?o (t)-Dclete the rvords "on a cornmercial scalc"

Clausc .gti (z)_Delete "onc hundrecl thousand" appearing after the words "a fine not exceeding"

and belbre the rvolds "shillings or to imprisontncnt"

Clause 4tl (,!) I)elcte the rvorcls "rvhose clecision thereon shall be linal" appearing at thc end ol'

the sentence.

Clausc ao (z)_l)elete thc worcls "two hunclrecl thousancl" appearing afler the lvot'cls "to a fine not

exceecling" anc[ reltlace rvith "onc nrillion"; ancl cle]cte the rvorcls "t\\ro yeal's" appearing after the

rvorcls "inrltrisonment lbr a telm not cxceccling" and replace u,ith "thrce ycal's".

Clausc 4,1(l ) (d)_Add thc u,orcls "enlollecl phalrraccutical technologist ancl registerecl

pharmacist" alir:r the u,t>rtl "pt'actitiottcr"'
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Clatrsc ,tz (a) (a)

1)clctc tlrc u'ortls "1:r'or,iclt.rl tlrat u'hcrt'a I)cl'son l'('l)l'('s('nts tltitt lrt'trl'gt'r1111't't'tlttit'cs a Sclrt'clttlt:

Strbstarrr:cs Iirl thc pLlrlx).\(., ol'his trarle, Irrrsiltcss or' pt'oli'ssitlrt attcl n-atislics thc .scll<:t' that lly

l'(,ilsolr ol'sonre(:nl(:r'gor)(:y lrt: is turalllc: lrt'lirtr: tlt:livt'r'y to Iirlrrislr tltt: t>r'tlt:t'irr rvritirru, tltc st'llcl'

rrray Iilltlrrvitlr clt:livcr tlrt: Sclrcrltrlt:rI Substar)(;(:s to tlt<: pttt't:ltast:t'tr'lto rvill lvitlrin trt't:ttty-lbttt'

horrrs of'thc sale Iitrnish tlte sr:llcr rvith thc rr,rittcn ot'tlcr"

Clausc ,\e (S) Delctc the worcls "one hunclrecl thousancl" appealing alier the worcls "to a line not

cxceccling" and l>elbrc thc worcls "shillings or to in-rprisollmcnt" ancl rc:1;lace rvith "onc rnillion"

Clausc ,1,.9 (.9) l)eletc thc rvorcls "one hurrch'ecl thoustrrrd" al4tearing alier tltr: rvorcls "not

r:xr.cr:tling" anr[ alit:r'tlrc tr,<>r'r[s "slrillirrr.^s or to itullt'isrttttttcttt atttl I't'1tlat:t'tt itlt "ottt: nrilli<1n".

Clatrsc.l,.l (.r) l)t.lr:tr. tlrt'uorrl.s "orrt'lrrrrrlrctl tltottsittrtl" apllt'at'irrg aftt:t'tltt: rt<lrtls "tttlt

t'xct:r:tlirrg";rrrrl alit:r'tlrc u,orrls "slrillirres ol to irrrllrisounl(:nt itrttl t'r';llitt:t'rvillt "tlrtt: ntilli<trr".

Clarrsc 4,5 l)t:lt.tc [ht: tvortl.s "livc IrtrntIr't:tl tltorrsirttrl" a1l1lt:irlirrg itlit:r'tlrt: l'ol'tls "tt()[ (:-\('('c(lill]1"'

arrrl altr:r'tlrr: rvorcls "shillings or to iutpt'isottttt<:ttt antl tr?lact's,itlt "ortt: ttrilliott".

Clausc,16 (l) [)clctt: thc rvorcl "'l-his" aPPcaring- at tltc bceirrrring ol'tlrr: sor)terlcc atttl l'e1:lace

rvith thc words "-lh<: elcctronic supl;ly of'meclicinc"

Clausc 59 (.r) Aclcl thr: u.ortl "u ho" bt:trvcr:n tlte rvot'cls "A pcrson" and thc rvot'cls "sclls or

strpl>lir:s"

Clarr.sc 60 (l)(c)l\rlcl the r,orcls "nrcrlit:inal Iu:r'bs" alict'tlrt: u'ot'rls "utauttlitctttt-ctl atttl irnllot'tctl

rneclicirre" autl alicr the rvt-lt't[s "or ttrctlicittal str[lstattt;r:s"

Clausc 6s (1) Aclcl thc u,ords "nrcclical herl>n-" allel thc u,ortls "r't:li:rring to a nreclicinc" atrtlbeftlrc

thc words "clrug, ap1>liancc or article"; ancl lirrtlrct'belbre thc 
"vot'ds 

"to imply that the tncclicine"

anrl bclbrc the rvorcls "clrus, appliancc or at'ticlc".

Clinrsc G? (.9) (a)_l)clctc thr: rr'olrls "tu'o hrrnrlrr:rl tlrorrsantl" a1:pcaling alir:t'tlt<'u't>rtl.s "a linc

rrot t:xr:ccrlirrq'" anr[ llclirrc lhr: rvorrls "slrilliugs ot'tu att itttlll'i.s<lrttttt:ttt" att<l t't:Plat;t'rvitlr tlrt: rv<>t'tls

"orrc nrilliort".
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Clausc 67 @) (b)-Dclcte the words "three hundlccl thousand" appcaring altcr the rvords "a fine

of at least" and befure the u,ords "shillings or to an irnprisonment" ancl replace rvith thc u,ords

"trvo rnillion".

Clausc 6u (I) Add the u,orcls "or hcrbal mcclicine" a{ter the rvorcls "recornlnendecl a rnedicine"

ancl bclbre the rn,orcln- "to Plovc".

Clausc 7t_Add the rvords "helbal rneclicine" alier the vvords "homoeollathic mcclicine

preparation" and belble thc rvords "or medical clevice"

Clausc 72 @)_Adcl the words "hcrbal mcdicinc" alter the r,vords "quantity ol' a particular

medicine" and a{ier the lvords "or rnedical device"

Clausc 79_Delete Clause 79

Clausc 86_Delcte the rvords "seven hrrndrecl thousand" appearing after the 'n,ords "a I'ine not

exceecling" and be{bre the rvords "shillings or to implisonment" and replace rvith "onc million"

Clausc sa (v) Add thc rvorcls "helbal rneclicine" at the end of'the scntence.

Clausc u8 (aa) Adcl tlre rvorcls "herltal mcrli<;iuc" aftr:r thc rvorcls "a speciliecl rnedicine" and belblc

thc rvorcls "nreclical clevit;r:"

CLAUSII utl (bb) Aclcl the worcls "herbal medicine" after the words "dispense medicine" and

belbre the words "medical clevice"

Clausc 88 (dd)_Adcl the rvolds "helbal medicine" after the rvorcls "compounding ol'meclicine" and

before the words "rnedical device"

FOUIT'I'II SCIUTDULII Section (t)(t) r'e1;lacc Cabinet Secretary with "the Boarcl"

Scction (,t) (c) (t)Add thc rvorcls "lrclbal rncclicine" a{ier the'r,r,ot'ds "httman nreclicinal Proclucts"

and belble the u,orcls "giving aclvicc"

'fI'l'LE - Change thc'fitle to thc KITNYA DIIUG ANI) IIITAL'|II'I'ECIINOLOGII|S BILL.

MIN. NO. NA/DC-[I /qoss/,t,rsz II)I|IIA'I'ION OI' 'I'IIE I'ITOPOSI|D
I)RU(}S

anaa\ Il:-If)\TA CCIi]\/RT .11 IITT T XT/\ r/. fl F
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'fhe IIon. Pr:tr:r' Kalunra, MI) rvas inr,itcrl to the winrtou,ittg l)roocss ol'tltc I{cn.ya I)r'rrg^ Atrthority
llill, gozu rhr'otre'l) a lt'trcr rtl. N,,\ /l)l)('/l)C-ll/,2o')3/ (txrtr) rlatt'<l 2;'l' Octolrt't', 2o2:i {irr it

rrrt:r:l.irrg^ orr.'il't Ot:tr>lrcr arrrl l'r Novortll('l'.'.)o'-21) Ilttl st'ttt tlrt'lirllorrirtiS u't'i1tt'tt 1>t'ollost'tl

irrrrt'rrtlrrrr,rrts to tlrt'(lorrrrrritt<r'lirr r'orr.sirlcrir(iort sirtt'r'ltt'lt;ttl trirvt'llt'tl otrt <ll'tltt'('tttrtrtt'\'l

(It:rrr:r'aI vit'rvs:

\\'ct.rt'ltrtlc irr).)'tl)ing to tlo rvitlt tlrt';lt'irt'tit't'ol'r't'tt't'irt;tt',\'tttr'<lit'irrt'll'orrr tlrt'llill ls tlris
is ilt'irlt rvitlr rrrrrlt'r'a larv rvlrr>st'r'c1lt'irl Irits ttot lrt't'tt 1lt'o1lrl.st'tl Itt:tt';
'l'lrc rnantrfirt:trrt't'ol'tlt'trgs Irt'lt'li t<l gt'ittlttittt'l'ltitt'tttitt:ists;
S;rlcirrrrl rlisllt.rrsirru'ol'rlrrrgs()n('('l)r-('s('r'illctl lrf irtlrrrrlilit'tl rrrt'<lit'itl pr';rt'tititltrt't'orl)t'rrtist
Ix: allorvcrl not ollly to pharnrar;ists lltrt also to ltol<lct's ol'clilllorua itt llltal'tttat:ctttit;al
tcclrnol<luy, phat'ntacy ol' c(luival(|rtt <ltralilit;atiorts;
I)rollo.sctl rt2r:al r>l-sonrr: scctions <>l-thc Nat'cotit: I)t'trgs arttl I'sycltotrollit; Sttbstaut:cs r\t:t
bc avoiclr:rl.'I'he Act is tlcaling rvith a clillbrcnt ()atcgol'y ol'tlrrrgs thc posst:ssit>tt, tts<: ol'

consrrrnptiun of'rt'lriclt is ptrnislrt'tI tIiIIi'r't'rrtl1'.
NIt';rsrrrcs Ilc tirltcn lo ('n.sul'(' gootl lltrlvisiotts ol'tlrt' laus pt'o1los<'tl to lrt' t't'1tt':rlt'tl itt'<'

irrt'or'llorirtt'<l irrto llill.'l'lrt'sc irrt:lrrrkr l';tt't II ol'tlrt'l'lritt'trtitt:f ittttl l'oisotts i\t:t.
'l'lris is scliorr.s larr. rvhilt' it .scclis to t'r';lt'itl t\\'() ('\istirrs^ litu's, tlrt: NIt'rrroritrttlttlrl ,stat('.s

tlrat it's prrr'1;oscrl to r'<lnr1tl1'rvitlr .sorrrr'\\'lI() t't't1uit't'ttrt'rtts. lt u'<ltrltl Ilt't1<torl to ittr'olvt'
tlrt. N,l irristr'.1' ol'llt.;rltlr rrrrrl lit'l, stirlir,lrolrllls irt tlrt' lr;tt'trtottiz;ttiott pt'ot t'ss. 'l'lris rr orrltl

s('('lr'('tlr;tl llrr'1r()\'(.rllrrrt'rrl P,rsili,rrr is l)r'('ri('rtlctl. tttt,l,'t'slorrrl;ttttl t';tt'tit'tl lirl'tlt itt(o tltt'
pl'oposttl Irtrt ;trttl Iltt'r't'tltrit'('lll('ltts ol \\'l l() s1>t't ilrt'tl ittttl tttt'1.

.'\rrrt'rr<lnl('ltts propost,tl lrl tlrt' ('orrrrrritttt' irrll inr,;t' S.() lti:, irs lltt't' tlt'r'o11;ttt' ll'<lrtt tlrt'
srrllstnrtrrrrr ol'tlrt'r'irriorrs t'llrrrscs ol tlrt'llill tlrt'-t st't'li to;rltt'l'. It rvrttrltl lrt'ltt'tlt'r'tlrtr
rvhok'llill lrc u ithrllirrvrr ;rurl a nt'u llill lrt'1lt'r'st:rtlt'tl Ir-r'tlrt'(iovt't'tttttt'rtt.

SJrcci {ic Anrcrrtlntt-'nI I)r'oJrosals:

l. Clarrsc 2
Vctcrinat'y ntt:tlit,inc - <lclctt'

"crrrollr:rl Pharrnaccrrtir:al ter:hrrr)logi51't - r'cli:t's to tk'linition itt lau'llr:ins^ t'cPcal<:tl. l'ich
ck:finition Il'orn thc lau'ancl insert it hclc. "ln('ans a l)llal'nra(:(:trtit:al tt't:lrrtologist u'ltost:

narnc al)lx)iu's or) tlrc lloll ol'plraltnar:t:tttit:al tt:t:ltrtcllog'isls

"lrr:r'bal rnr:clit:inc or'prrr<lrrr;t" - insclt lrrll stop (.) rrlicr'"lllattts" irt"s<:t;otttI last lirrt: antl

<lclt:tc all u,ortls lilllorving.

2. Inscrl.:
"trirrliti<lrral rrrt.rli<'irrcs or'1lr'<lrltrt'ls" rn(:al).s a lll;rrrt ot';tttitttitl rlt't'ivctl tttittt't'irtl <tt'

prt'lrirr';rtiorrs rr itlr t'l;rirrrt'rl tlrt'r'ir1lt'rrtit'ot'otltt't'ltttttuttt llt'rtt'llts, rvlriclr t'ottl;titt t'itltt't't'ittt'
()r' l)r1)('('ss('tl ingrt'rlit'rrts ll'orrr ()n(' ()r' tnot't' plrtttts ot itttittt;tls, ol' ttt;ttt't'ial ol'ittot-tf itltit'

ot'igirt."

li. ()larrsc 5(2) - rlt:lctc.
1,. (llarrsc r;(ll) strlrstittrtc "li)tu'" u'itlt "tlu't't"'
ll. (llarrst: r;( r,) (a) - ius<:t't firll stop a(icr' "r:rrr.-irr('r:r'ing" arrrl rlt'lctc tlrt' u'or'<[s Iirllou'ittg' "ttt'

r:t1 rrivitlt'rtt lit'ltls".

.)

3

4,.
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6. Clar"rse o(a,)(d) inse lt "establishecl Iilr resulation of'pharrnacy, rnedicine ol eneineering
plolbssion."

i. Delete clause 6(6)- it conllicts rvith thc larvful mandate of the Board in Clausc s(t).
8. i)elete Clause o(s)
9. Delcte Clause ri(9)
10. Delete Clause ; (a) and (b)
I l. Dclctc "is" in ;(d) and substitrrtc "has l)r:cn"
tz. s(z)(a)(i) insert, "r'neclical prar;titionr:r'ol rncclical r:r'rgincer'" alicr tlre u,orcl "phat'uracist"
13. Arnencl 8(z)(axii) by inserting meclical or-rncclical eneinceling" alier "pharrnaceutical"
14,. I)cletc 8(2XI)s(2Xi) - clclctc "County" bclbrc "()ovcrnor'"
t5. l)clcte 8(.e)

16. Delctc s(r;)(a) ancl (b)
t7. Sullstitutc "is" u,ith "lras llccrr" in r;larrsr: s(r;)(c)
Iti. Clarrse 8(7)dck:tc all u,olcls alicr "lloarrl" ancl inscrt ", rcgarcl shall be hacl to thc ncecl fbr'

cthnic ancl reg'ional balancc ancl the need to ensure that persons of'satnc biological sex
shall not cornprise rnore than two thirds of'the rnernlrcls ol'thc Board."

19. Delcte Clause 9
20. Delete lo(2).
21. Clatrsc l2 (f) substitutc "ct,cuts" u,ith "elli:cts"
22. l3(a) substittrtc "association" u,ith "collaboration
es. rc(c) - deletc "any" ancl sr"rbstitttte "larvful".
24,. Delete Clatrse 21 and the [,'ourth scheclule. Establishment ol'Comrnittees alreacly providccl

Ibl inn Clatrsc t3(c). Thc Clausc contraclicts Clause t2(i) ancl (i) which vest the duty to
advise CS in thc Arrthority :rncl ClaLrsc 34,.

25. Inscrt ncrv 22(,t,) subsci:tion (t)shall not a1:1lly to traclitional rncclicincs or'procluctsrl
26. Clause.3 I - insr.:r't (irll stop alir:r'"llcrson" itrr(l rlelctc all rvorcls fbllorvins.
2i. DeleLe, 32(5)
28. ClaLrsc IrS(lXb) insr:r't serni color.r (;) alicr'"srrl)stanccs" ancl clclcte thc u,ot'ds {bllou,ing

thereafict'.
29. CIause t3(c) clclctr: "lbl rnining, auricrrltrrral or lrolticrrltural ptttl;oses"
30. l3(e)"cleletc "lty a qtraliliccl rncclical ll'actitioucr, clcntist, ot'r,ctct'inary surgeorl or by a

hospital, or dispcnsary or sirnilar institution"
gl.39(4,) arnend by insertins "is a qualiliecl pharrnacist, mcclical 1;ractitioner or medical

engineering practitioner or holclcr o1-cliploma in phalmac), pharmaceutical tcchnology"
32. Clause 4,1(tXb) insert "or ltharrnaceutical technologist or dispcnsing chernist" after

"plrarnracist"
3.9. ClaLrse 4,1 (1Xd) cleletc "or'\,ctcrinztry".
.94,. ClaLrsc 4,1(tX0 - insert firll stop (.) irnurccliatcly alicr tltc u'ot'cl "ltcltall'' ancl dc]ctc all

u,orcls aPPcarinu thercaltcl as thcy arc rcpetitions <ll'carlier pt'ovisions.
35. Clarrse +t(z)(a) - clclctc "'ot't,etcrinary sttLucott"
jl6. Clause 4$ (1) - clelctc vctcrinat'y surueon"
.97. Clatrsc ,l(t (I) srrbstittttc r''l'lri('t u,itlt "l'llcctt'onic salc <tl'ttrr:clicirtt:s"
i]8. l)clctc Olatrsr: 7s)

39. Clausc Fi I - I)r:lr:tr: "or tlrr: I)ircctor ol'\/r:tct'inat'y Sclr.iccs, in lclatiol) to any Ittatter
appealing' to afibr:t tlrc g'crtr:t'al itttt:r'csts ol'asrictrlttrt't: itr ltenya,"

4,O. Clarrse 95 (aa) clclcte "ol vctcrinal'y srrrscon "Srrlr.ject the lcgrrlations to aplllot'al by
Parliarnent.

4,1. Seconcl Scheclulc -- I)clcte
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,t2. Fourth Schedule - Delete.
,1.9. Scvcnth scherlrrle - l)eletc Narc<ltic I)rtrg-s attcl Psycltotropit: Sttb.stattt:cs At:t ancl its

1:rovisious.
NII: Llr:.-rrrc all gootl provisions ol'thc Acts pt'opost:<l to llc t'c;tt:al<:tl at'c t:at'rictl irlt<l tltr: ttctv larv

by rvay r>l'substittrtivc. provisittrts. '['ltt:st: ittcltrtlt: st:t:tions (i,?,s,1) ol'l')PA,

MI N. N O. NA I)C-I I / 2O2.' /,I89: AI)JO UITN M I']N'I-

'l'lrcn'lrt:irrg lro inly o .r'lltrsirrt'ss, tlrt'()lrair'1rt'r's<lrr, arliotrrnt'rl tltt'tttt't'titrg itt t:xitt'tly l'2,3o 1l.rrr

\
'--. .- '7(); r>

Sign....... .Datc

I.ION. PA'I'RICK N'I'.WIGA MUNIINE, M.I'.

VICI.]- CIIAIITPI:ITSON, I)I]I'N R'TMIIN'I'AT, COMMI'I"I'EI.:, ON III.]AI.'TII
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MINU.I,S OF IIUNI)IIED AND ,tWtN.tIIy FII._I.II (rzsrn) SIT,T.ING OF |I.IE
I)I.]I'AIi'I'MI'N'I'AI, COMMI'I''|I.]Ii ON III|AI,'I'II III.]I,D IN IIIL]'ON GAITI)EN INN ON
I'UESI)AY srsr OC'I'OBLIi, eoL:, L'L'z.oo I'.M

PRIiSI.]N'I'
1. 'l'hc IIon. l)r'. Prrkosc Robert, M.l) Chairpet'son
e. -fhc IIon. Ntrviga Patrick Mrrneue, M.l) -Vicc-Chairpcrson- Chairing
3. I-'he IIon. l)r'. Nyikal.latrtr,'s Wanrbru'a, M.P.
4,. '.l'hc I'Ion. SLrnltuli.Iulius Lcl<alteny Ole, IiGII, LIBS, M.P
5. 'fhe IIon. Mary Maingi, MI'
6. The I'Ion. Oron Joshua Odongo, M.P.
i. The l-[on. Prof Ja]desa Guyo Wa<1o, M.P
8. The I-Ion. Wanyonyi Martin Pepela, M.P
9. -fhe I-Ion. Orvino Martin Pcters, M.P
lo. The IIon. Mathenge l)uncan Maina, M.P
11. -fhe I-Ion. l{ibagendi Antony, M.l'
tz. The IIon. Lenguris Pauline, M.P

AI}SI|N'I' WruII AI'OI,O(}Y
l. The IIon. -fitus Kharnala, M.P
2. 'fhe IIon. Muge Cynthia.lepltosgci, M.P
3. 'fhc IIon. Iiipngor licubcrr I{iborcli, M.P

COMMI'I'1]I,]E SI.]CITI.]'I'AIT IA'I'

l. Mr. Aclan (]inclicha

2. Mr'. Ilassan A. Arale
3. Ms. Christine Odhiarnbo
4. Ms. Emma Essencli

5. Mr. Salat Aclan
6. Ms. Ilahab Chil;liilirn
i. Ms. Victoria Waniiku

- I)r'incipal Clerk Assistant II
- Clellt Assistant I
- Senior Legal Counsel

- Senior Legal Counsel

- Principal Serjeant At Arrrrs

-,Atrclio Olliccr III
- Irrtcrn

IN A'I''I'IiNI)ANCI'- IION. MI.]MI]I|RS WII'II PROI'OSI.]D AMI'NI)MENTS
1. I-Ion. Anthony Oluoch, MP
2. IIon. Ircnc Mayalia, M[)

MIN. NO. NA /I) C-U / 9O2 :I /,1,T] :J i I' II I|I,I M INAIT I I'S / I N'I'RoI) UCI'I ON
-l'hc ntccting \\/as callccl t<t orclcr at I)..'iO a.nr. u,itlt a u,ot'cl o('ltraycr lly thc \rice- Chairrnart IIt>u
Patrick Ntrvig..a Muncnc, M.P antl intt'ocltrctious wcl'e tltcn clotte.

MIN. NO. N tr/q,o"t:t/,r,84,: coNSII)IaItA',I'ION OI.'
.fIIIi I'ROPOSI|D

AMIIIU)MIiNT$ 'I]O 'I'IIE KI.]NYA I)ITU(}S N-U'I'TIOITI'[Y- RII,I,. (NA-'I'IQN.AI,

AS_SI:.MBLY_B_ILI.NQ. 54, OI.' 2Q9,?) ltY_rION. Irtl,l,Nri NfAYAKA, MII.

'I'he I-Ion. Ir-ene Mayalta, MP presentecl the {bllorving atnencltnents to the Comrnittec; -
Undcr Clausc 37
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'lhat clause gz of'the Ilill be amended -
(a) lly inscrtirrg thc lirlltxvit)s n(:\\' srrll-t:lattst: ittrtnecliatt:ly alit:r' srtl>t:larrst: (2) "(.s) 'l'hc

(lalriru:t St:t:rt:tar';, sltall lrtrblislr tlrc list 1lt't:Ilitltrl ttttttt't'sttbst't:tiort (l) irr tlrt'(iaz.t'tte.
(.t) tht: list llrrblislrr:tl rrnt.lcr srrbsct:Liou (s) slurll irtr:ltttkr nalr:otit'sttbstitttt:t:s, 1lt'csct'illtiott
orrly urcrlit;ations, rlvcr tlrc ()ouutcr rncclicitrcs, ltazat'tlotts atrtl pr<tlti[ritt'tl n-ttbstattccs".

(b) lly rcr:rrrnbt:r'irtg sulx:lerusc (5); ancl

(c) lly rcttrtrttbet'ing sttb-t;lattsc (+) as srrb-clatrse (o);

MlN..NlI_NADe:tJ/eogs/,!-8_5,-N)J_(\u_I-lNMl:N:r

'I'hclc bcirrg rro arry olhcr I;usirrcss, tlrc Chairpcrsort, attjourrtctl tltc tttcctirtg at cxat:tly '1,.lJo I).ll).

Sign ....1)ate

I ION. I'n 't'R CK N'I'WI(;A I\lUNIiNI.:, iVI.I'

V ICIi- CI IA I IT I' [:ItSoN, I) [:I'A II'I'M I.:N'I'N I. Co M M I'I"I'EI.] oN I I IiA I,'I'I I
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MINU.I ES OIr IIUNI)IiI,II) AND 'l-WIiN-I-IIy FOUIT'I tt (ra4rtt) SI.l.-t ING OF .t-Iila

DEI'AIT-I'MI'N'I'AL COMMI'I''I'EII ON IIEAI,'I'II IiliLD IN IIIL'TON GAIU)T]N INN ON
TUESDAY 3rs1'OC-fOBEll, qoss LT e.oo A.M

I'ITESIiN'I'
l. -fhe Ilon. l)r. Prrltose Robert, M.P - Chairpcrson
2. 'fhe I-Ion. Ntrviga Patrick Mrrnene, M.P -Vicc-Chairpcrson- Chairing
5. -fl-re I-Ion. Dr. Nyiltal Jarnes Watnbura, M.P.
+. -fhe IIon. Sunhuli .Iulius Leltalteny Olc, E()I{, trBS, M.l'}
5. The IIon. Mary Maingi, MP
6. -fhc IIon. Oron.loshua Oclong-o, M.l).
i. -fhc lIon. I)rol..Ial<k:sa ()rryo Wat1o, M.l)
8. fhc IIon. Wanyonyi Martin I'epcla, M.P
9. fhe FIon. Orvino Martin Petcrs, M.P
to. Tl"re IIon. Mathengc Dutrcan Maina, M.P
11. -fhc I-Ion. I{ibagendi Antony, M.l'
12. The I'Ion. Lengulis Pauline, M.P

ABSI'N'I' WI'I'II AI'OLO GY
l. The Hon. Titr"rs Khamala, M.P
2. The FIon. Muge Cynthia.Iepltosgci, M.P
3. The I-Ion. I{ipngor Retrben l{il>olclt, M.P

COMMI'I"I'ET] SI]CITI''I'NII IAl'

1. Mr'
2. Mr
3. Ms
4.. Ms
5. Mr
6. Ms
i. Ms

Aclan Gindicha
I-Iassan A. Alale
Chrin^ti ne Ocl h ianrbcr

Iirnrna I'lsscncli

Salat Adan
Ilahab Chipkilirn
Victoria Wanjilttr

- Principal Clerk Assistant II
- Clelk Assistant I
- Scnior Lcgal Cortnscl

- Scnior l-cgal Counsel

- Principal Seljeant.1\t Alnrs
- Auclio OIIiccr III
- Intcrn

IN A'I"TI.]ND ANCI,:,. I ION. MIIMB IiIT S WI'I'I I I'R O I' O SIID A MENI) MI'N-I'S
l. IIon. Anthony Oltroch, MP
2. I'Ion. Ircnc Mayalta, MP

MIN. NO. NA/I)C-IIl2O2.9 /,[8O: PITF]I,IMINAIIIES/IN'I'ROI)UC'IION
'I'he rneeting was callecl to olcler at 9.3o a.m. rvith a rvot'cl of'prayel by the Vice- Chairman FIon.

Patrick Ntrviga Munene, M.P ancl itrtt'oclttctions wcl'e then clonc.

MIN. NO, NA/I) Il/2023/4811 coNSIDI.lItAllION OIr .I'IIE I>ITOP0SIII)
I

ASSIIMISI,Y BII,I, NO. SA OII qOZg) IION. AN,J.IIONY OI,UOCTI, MI,.

-fhe I-Ion. Anthony Oluoch, MP presentec[ thc Ibl]owine anrcnclmeuts to thc Cotnrnittee;-

T
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I.ONG 'I'I'I'I,I]

'l'lll\'l', tlrt'l',ill lrt,lrrrrt'rr,lt'rl lrl rlclt'tirrr,; llrc I.rrrrrl'l'itlt'rrrrtl srrlrstitrrtirrq tlrt'r'r'lirr tlrt'lirllrtrrirrq

rrcu Lorrs-'l'itlc

"l\N ,\(l'l'<ll'l,alli;rrrrcrrt to cstablislr tlrt'l'io11,;1 Ilcirltlr l)t'tt<lttt'ts ittttl 'l't't:ltrt<>log'ic,s ,\trtlrtlrit.t't<r
('t)sul'o sali:ty, rlrrirlit.r,irrrrl t'llit:ac.tf()r'l)('l'li)l'rlutttt:t't>l'(ll'ttgs,1lt>i.srltts, tlr<'t';tpt'trtit, itlrrl lritlltlgic;rl

1lr'orltrt:ts, tlrcr';rllctrtit: r:osrrrt'lit:s, lrr:r'llirl ntc<lir:irrt's ;lr)(l I)l'()(ltl(:ts, t'ltt'ttticitl sttlrstitttt't's, rtrt'tlit'al

rlt,r'it't.s, r't.tcrirrlt.\,lirorlrrt:ts;ul(l ()tll('r'lrt'irltlr tcclrrrolog'i<'s; trl 1lt'rlvitlt'{itr tlrt'ltitt-lttttttiz.rtti<ltt;ttl<l

aclnrinistration ol'tlrc larvs tr:lating to tlrr: r'cgrrlation ol, tlrtrus, l)oi.sons, tltct'apctrtic l)l'ocltl(:ts,

thcrallcrrtir; oosrr)otios, t:hcrnical l)x)([rrcts, r'ctt:t'irtary I)r'o(lu(;ts attcl tttt:clit:al clcvit:cs ancl tltt:

control ancl salb hanclling- of'poisons; to salbguarcl thc sct;ttt'ity of'tht: strpltly t:hains [br,

tts<'o1'tlrt'r'a1lt'rrtit'1lt'otlttcts irr llt';rltlt t';tt't'irr l(t'rrt';r lrrrtl lirr t'ottttt't'tctl l)tll'l)os('s'"

Clarrst: 2

'l'l IA'l', tlrt' (llrrrrst"/ ol tltt: llill lrt' ittttt'tttlt'tl
(ir) in tlrt.tl,.llniti,rrr ,,l tlrt, tt,r'rrr "lrtlr t'r'li.sr'rrrt'rtt" lrv tlclt'tirrt,; t)rc tt ot'rls "lrcr lrlrl rrtltlit'ittt's ;trrrl

llrorIrrt.ts';

(lr) irr tlrt'rlt'lirritiort ol'tIrt' lt'r'rrr "irltit'lt''' l11'

(i) rlt:lt:tinq' thc u or'<l.s "lrcrllaI rucrlit:inc" appcat'iue' in pat'a$r'aph (a); antl

(ii) tlclr:tirrg thc u'orrl.s "lr<'r'llal rucrli<:int:" ap1;r:aring in parauraph (b);

(t') irr tltt'rlr,lirritiorr ol"'arrtlrorizt'tl scllcr'<ll'st'lrcrlrrlt'tl srrlr.starl('('si' llf irrst't'tirrg tlrt'tvt>r'tls "ittttl

cnr'ollccl ,ls;l l)llal'lnar:t'rrtit:irl tr:t;lrrrolos^ist ot't'cgistr:t'<'tl as it pltat'rttat:ist" ittttttt:tliittcly n1it','

tltt: u'ot'tl "r\t:t";

(cl) iu tlrc rlclirritiorr o['tlrt' tt.r'rn "lrt::rlth prorltrct.s atttI tt'r:lrnologics" b;' tlclt:tine tltc u'ot'tls

"lrt'r'lrirl rrtc<licirrt's itrrrl 1lt'otlttt'ts";

(r:) try ck:lt:ting tlrc <[r:lirritiorr ol tlrc tclrrr "lrt:r'b;rl ttu'rlit:irrt: ot'pt'otlltt:t":tttcl srrllstitrrting

tlrc'r'r:lirr tIrc lirlIt>u'illg Ilc\\1 <.[clirtition

"hcrllal nrcclicinc or'1l'orltrr;t" nr(:aus a lllant clclivctl tttatt:t'ial or I)l'cl)al'ittions u'itl't

r:lirirrrt'rl tlrt.r'allcrrtir: <lr'<ltlrt'r'lrr:a'ltlr llt'rrt'lit.s, rvltit:lr t'<ltttititt r'itlrt'r' l'il\\' or'pt'<lt:t'sst'tl

irrglcrlir:rrts liorrr orrt'()l'ln()r'('lllirrrts or rrtirtt't'iirl ol'irrorgarrit: ot'itnitual ot'igitt ittttl

irrclrrrlt's lrt.r'lls, Ircrltal rrrirtcrials, lrcrllal llrr'parati<lrrs, Iirrislrt'rl lrt'r'b;rl 1lt'otlrrt't.s tltitt

corrtairr a<'tivc irrrlr'r'rliorts, l)art.\ ol'plarrts ot'<>tlrt't'pl;tttt tttittcl'iaIs <ll't'orrrlrinalitllrs

antl <.rt'lrr<l<'s Ircrbs, lr<'r'lral rrratt:r'ial,s, lrct'lral llt'<'pat'ations, finislrt'<l lrcrbitl pt'otltrt;ts

sr>ltl or rlispt'rrst'rl orr u surall st'alt'l11'trarIitiorral Irt'irltlr pritctitiortt't's;"
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(f) in the clcfinition ol' thc telm "rnedicinc" by inselting thr: rvords "other than herbal

medicines or products" immecliately after the rvolds "or mixture olsubstances".

(S) in the clefinition of "pharrnacy" by inserting thc rvorcls "licensecl and" immediatcly after
the u,olds "can'iccl out lly" ap1;earing in paragraPh (a);

(h) delcting the dcfinition o{"'chemical substance" ancl substituting thelelbr the Ibllowing
new clelinition --

"chernical sullstancc" means any substance or rnixtrrre ol- substances prcpat'cd, sold ot'

leltresentcd Ibr use as a eermicirlc, antiscptic, disinlbctant, pcsticicle, insccticidc,

roclenticirlc, r,crrlici<.Ic, clr:tcrgent or any othr:r'srrbstancc ol'nrixtrrrc ol'sub.stances vvhich

the Autl'rority may, clct:larc to be a chcnrical strbstancr:;

(i) cleleting the clefinition ol"'theral:errtic cosnretic" and substitrrting thcrelor the lbllorving
new clcfinition
"therapeutic r:osmctic" rneans a procluct rvith thc ability to tliggcr biolog'ical actions on

the dermis, to target ancl lepair shin issues, to pl'cvent firture clamage and contains

ingreclients that are ustrally not found in rcgulal cosmetics or at higher strengths than

coulcl be solcl salbly over the counter;".

Clausc 3

-I-IIA'I', Clause 3 ol-thc Bill be arueuclecl"

(a) in sub-clausc (t) Iry clelcting palagraph (c); and

(b) lry inserting the lbllorvir)s rlew sub-clause irnmediately alter sub-clause (e)--

(s) 'flris Act shall not apply to thc rcgulation ol'hcrllal ntr:clicines ot'ltroclut;ts.

Clausc 6

'I'IIA'I., Clause 6 ol'the Ilill bc amcncled in sub-clause (,t) by cleleting the rvor-d "ten" in appealing

in paragraph (c) ancl strbstittrting ttrcle{bl thc rvorcl "lificen".

Clausc 8

'I'IIAT , Clausc 8 of' the Bill be amenclecl in sub-clause (z) by inscrting the rvot'cls ", fair

representation of'ltersons rvith clisabilitics" immecliately alter- thc rvords "regional balance."

Clau.sc l2
'[IIA'I', Clarrse l2 of'the Bill be anrendecl in paraeraph (o) by cleleting the rvorcls "ancl herbal

dnres;"

3
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I'llA'l', (llarrst'2it ol'tlrt: llill lrc:ttttetttlcrl irt sttb-clatrst'(z) b1'

(,,) tlclcting tlrt'rr,orrls "orrc rrrilliorr";rppcirlirru- irt lxtt'irulitlllr (a) irrt<[.strll.stittttittg'tltcttfirt'tltt'
rvot'<ls "tryo trrilIiott": ;ttttl

(lr) rlt:lt'tirrg tlrt.rvorrls "tu'o rrrilliorr";rppt';tt'intf irr 1>;rr';r15t'a1llr (lr) irrr<l srrlrstiltrtirrg tltct't:litl

tlrt' u'ot'rls "livt' rrrilli<lrr".

Clitrts^t: 2!)

'I'llA'l', (llarrsr: 2t) ol'tbc Ilill b<: arttcttclt:tl by tlt:lctirtu strb-clatrst: (sl)

Clausc .95

'l'llA'l', (llarrsr'.'i5 ol'tlrt'lJill llc arrrcrrrlt:rI irr srrb- (:laus(f (g) Ll,irtsct'tirtg tltc u'ot'tl "ttgistcrcc["

irrrrrrcrliatt'ly irlicr tlru u'ot'tl.- "tttit;' llrolrillit ;r".

CI,AUSI...j(,
-l'l IA'l', r lrc llill Ix' lrtrtt'rrtlt'tl lrl tlclctirtrl ('l;rrrst' li(i

CI,AUSI| IIIT

'I'lIA'l', Clatrsc jt!) ol' tlrc lliil bt' arrrt:utk:tl irr .srrb-t:larrst: (l.) by iuscltirri:' tlrt: rt'ot'tts "or

Plr;rrrrrar:t'rrLit:al tt:r:lrrrologists" irrrln<:rIiatt:]),ilIit:t'tlrt'n,<>r'tls ";r Ilc{ristt'r't:<l I'lral'trtat:ist".

Clatrsc 4, I

'l'lIA'I', Cl:rrrsc 4,I o['tlrc Ilill bc arrrt:rrrlcrl irt srtb-r:lattst: (t) by inst:r'tirrg tht'rv<.rt'tIs "or

pharrrraceutical tcchnologists" inrnrccliatcly allcl tlrr: rt,ot'c[s "a phat'ttracist" appcaring in

paragraph (b)".

Clatrsc ,12

'l'llA'l', (llarrse 4,2 ol'tht: llill lrr: atttt:trtltrl bv

(a) rlt'lt'ting srrlr-t;larrst' (t) arrrl .strbstitrrtirrg tlrr:n'lilr tlrt' lilllou ing' no\\' sttb-t:lirust'(I)
"( t ) ;\ rr ;rrrt lrorizcr I st'l It.r' slr;tl I ('lll('r' il rcr'orrl ol'strt'lt llitt'l it'rrlirt's ol't ltt' st'lrt'r ltrlt'tl strl)stttn(:c

lit'lirt'rlclivcrv of'tltt'st'ltt'rlult'rl srrlrst;tnct'ttttrlt't'tlri.s.'\t't."

([r) irr.surtirrg tlrc li)llo\r'irrg rrcu'srrll-t:litttst'(l) irrrrrrctlialt:l5,irlit'r'tltt: rtt:rv strb-t:lirrr.st: (l)

"(z)z\ l'('(:or'(l rrn<k:r'srrbst:r:tion (t) shall lrt'in thc lirt'tnirt pttst:t'ibt'tl by tlrt';\trthority an<l

slrall intlit:att:
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(a) the date ol'the sale;

(b) the narne ancl acldrcss of'tlre purchaser;

(c) the quantity of the scheclulecl sttbstances solcl; ar,d

(d) the pulpose lbr rvhich it is stated by the purchaser to be rcquired."

(c) renurnbering sub-clause (e) as sub-clause (s); and

(d) r'enumbering sub-clause (s) as sttb-clause (+).

Clause 5l
TI{A'[, the Bill be amended in clause 51 by inserting the words "and, on conviction, shall be

liable to a fine not exceeding one million shillings, or to imprisonment for a term not exceeding

two years, or to both" immediately alter the word "offence".

Clause 54
.I'I-IAT, the Bill be arnendecl by deleting clause 54'.

Clausc 63
'I'IIA'I', Clause 69 o{'the Bill be arnenclecl by deleting strb-clatrse (s).

MIN. NO. NADC.I.I/ 902.9 /,18 2 : AD.IOURNMEN'I'

There being no any business, the Chaiqrerson, adjourned the meeting at exactly 12'3o p.rn.

z[rr\-*Sign.

I.ION .I'A'IRI

VICE- CIIAIRI'I.]RSON, DIII'AII'I'MI.]N'I'AI, COMMIT'I'T]E ON I-[EAI,'TI.I
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THE NATIONAL ASSEMBLY
IsTH PARLIAMENT - SECOND SESSION _ 2093

DIRECTORATE OF DEPARTMENTAL COMMITTEES
DEPARTMENTAL COMMITTEE ON HEALTH,

ADOPTION LIST FOR THE REPORT ON THE WINNOWING PROCESS OF THE
KENYA DRUG AUTHORITY BILL, 2022 (NATIONAL ASSEMBLY BILL NO. 54,

OF zozz)

DArE: >l tt\a"z:
th 6rt+D^t \\\NJVENUE:

NO. NAME SIGNATURE-^-^f '^'71"- ---
1

-fhe Hon. Dr. Puhose Robert, M.I'].- Chairperson ffi*/t \
2 The I{on. Ntwiga Patrich Munene, M.P.-Vice-Chairperson hlr-nru-
.a) The l{on. MaingiMary, M.P

,t I-he Hon. Muge Cynthia Jephosgei, M.P -._
5 The Hon. Kipngor lleuben Kiboreh, M.[)

6 -fhe Hon. Wanyonyi Martin Pepela, M.P

The Hon. Mathenge Duncan Maina, M.P s
8

-flie Hon. Lenguris Pauline, M.P ffi^
9 The I-Ion. Olon.Ioshua Odongo, M.P

10 The I-Ion. f)r. James Nyikal Wanrbura, M.P .;b I

1l -fhe Hon. KibagendiAntoney, M.P

12 The I-Ion. SunltrliJulius Leliakeny Ole, trGtI, IIBS M.P

1.9 The Ilon. I']rof. Jaldesa Guyo Waqo, M.P
<- <={+-

1.1. l'he Hon.'fitus Kharnala, M.P --
r5 The I-Ion. Owino Martin Peters, M.P T n@1.,o



ANNEXURE 3- SPEAKER,S COMMUNICATION



3, Other Honourable Members, including the Deputy Speaker, Hon.

Gladys Boss, MP and the Chairperson of the Departmental Committee

on Health, Hon. (Dr.) Robert Pukose, MP, weighed in on the matter

and gave their input and clarification on the nature of the proposed

amendments.

4. Honourable Members, having considered the issues raised by the

Member for Homa Bay Town Constituency in relation to the assurances

by the Chairperson of the Departmental Committee on Health and

other Members, I was inclined to permit the consideration of the Bill in

the Committee of the Whole House. In so doing, I was hopeful that the

Committee would conscientiously consider and decide each of the

proposed amendments, including those that I approved after

publication of the Order Paper.

5. I also guided the House that should need for certain proposed

amendments to undergo winnowing arise, while in the Committee of

the House, the Chairperson of the Committee would be at liberty to

stay the relevant Clause to allow further consideration. For the record,

Committee of the Whole House on the Kenya Drugs Authority Bill

(National Assembly Bill No. 54 of 2022) commenced yesterday and

progressed up to Clause 22.

6, As you are aware, Honourable Members, the resumption of the

Committee of the Whole House during today's morning Sitting was

interrupted due to lack of Quorum. The same business is scheduled to

resume in this Sitting as listed under Order Number 11 of today's Order

2



REPUBLIC OF KENYA

THIRTEENTH PARLTAMENT - (SECOND SESSTON)
THE NATIONAL ASSEMBLY

COMMUNICATION FROM THE CHAIR
(No. 78 of 2023)

REFERRAL OF A BILL TO A WINNOWING PROCESS UNDER
STANDING ORDER 131- THE KENYA DRUGS AUTHORITY BILL

(NATIONAL ASSEMBLY BILL NO. 54 OF 2o22)

Honourable Members,

1. You may recall that, during the Afternoon Siting of the House

yesterday, Tuesday 24rh october 2023, the Member for Homa Bay

Town constituency, the Hon. Peter Kaluma, MP, rose on a Point of

Order pursuant to the provisions of Standing Order 131. The Hon.

Kaluma sought the indulgence of the Chair to stay the consideration of

the Kenya Drugs Authority Bill (National Assembly Bitl No. 54 of 2A22)

in Committee of the Whole House.

2' The Member for Homa Bay Town Constituenry relied on the argurnent

that proposed amendments in respect to the Bill were nearly on all the

Clauses. He averred that it was an established established practice of

the House pursuant to Sanding order 131 that, where so many

amendments are proposed on a Bill, the Speaker refers the

amendments to the relevant Committee to for harmonization. A

process popularly known as winnowing. He further implied that where

the multiplicity of amendments appeared to re-write the Bill, the

Speaker would order such Bill to be re-published.

1
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Paper. Before proceeding to the said Order, I wish to inform the House

that several Members have approached me and canvassed their

concerns on the Bill and the proposed amendments.

7. Without delving into the details of the Members'concerns, the bottom-

line was for the Speaker to stay further consideration of the Bill to

allow winnowing of the proposed amendments. Notably, the Members'

concerns resonate with the Point of Order that the Member for Homa

Bay Town Constituency raised yesterday.

8. In this regard, Honourable Members, I am inctined to defer further

consideration of the Kenya Drugs Authority Bilt (National Assembly Bill

No. 54 of 2022) in the Committee of the Whole House.

9. To this end, I direct that the proposed amendments to the Bill be

subjected to a winnowing process before the Departmental Committee

on Health. All Members with amendments, including all other Members

desirous of proposing amendments to the Bitl are required to appear

before the Committee to prosecute their proposats.

10. For fairness Honourable Members, I advise the Chairperson of the

Departmental Committee on Health in whose name the Bill is published

to consider recusing himself during the winnowing process and allow

the Vice Chairperson or another Member of the Committee to steer the

process.

11. For clarity, Committee of the whole House had concluded consideration

of Clauses 3 to 22. In the event contestations arise with regard to

those Clauses, the House will be at liberty to recommit the clauses in

accordance with Standing Order 136A. The Bill will be resumed later on

3



a day to be determined by the House Business Committee upon

reporting of the results of the winnowing process by the Committee.

12. The House is accordingly guided.

I thank

THE RT, HON, WETANG'UIA, EGH, MPa

Wednesday, October 25, 2023

4
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ANNEXURE 4.. LETTERS INVITING MEMBERS TO THE
MEETING TO SUBMIT PROPOSED AMENDMENTS OF THE
BILL TO THE COMMITTEE



t

THE NATIONAL ASSEMBI,Y
OI.'FICIi O}-'I'II E CI,EIT I{

l'. O. llt>x l,lS l,r-(X) I (X)

Naixrbi, l(crrya
N'lain l'arlianrcnt llrrilclirr{rs

'l'r'l<'phorrc: I 25,1.2028.l,s(X)O crt. ltlt(X)
l:l r r r a i I : S!.iLCq )11ljur1g1r_L1qg.l}t

rvu,u'. na rlia rrtcn t. s'o.li(:/ tlrt'-rra tiorral-asscrrr lllv
Whcrr rcplying plca.sc clLrotc

Itcl. NA/l)DCII C-tl12023I (099)

IIon. I)r. Ilobcrt Pukosc, Ml'
Parliament Iluildings,
NAIIIOBI

IIon. I)ctcr I(alunra, Ml)
l)arl iantcnl. llu i lcli ngs.

.NdRADl

IIon. 'tr'. ,1. [(a.iuang, IVtrl'

l)url iurnuirt Iltri ltlirrgls.
Nn il{oBI

I'Ion. I)r. J:rmcs Nyikal, Ml'
Parl iarncnt Iluildings,
NAIITOBI

Ilon. I)r. Oticndc Amolo, MI'
l)arliamcnt Iluildings,
NAIITOI]I

IIon. lrcnc Mayal<a, MP
Patliamcnl. lluildings,
NAIITOBI

IIon. Anthony Oluoch, Ml>
Parliarnent Iluildings,
NAIKXU

IIon. Millic Oclhiarnbo, Ml)
l)arl iamcnt llui ldings,
NAII{OBI

Iftln. Martin Pctcrs Orvino, Ml'
Parliamcnt llr-iiIclings,
NAIITOBI

27tr' Octob ar,21123



l.l ", p,A, seI)ear

ITIIF: MIIIITING ON IIARMONIZAI'ION OIi PllOl'OSED AMENI)MIINTS TO TI{E
KITNYA DRUGS AUTI.IOIU'TY BILL, 2022

'fhe Departmental Cornmitlee on l{ealth is cstablished under Standing Order 216 (l) and is
mandated to, intcr-lia , " sludy and revieu, all legislation refeted lo il ".

TIre Committce is in rcccipt of proposed amcndments to the Kenya Drugs Authority Bill,2022 for
hannonization before consideration at Comrnittee of the Whole I-Iouse. The amendments were

submitted in accordance with the provisions of Standing Order l3 1, which states 'the Speaker may

direct any Member proposing an amendmenl to the Bill to appeor before the relevant

Departmental Commtttee dealing with lhe subjecl matter of the Bill to present his or her proposed

amendmenls'.

In light of the foregoing, the Committee has scheduled to mcet you on Tucsday, 31't Octobcr,
2023 and Wcdncsday l't Novcmbcr, 2023 at 10.00 am as per the attachcd schedulc to present

yollr proposed amendments in accordance with Standing Order 131. The meeting venue will be

communicated in due course.

Our Liaison Officers on this subject arc; Mr. I'Iassan A. Arale who rnay be contacted on Tel. No.
0721480578 or email addrcss hassan.arale@gmail.com and Ms. Gladys Kiprotich, Ibl. No.
07 187 21253 or ernail addrcss gladys. k iproti ch @ gmai L conr

Yours

a.
JEREMIAII NDOMI}I, MI}S
For:- OIT'I'IIE NA'I'IONAL ASSNMI}I,Y



'I-I.IE NA'TI ONAL ASSIIMIt I,Y
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I'. O. li>x l, l S I,2-(X) l (X)
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['. r r r a i I : ! t i! (( {:l )j1_[lj I l_Ll_t U.t-gg-Jj r

Whcn rcplving plcasc (lltotc

Itcl. NA/l)l)C/l)C-l I/20231 (099)

IIon. I)r. Ilobcrt Pul<osc, MP
Parliaurcnt Iluildings,
NAIITOI}I

IIon. I)clcl' Kaluntn, lVll)
l)arliurncnt I )ui lclings,

NAlltQ_L]1

X Xon.'ll'.,tr" i(n,iii'arrg, t\'tr ['
i)irr i iirr r ruril iiLri lrl ir r-ss.

NA]ILALLL

llon. I)r..lamcs Nyil<al, Ml'}
I)arliamcnt Jluildings,
NN TIIOI}I

llon. I)r'. Oticndc Arnolo, Ml'
l)arl ianrcnt llui lcli ngs,
NAI OI}I

Ilon. Ircnc Mayal<a, MP
Parl iarncnt I}-riIdings,
NAIITOBI

I'Ion. Anthony Oluoch, MI'
I)arliarricnt Ruildings,
N_A.lltQllt

Ilon. Millic Oclhianrbo, iVIl)
l)arl ianrcut lSr.rilcl ings,
Nn u{ot}l

llon. [VIartin l)ctcrs Os,ino, Ml)
l)arliamcnt }lui ldings.
NAIIIOBI

27rl' Octoll cr,2023
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Dcar O.

ITIDF: MIIIITING ON IhRMONIZATION OF l'tlOPOS[D AMENI)MENTS TO TI{E
KENYA DITUGS AUI'HOIIITY I}ILL, 2022

'l'he Departmental Committee on I-Icalth is establishcd under Standing Order 216 (l) and is

nrandated to, inter-lia, "sludy and review all legislation referred to il".
'l'lre Committee is in rcceipt of proposed amendmcnts to thc Kenya Drugs Authority l)i11,2022 for
harmonization before consideration at Committee of the Whole l{ouse. The amendments were

snbmitted in accordance with the provisions of Standing Order 13 l, which states 'the Speaker nlay

direct any Member proposing an amendment to the Rill to appear before the relevant

Deltartmental Commiltee dealingv,ilh the subject malter of the Bill to presenl his or her proposed

amendmenls'.

11 light of thc foregoing, the Comrlittec has scheduled to meet yoll on Tuesday, 3L't Octobcr,

2023 and Wcdncsday I'r Novembcr, 2023 at 10.00 am as per the atlached schedule to present

your proposed amendments in accordance with Standing Order 131.'l'he rneeting venuewill be

communicated in due course.

Our Liaison Oflicers on this subject are; Mr. Hassan A. Aralc who may be contacted on Tel. No.

0721480578 or email address hassan.arale@gmail.com and Ms. Gladys Ifiprotich, l'el. No.

07 187 21253 or email address glacl ys. kiprot i clr @ gmai I .com

Yours

/l lA^t r6l'r 'r

-p*ct-
JEREMIAH NDOMI}I, MI}S

or:- CLEIIK OF



.I'I.IE NA'I'I ONAI. ASSEMITI,Y
()l"IrlCIi Ol' 'l'l II: CLliltl(

l'. O. lJos l, ls l'2-(X)l(X) 'l'r'lt'Plront': I ,/5 1,2o,/,\i l,ij()()() ('\t. iitioo
Nairobi, l(cnya l')uail:lu(<rlpttt:lt.lucLtLge.L{:
N4airr l'arlial)l('n1 llrrilrlirrgs rvu,rr'.parliatrrt'rrt.i{^rr l*y'_tlrr'-rratiolrirl-irsst'rrrl

fl'tr.r t.'p5' i,rg 1rl.'.tt.'t.l rrc,1"

Ilcl. NA/l)l)C/lxl-l l/20231 (099) 27fl'Octollcr,21123

IIon. Dr.llobcrt l)ul<osc, MP
Parliamcnt lluildings,
NAII{OI}I

IIon. IDctcr l(alunrl, N4l'
I)arlianrcnt Iltri lcl ings,
NAII(OBr

[ [tln. '!'. ,X. Itir.i',', anp,,, N"n l'
i)ar iiiutrcrtL liLri itlings.

t$utuu

IIon. l)r..I:rnrcs N1,il<al, MP
Pariiamcnt Iluiiding.s,

N^IItQI}-I

Ilon. I)r. Otienclc Anrolo, MI'
I)arlianrcnt llr"ri lci ings,
NN II{Oi}I

IIon. [rcno Mayal<a, MP
Parlianrcnt Iluildi ngs,
NAIITOBI

IIon. Anthony OIuoch, MP
I)arliaurcnt Ilui ld i ngs,

NN IITOI}I

Ikrn. Vlillic Odhianrbo, Ml)
l)arliarlcut lluilcli ngs.
NN II{OI}I

Ilon. Martin Pctcrs Ou'ino, M['
I)all iamcnt lluilclings,
NAIITOI}I



Dear lJ"^ K^J*tc.,)
lUlI,': MIiIil'IN(; ON IIARMONIZAI'ION OII I'llOl'OSED AMENDMENTS 'l'O TIIIi

IflINYA DIIUGS AUTI.IOITITY I}ILL, 2022

'l'lre Departmental Committcc on I lealth is establishcd under Standing Order 216 (l) and is
'nrandated to, intcr-lia, "study and review all legislation referred to it".

fhc Cornmittce is in receipt of proposcd amendments to the Kenya Drugs Autholity Bill,2022 for
harmonization before consideration at Committce of thc Whole I-Iouse. l"he amendtnents werc
subnritted in accordance with the provisions of Standing Order 13 I , which states 'the Spealcer may

direct any Mentber proposing an amendntent lo the llill to appear before lhe relettant

Departmental Conzntiltee dealingu,ith the subjecl maller of the llill to presenl his or her proposed

amendmenls'.

In light of thc foregoing, the Committee has scheduled to mect you on 'l'ucsday, 3lst Octobcr,
2023 and Wcdncsday l'r Novcmbcr, 2023 at 10.00 am as per thc attached schedule to present

your proposed ameudrnents in accordance with standing Order 131.'l'hc meeting venuewill bc

communicated in duc coursc.

Our Liaison Officcrs on this subject are; Mr. I'Inssan A. Aralc who may be contacted on l'el. No.
0721480578 or email addrcss hassan.arale@qrnail.com and Ms. Gladys lfiprotich, Tel. No.
07 187 21253 or emai I address glad y s. ki protic.h @ grnai I . com

Yours

JEREMIAI-I NDOMIII, MIIS
For:- CLEIIK Otr'TIIII NATIONAL ASSIIMI]LY



I

.I.I.IE NA'TIONAL ASSEMBLY
OFFICE OF TI{E CLERK

P. O. Box 4l8424otoo
Nairobi, Kenya
Main Parliament Burildings

Telephone : * 2 54,2OQ 84,8OOO ext. 3300

Email: cna@parliament.go.lie
rvw rv.parl iarnen t. g'o. lte/ the-national-assembly

When replying please quote

Rcf. NA/DDC/DC-I'I 12023 I (099)

I-Ion. Dr. Robert Pukosc, MP
Parliament Buildings,
NAIROBI

I-Ion. Pctcr Kaluma, MP
Parliarnent Buildings,
NAIROBI

Ifon. T. J. Kajwang, Ml'
Parliamenl Buildings,
NAIROBI

IIon. Dr. Jamcs Nyikal, MI'
Parliament Buildings,
NAIROBI

Hon. Dr. C)ticndc Amolo, MP
Parliament Buildings,
NAIROI]I

IIon. Ircne Mayaka, Ml'
Parliamcnt Buildings,
NAIITOBI

Ifon. Anthony Oluoch, Ml'
Parliament Buildings,
NAIROBI

IIon. Millic C)dhiambo, MP
Parliament Buildings,
NAIIIOBI

Ifon. Martin Petcrs Owino, Ml'
Parliament Buildings,
NAIROBI

27th Octob cr',2023



,

il
l-i

itlyoaeiI)car ,i!r\

Ill,ll:: MIili'l'lN(; ON IIAITIVIONIZA'l'lON OI" I'ltol'}OSIil) AVIIiNI)lVIIiN'l'S'l'O'X'llll
I( liN YA l) ltt I(;s A t I'['l I ol{l'l'Y tltl,l,, 2022

'l'lrc l)cpartnrcntiil (llnrrnittcc orr Ilcaltlr is cstatrlishccl uutlcr Stancling Olclcr 2.16 (l) and is

rrranclatcrl to. irrtcr-lia, ".vltttl-t,untl t'cvictv ull lcgi.slulirttt ra.farrarl to it".
'['lrc (]ourmittcc is in rccciltt ol'proposcci nnrcnclnrcnts to thc l(cnya l)rugs Authority l]i11,2022 lbr
harmonization bclbrc consiclcratiou at (l<lt'nnrittcc ol'thc Wholc Ilotrsc. 'l'ltc zttncncitllcttts r,t'cl'c

subrnittccl in accordeurcc with thc provisious of Stancling Ordcr l3l, which statcs 'thc Spculrcr nut))

direct ctny Mentber pntpo.ring on amendment to thc llill to appear be./bre the ralevant

Departmenlal Contntittee tlealingwith lhe sub.ject muller o./'the Bill to prcsenl his ot'her proposed
ctmendmenls'.

In light of thc forcgoing. thc (lonlnittcc has schcclulcd to Incct yoLr on'l'ucstlay,3l't Octobcr,
2023 ancl Wctllrcsrtav I'r Novcrnbcr, 7023 zrt 10.00 anr as pcr thc attachcd schcc{r-rlc to 1lt'cscttt
y()Lu'pr'ol)osccl arr-rcrrcln"rcuts in trccordancc u,itlt Stancling Orclcr l-jl.'l'hc tttcctittg vclttlc rvill bc

cornurrrrricirtccl in cluc c<lttt'sc.

()ur Liaisorr Ol'liccrs olt this strt'r.jcct arc: Ml'. II:rssan r\. Aralc rvlro tnay bc cotrtactccl ort'l'cl. No.
()72l"tti057tl ol cnrrril arlrllcss lirrssirn.lrllrlcrt'uttutil.cot.tt ttttcl Nis. (ilatiis nr.iltrotich.'lcl. No.

ll7ltl721253 ol ctnr.til itrltli'css', i .. .;,, i' I, : .:,'|.!."i i

Yours
L 
----)

.llrlltliMlAtl Nl)0Mlll, Mlls
IT'I'I I Ii NA'I'IONAI, NSSIIM I



I'I{E NA'I'IONAL ASSEMBI,Y
OFFICE OF TI.IE CLEITK

P. O. Box {,f84,2-OOfOO

Nairobi, Kenya
Main Parliament Buildin

Telephone : *2542O28+8OOO ext. 330O

Email : cna(?parlianrent. so.ke

When replying pleasc quote

Rcf. NA/DD C tD C-H12023 I (099\

IIon. Dr. Robert Pukosc, MP
Parliament Buildings,
NAIROBI

I-Ion. l'ctcr Kaluma, MP
Parliament Buildings,
NAIROBI

I{on. T. J. Kajwang, Ml'
Parliarnent Buildings,
NAII(OBI

I-Ion. Dr..Iamcs Nyil<al, Ml'
Parliarnent Buildings,
NAIROBI

IIon. Dr. Otiendc Amolo, MP
Parliament Buildings,
NAIROI]I

IIon. Ircnc Mayaka, MP
Parliarnent Buildings,
NAIROBI

I-Ion. Anthony C)luoch, MP
Parliarncnt Buildings,
NAIROI]I

Ifon. Millie Odhiambo, MP
Parliament Buildings,
NAIROBI

IIon. Martin Pctcrs Owino, MP
Parliament Btrildings,
NAIITOBI

27tr' Octob crr 2023



Dcar {,1 ,t {.}, /i ,r, * i o,l-t

Illil,': Mlili'l'lN(; ON IIAIIMONIZA'l'lON OI" I'ltOl'OSEI) AMItNI)MI'lN'l'S 'l'0 'l'llE
IfltN YA I) til.J (;S A t.l'l' l l olu'l' Y lll 1,1,, 2022

'l'lrc t)cpartnrcntal (lonrr:rittcc orr Ilcalth is cstablishccl utrclcr Standing Orclcr 216 (l) ancl is

rnarrrclatcclto. inLcr-lia. "slutly und rcviaw ull lcgi.:lutitttt ra.fbn'ctl to it".
'l'[rc (]orrrnrittcc is in rcccipt ol'ploltosccl zrmcnclmctrts to thc l(cnya I)mgs Authority l\ill,2022lbr
harnronization bc[brc consiclcration at (]<lmnrittcc ol' thc Wholc llousc. 'l'hc aurcndnrctlts wct'c

surtrrrrittccl in accorderncc rviLh thc ploi,isious ol'stancling Ordcr l3l, which stiltcs 'the Speulcar nru):

direct any Member proposing an amendmenl to lhe l]ill to appear before the releveml

Departmenlal Commiltee dealingu,ith lhe subjecl matler oJ the Bill to presenl his or hu proposed

amcndmenl:;'.

In light of thc forcgoing, thc Committcc has schcdulcd to tncct you or1 'I'ucsday, 3l'l Octobcr,
2023 ancl Wcdncsday l*rNovcrrrbcr, 2(123 al10.00 anr as pcr tltc attachccl schcclulc to prcscllt

)/our pr()p()scd unrcnrlnrcuts in uccorclaucc witlt Stancling Orclcr l3l.'l'hc tncctitrg vcltLlc will bc

cclmrrtr.rnicatccl ir-r clrrc cotrt'sc.

Our l,iaison Ol'ficcrs on this sub.icct alc; Mr. llassan A. Ar:rlc u,ho tnay t-rc contaclcd on'l'cl. No.

0721.t80571J or crrrlil arltllcss hassun.lrilJi-:-43f!itil Ltottl utttl VIs. (Jlatlvs tr(illrolich. I'cl. No.

lflltl12l 25.{ or crnttil ittltlt'css : :, '. '.. i. .,:, ,. i. , .... ; ,'ri ,,; .

Yclurs

.II.]ITIiMIAII NI)()N,I I}I, MI}S
It'or:- CLEIII( ()1"'l'l I lil A'I'I ()NAI, ASSIIMIII,Y
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.TI.IE NATIONAL ASSEMBLY
OFFICE OF TI{E CI,ERK

P. O. Box 4,184,2-ooloo
Nairobi, Kenya
Main Par{iament Buildings

1-elephone : *2542028,1 8000 ext. 9300

Email : cna@parliarnent. go.lte

w rr',w. p arl i a men t. s o. lte / the-n a t i o n al -a s s embl v

When replying please quotc

Rcf. NA/DD C ID C-H/2023 I (099)

Ifon. Dr. Robcrt Pukosc, MI>
Parliament Buildings,
NAIROBI

IIon. Pctcr I(aluma, MP
Parliament Buildings,
NAIROBI

IIon. T. J. Kajwang, MI>
Parliament Buildings,
NAIROBI

IIon. Dr. James Nyil<al, Ml'
Parliament Buildings,
NAIROBI

I{on. Dr. Oticndc Amolo, MP
Parliament Buildings,
NAIROBI

I-Ion. Ircnc Mayaha, MP
Parliament Buildings,
NAIROBI

I{on. Anthony C)luoch, MP
Parliament Buildings,
NAIROBI

I'Ion. Millic Odhiambo, Ml'
Parliament Buildings,
NAIROBI

IIon. Martin Pctcrs 0wino, MP
Parliament Buildings,
NAIROBI

27't' Octobcr,2023



Dcar

Itlilf: Mlilt't'lN(; ON IIAITMONIZA'I'ION OI" PIIOI'OS[I) AMITNI)Mli]l\'l'S 'l'O 'illE
IfliNYA l)ll tJ ( ;S A Lj'l'[ IOI{I'[ Y l] I l, L, 2022

'l'[rc l)cpartrncntal (]ornr:rittcc on Ilcaltli is cstablishccl uuclcr Stancling Orclci 216 (l)ancl is

nrarrclatcd to, iritcr-lia, ":;ludv untl rcvic'tr ull lcgi.tlution rcfbrrcd lo it".
'l'lrc Corrrrrrittcc i.s in rcccipt o['pro1'rosccl anrcncLncnts to thc l(cnya l)rugs Auth<lrity l\ilrl.,2022\'<tt'
harnronizatiorr bcltlrc consiclcration at (lourtrittcc ol'thc Wholo Ilottsc. 'l'ltc amctrdntctrts wcrc

subruittccl in accorclancc with thc plovisir)ns ol Staucling Orclcr l3 1, which statcs 'tlrc Spwkcr iltct))

direcl any Metnbar propo:iing trn antendment lo lhe Bill to appear beJbre the relevanl
Departmental Commiltee dealing wilh the sub.iect matler o/'the Bill to presenl his or her proposed
amendmenls'.

In lighl of tlrc forcgoing, thc Corlmittcc has schcdulcd to nrcct you on'l'ucsclay,3lst Octobcr,
2023 ancl Wcdncsday I'r Novcnrllcr,2023 tt I0.00 anr as por thc attacltccl scltcclr,tlc to l)l'cscltt
v()ur proposcc'l anrcndrncnts in uccorclaucc with Stanclirrg Orclcr l3l.'l'hc tnccl.iug vcrtuc rvill bc

cornrrunicatccl irt cluc coursc.

Our Liaisorr OI'liccrs on tlris sub.jcct arc: i\'Ir. Ilassan A. Arulc rnho tttay bc contactccl orr'l'cl. No.

0721-lft057[J or crlail acklrcss lrirsslrrr.l,rr.lrlt,ri,gttrtii.cont rtntl VIs. (JIlth's I(i;rrotich.'l'cl. No.

l)718'/'2125-l or crnail irtltllcss ,,' i ' ri , , ,.r

Yours
i- -)

.----J' rr

.ilil{tiMln It Nl)oMlll, Ml}s
It'or:- CLliltK Olt.'l'lIIt NA'l'lONAL ASSI|MIILY
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I'I{E NA'TIONAL ASSEMI}LY
OFFICE OF-T[IE CLEITK

P. O. Box 418,1.2-OOIOO

Nairobi, l{enya
Main Palliament Buildings

Telephone : 1-25420284,3000 ext. 3300

Email : cna@palliament.go.lte
rvwu,. l>arliament. go.lte/ the-national-assemblv

Wren replying please quotc

Rcf. NA/D D C lD C -llt202s / (09 9)

IIon. Dr. Robcrt Pukosc, MP
Parliament Buildings,
NAIITOBI

Hon. Pctcr Kaluma, MP
Parliament Iluildings,
NAIROBI

Ifon. T. J. Kajwang, Ml>
Parliament Buildings,
NAIITOBI

I{on. Dr. Janrcs Nyikal, Ml'
Parliamcnt Buildings,
NAIROI}I

Ifon. Dr. Oticndc Amolo, MP
Parliarnent Buildings,
NAIIIOBI

I{on. lrcnc Mayal<a, Ml'
Parliament Buildings,
NAIROI]I

Ifon. Anthony Oluoch, MI)
Parliamcnt Iluildings,
NAIITOI}I

I{on. Millic Odhiambo, MP
Parliament Buildings,
NAIROI}I

IIon. Martin Pctcrs C)wino, MP
Parliarnent Buildings,
NAIROBI

27tt' Ocaobcrr2023



,)^

ItI)car {?r\ L/Lp,pfh

Il.Iil': Ml,lE'l'IN(; ON IIAIIMONIZA'I'ION OI,' PIiOPOSIID AMIiNI)MIiN'l'S'[() 1'lll':
Kl,lNYA l)lttJ(;S Atj'l'l lOltl'l'Y llll.l', 2072

'l'lrc l)cpartmcntal (lomnrittor: on I lcalth is cstabli.shcd unclcr Standing Ordcr 216 (l) and is

nranclatccl t<r, intcr'-lia, ":;lucly uncl revictt,all lcgi:;lution rcfbu'ad lo il".
'l'hc (-'ommittcc is in rccoipt ol'proposccl alncnclnrcnts to thc Kcnya I)rutgs Authority llill,2022 lbr
harr:ronization bclbrc considcration at Conrnrittcc ol' thc Wholc IIousc. 'l'hc amcnclltlcnts wcl'c

subrnittcd in accoldancc with thc provisions ol'statrding Oldcr l3 l, which statcs ' lhc Sltcukcr ntu))

direct any Member proposing an amendmenl to the llill to appear be/bre the relevanl
Departmental Comntittee dealingv'ith the subject matler of the llill to present his or her proposed

anrcndmenl.t'.

In light of thc forcgoing. tlrc Conrmittce has schcdulcd to rncet you on'I'ucsclay,3lstOctobcr,
2023 and Wcdncstlay l't Not,cmbcr, 2023 at 10.00 anr a.s pcr thc attachccl schcdr"rlc to prcscut

yout'pt'oposccl arncnclu'lcnts in accordeurcc witlt Stancling Orclcr l3l.'l'hc tncctittg vclluc wilI bc

commrttricartccl in c[rtc coursc.

Or-u'l,iaisorr OI'llccrs orr llris sulr.icct arc: Mr. Ilassan A. Aralcwlto tnay bc contactcci on'l'cl. No
(l72l4tl(l57ll ol cnrail aclch'css j-rirUiLUitLitl!:t{lgtr-li!i[,totn ittrtl iVis. (llttly's [tiprolich.'l'cl. \tr
ll7 ltl]}l 253 or crnrrii ircltlrcss , . ,r r.r.,r, "ti, :' i.,, :, , : . ,

Yours

*(.::).

.ll,ll{liMl^Il NI)oM Iil, lvl lts
l'or':- Cl,liltK 0If 'I'llli NA,I'I0NAI, ASSIIMI}T,Y
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-U{E NA'IIONAI, ASSEMBLY
OFFICE OF I'IIE CLERK

P. O. Box 41842-OOTOO

Nairobi,I{enya
Main Parliament Buildines

Telephone : * 25"L,2O98:|,8OOO ext. 3300

Email : cna@parlianrent.go.lte
wg,w. Darliamen t. so.ltel the-national-assembl v

When replying please quotc

Rcf. NA/DDCDC-II t2023t (099)

IIon. Dr. Robcrt Pul<osc, MP
Parliament Buildings,
NAIROBI

I'Ion. Pctcr I(aluma, MP
Parliarnent Buildings,
NAIROBI

IIon. T..I. Kajrvang, MI>
Parliament Buildings,
NAIROBI

I-Ion. Dr. Jamcs Nyikal, MI'}
I)arliarnent Buildirrgs,
NAII(OI}I

IIon. Dr. Otiendc Amolo, MP
Parliament Buildings,
NAIROI}I

IIon. Ircnc Mnyal<a, MP
Parliameut Buildings,
NAIIIOBI

IIon. Anthony Oluoch, MP
Parliament I)uiIdings,
NAIITOBI

I-Iou. Millic Odhiarnbo, MP
Pailliarrrent Buildings,
NAII{OBI

I:[on. Martin Pctcrs Owino, MP
Parliamcrit Iluilclings,
NAIROBI

27th Octobcr,2023



Dcar flr) C [.,, s-1 do,ii (r,\

lllil': Ml,ll,l'l'lN(; ON IIAITMONIZA'l'lON Ol' PIIOI'OSn,l) AMliNl)MIii\]'S 'f() 'l'llli
l( lc N YA I) l{ tJ (;s n tl'l' I I o ll I'l'Y llll,l,, 21122

- !...!...-.8=.g

'l'hc l)cpartprcptal Corrrnrittcc on llcalth is cstablisltcd unclcr Staltcling Orclcr 216 (l) ancl is

t:ranclatcd to, irrtcr-lia. ",:'ltttll' fincl rcvietr ull lcgi,rlutittn ra.fbrrec{ to it".
'l'hc Comutittcc is iu lcccipt ol'proposccl nnrcnclnrcnts to thc l(cnytr l)rugs Autlrority llill,2022 lbr

trarnronizzrtiorr bcltlrc corrsic{cration at (klnmittoc o1' thc Wholc Ilousc, 'l'ltc atttcncllncllts wcrc

sulrrlittcd in accoldancc with thc proi,isions of Stauding Ordcr l3 l, which statcs ' the Spectlect' tttu)'

direct any Member proposing an antendmenl to the llill to appear before the relevanl

Departmental Committee dealingwith lhe subject maller of the llill to present his or her proposed

amendntenls'.

In light o[ thc forcgoirrg. tlrc Oorrmittcc lras schcdulcd to mcct you ot1 'l'ucsclny, 3I*t Octobcr
2023 ancl Wcdncsdnl' I'r Novcnrbcr, 21123 zrl 10.00 am a.s pcr thc aLtachctl schcclulo to prcscll

your plr)posccl amcndlrlcrlts irr accordancc rvith Standing Orclcr l-i l. 'l'hc lncctiltg vcttr,rc will
conruruuicatccl irr cluc coursc.

Our [,iaisrlrr Olllccrs orr tltis sulr.icct arc: Mr. Ilasszttt A. Aralc u,lto ttray bc contactccl on'l'cl. N

072t-tti057ll or crrriril irrltlrcss ilrr:;:r::t'.;lr':rl,-'.rl r:tit:tii.,-'r'tn llttcl i\is. (Jlrrdvs nr.illroticlr. 'l'cl. \t
$iltl72l25.jtrr.cIrittilittltlt.css,.|.

Yours

t.l

.IIiIIIiMIAII NIX)IVI I}I, M IIS
Iror:- (ll,llRI( Of 'l'lll,l A'I'IONAI, ASSI'MI}I,Y
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I TI{E NATIONAL ASSEMBLY
OFFICE OF I'I.IE CLERK

P. O. Box 4,l84,24OlOO
Nairobi, l{enya
Main Parliarnent Buildings

'feleph one: + 2 5+2028,l 8OO0 ext. 33OO

Email: cna@parliament.go.lte
www. parliamen t..qo. ltel the-national-as sembl v

When replying please quote

Rcf. NA/DDC/DC-II t2023 t (099)

IIon. Dr. llobcrt Pukosc, MP
Parliament Buildings,
NAII{OBI

IIon. Pctcr Kaluma, MP
Parliament Buildings,
NAIROI]I

I'Ion. T. J. Kajwang, Ml>
Parl iarnent Ilui ldings.
NAIITOBI

IIon. Dr. Jamcs Nyil<al, MI'>
Parl iament Iluildings,
NAIROBI

IIon. Dr. Oticndc Amolo, Ml'
Parliainent Iluildings,
NAIROI]I

Ilon. Ircnc Mayakzr, MP
[)arl iarnent []uildings,
NNIROI}I

I'Ion. Anthony Oluoch, MP
I'lrl i arnenl Iluildings,
NAIITOI]I

IIon. Millic Qdhiarnbo, MP
Parliarnent Buildings,
NAIROBI

IIon. Martin Pctcrs Orvino, MP
Parliamcnt Ilui ldings,
NAIROBI

27tl' Octob crr 2023



Dear (,?.\ {J u..' . ".,

Illil,': Mlili'l'tN(; ON IIAItiVIONIZT\'l'lON OIr I'llol'OSlil) AMI'lNI)lUIiN'l'S'l'O 'l'llli
Kl,lNYA l)ltt.l(;s Ati'l'! lolU'l'Y lll,I,1,, 2('t22

'l'lrc I)cpartnrcntaI Cr>rnnrittcc on llcalth is cstatrlishccl tttrclcr Stancling Ordcl'216 (l) anc[ is

rnarrclatcd to, intcr-lia, ".sttrcly uncl ravictv ull legi:;lutitttt t'c.f'crrecl to it".
'l'hc (lonrnrittcc is irr rccciltt ol'ploltosccl artrcrrclrncrrts to thc Kcttl,a I)rirgs Autlrt>rity Ilill.2022 lbr
htrruroniz.trtion lrclilrc consiclcration at (]ontrtrittcc ol' tltc Wholc Ilousc. 'l'hc attlctrcltucnts

subrnitted irr accordance with thc provisions ol Standing Ordcr l3 l, which statcs 'the Speaker

direct any Member proposing an amendment to the Bill to appear bOfore the re
Departmental Contmittee dealingv,ith the sub.iecl malter oJ'the Bill to present his or her

antendmenls'.

ln light of thc lilrcgoing. thc Corlnrittcc hars schcclulcd to tncct y()Ll on'l'ucstlay,3l*tOctolr
2023 ancl Wcclncstlay I't Novclnbcr, 2(123 trt 10.00 arn as pcr tltc attacliccl schcc{trlc ttl p

)'oLll'proposccl arrrcncilllcltts in accurclarrcc vvith Stancling Orclcr l3l.'l'hc tttcctirrg vcnuc rvill
cor:rmunicatccl in dttc coursc.

Otrr l,itristrn Ol'llccrs orr llris srrhicct nrc: Mr'. Ilassan A. A.r':rlc rllto tttav bc cotrtttctctl ort'l'cl
(l12l4ll(l57li or r:nriril lrrlrlrcss lrrr.::.;:rrr.lrl'; rlL'r/ r'nllii.r:,rtt't lttttl i\'is. (ilatlvs fitinl'otith. lcl.
07 l1l72l25J i)l' cl)litil atldl'css ..- i!,-!..-:-,,..,-,-lr,,i.r:-r1---:i.:/,.;.:-.-,-j -:-L'-,-..,
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Cornpliant State Corporations, laid on theTable of the House on lYednesdal, 23d Argast
2023.

25*. MOTION - PROCEEDINGS OF THE SECOND ORDINARY
SESSION OF THE SIXTH PAN-AFRICAN
PARLIAMENT (PAP)
(ldember of the Pan-African Parliament)

THAT, this House notes the Report of the Record of Proceedings of thc
Second Ordinary Session of the Sixth Pan-African Parliament (PAP) held in
Midrand, South Africa, from 15m May to 2'd-|une 2023, laid on the Table of the House

on Tbursdal, 24'h Aagust 2023.

26*. MOTION - OF
HIGH LEVEL POLITICAI FORUM ON SUSTAINABLE
DE\rELOPMENT
(The Vice Chairperson, Padiamentary Caucus on Sustainable

Development Goals (SDGQ and Business)

THAT, this House notes the Report of the Padiamentary Caucus on
Sustainable Development Goals (SDG, and Business on the Proceedings of the
2023 Uruted Nations High Level Political Forum on Sustainable Development
(HLPF 2023) held in New York, United States of America (JSA) from 106 to
21" Jriy 2023, laid on the Talth of the Hoase on Tbursdal, 24'b Aagu:t 2023.

27*. GO
DEVELOP
ASSEMBLY BILL NO. 13 OF 2023)
(Jlhe Leader of the Majority Party and the Leader of the l\{inority Parq,)

Second Reading

28*. THE CONFLICT OF INTEREST BILL O{ATIONAL ASSEMBLY BILL
NO. 12 0F 2023\
(fhe I-eader oFthe Majoritv Partv)

Second Reading

*Denotes Orders of the Dry*

S

/Notices't'
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THE INSURAruCE (AMENDMENT) BILL

I

NATIONAL ASSEMBLY BILL NO. 18 OF 2O2:}
v talC rt[Euaoe s

and National Plannins intends to move the follovrinq amendirrcnt to the
Insurance t I

CI-AUSE 3

THAT, clause 3 of the Bill be amendeC jn the proposed new section6TH (1) by deteting
the worcl "shareholder," appearingat thc l;eginning of the subclause.

II. THE KENYA DRUGS AUTHORITY BILL
NATIONAL ASSEMBLY BILL NO. 54 OF 2022

1) ven t tal t
o the

at the tt

LONG TITLE

TI{AT, t}rc Rill l'rc amended br, dcleunq thc Long l'itle and substituting thc.rcf<rr thc
follou'inq ne,,r' I-on11 'I'itle-

" \N AC'I' <tf Parlianre nt k) e stablish a c<imirrchcnsivc legal fr:amcv,'ork J:<>r the
i('tLriation of Ilcalth l)roducts and Tcchnologies; to safesuarci pul>lic health
,:;r'ough dclclr>pr-nent of a i(.gu]a1on, s\slcrr to ensufe safcn, <lualrn'. efficacy,
i ife ctirreness and perfortnance of l-realr i n'oducts; to cstablisir tht j.,en, ilealth
l)roducts and 1'echnoiogies Authority and 1or connecred purposes".

CI-AUSE 1

THAT, Clause 1 of the Bill br .,,;rendccl by--
(a) deletinr: thc phrasc "l(cnvr, I )r u1l' .,\ut lr, ,ritr: r\ct, 2022" and sLrbsrirudng rhercfor

tlre phr';isc "1Lcn\.zi [']calth l)r'r,riur ts anrl 'l'cci-ltolr,qics Itcqularon,,\uthol'irv,\cr.
2(\22".

(b', ilclctinri tht rlorr]s "'.utcl corlltt(:,tct:rn('ltr'' in t jtc llureiltai r-ro1c.

CIAUSE 2

THAT. Clau'sc 2 r>f the Bili bc a:nendccl-,-
(a) in rlrr dcfiniuon of "articrr " by-

(i) rnserting thc u'ords "dietary, suppJement" immediarely afrcr' rhe words
"rherapeutic cosmetj c" appearing in para5y-aph (a); and
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(ri) inserting the words "dietary supplement" immediately after the words
" therapeutic co s met-ic" app earrng in p ara,graph &) ;

&) - the definition of "Authority" by deleting the words "I(enya Drugs Authority"
and substituting therefor the words, "I(enya Health Products and Technologies
Regulatory Authority";

G) in the definidon of "chemical substanc." by deleting the words "or detergent";
(d) inthedefinitrrinof"drug"bydeletingtheword"i?'appearinginparagraph(b)(u)

and substituung therefor the word "of';
G) by deleting the definition of "enrolled pharmaceutical technologist";
(0 in the definjt.ron of "health products and technologies" by inserting the u,ords.

"dietary suppJcment" immediately after the words, "therapeutic cosmetics";
(g) by deleting thc definition of "herbal medicine or product";
G,) by deleting the definition of "medical device";
(i) by deleting the definition of "medicinal substance";

0) in the definition of "package" by inserting the words "dietary supplement"
immediately after the words "therapeutic cosmetic";

(k) by deleting the definition of "pharmacy";
(l) by deleting the definition of "pharmaceutical technologist";
(-) by deleting the definition of "registered midwife";
(n) in the definition of "scheduled substance" by deleting the words "in the relevant

schedule under this Act" and substitrtirg therefor the words "in the list
published b), the Cabinet Secretary under section 37 of this Act";

(") by deleting the definition of "therapeutic cosmetic"; and
(p) by inserting the following new definitions in their proper alphabetic sequence-

"active surveillance" means prospective measufes taken to detect adverse
drug reactions and adverse events and involves actirre follow-up during
and after treatment of patients where the events may be detected by asking
the patient direcdy or screening patient records;

"adverse drug reaction" means a response to a drug which is noxious and
unintended, and which occurs at doses norr:rally used in humans for rjre

prophi,laxis, diar-r.rsis or therapy of diseasc', or for thc n-.odification of
physiojogical funcuon and is characterized by the suspicion of a causai

relauonship betwe cn a medical product anci an occurrcnce;

"adverse e\,ent" means any untoward medical occurrence that may present
during treatment urjth a pharmaceutical product but u,hich does not
necessarily have a causal relationship with the treatment;

"biologicals" means a diverse group of medicines which includes
vaccines, growth factors, immune modulators. monoclonal anubodies and

includes products derjved from humar blood and plasrna;

"Board'l means the Board of the Autl',rrin, established under section ti;

"Centre" means the Nauonal Pharmacorrjgilance Centre established
under section 59B;
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"clinical trial" means any systematic srudy on pharmaceutical products in
human subjects, whether in patients or other volunteers, in order to
discover or verif, the effects of, identi!, any adverse rcacdon to
investigauonal products, study the absorption, distrjbution, metabolism
and excretion of the products with the object of ascertaining their effi,cacy

and safery;

"dietary supplement" rrleans a product taken by mouth that is added to
the diet to help meet dail1, requirements of essential nutrients, and rvhich
usually contains one or more dietary ingredient and includes vitamins,
mrnerals and herbs;
"enrolled pharmaceutical technoiogist" means a person enrolled as such

by the bodv for the tirne being responsible for the enrolment of
pharmaceur rcal technologists;"
"falsified medical product" means a product that is deliberatelv or
fraudulently misrepresented in relation to its identity, composition or
source;
"Field Sal'ctv Corrective Action" mcans anlr 261ion taken b), a product
o\\/ner to rcducc a r:isk of death or serious deterioration in the state of
healtl-r associ:rtcrl rvith thc use oi a nrcchcal dcvice, arld ilrcluclcs-

(4 the rerurn of a medical device to the procluct owner or its
rcprcscntative;

0r) clcvicc nrorljfication u'l-rich rlar, jnciudc-

(i) retrofit in accordance with thc product owner's
rlodification or dcsi.gn change ;

(i,) l)crmanent or temPorarl, changes to the labelling or
instrucrjons for usc;

(i") sofru,-arc upgrades includins those carriecl out by
remote access;

(i.,) rnodificatj..rn ro thc clinic,,' managcinent of patients
irr address a risk r,f seriorrs rnjury or death related
specificalllr to the characteristics of the device;

I device exchange;

(vi) device destruction; or
(",1) advice given l.', proritrct ou,ner regardr:rl rhc ,.st of

thc tllvir.

"hcaltlr lrroduct" incluclcs a n-icdicinc, nrurliczLl proriuct. nrctlrcinai
substanr c, r accir-tt'. cljagrrr,stic. medical dt'r'tr, . blor,cl ,.rr i',lt,od prr,clucl
traditionai and alicrnative mcdicine, therapeutic fced and nutritional
forrnularir.rn, cosr-r ir l ir' ancl rc,iatcd i.roducis;

"lrcalth tcchnolo$'" means thc apphcatjon oi ,.it:rrzed krroulcdgc and
slirlls in lre forn-r oJtrnedicines, devices, vaccinc.", p:-ocedurcs, and svstems

developed to solve a health probiem and rmprove the qualiq, of iives;

t
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"herbal medicine or product" means a plant derived material or
prcparaaons with claimed therapeutic or other health benefits, which
contain either raw or processed ingredients from one or more plants or
materta) of inorganic or animal origrn and includes herbs, herbal materials,

herbal preparations, finished herbal products that contain active

ingredients, parts of plants or other plant materials or combinations;

"in-vitro diagnostics medical device" means a medical device, whether
used alone or in combination, intended by the manufacturu f.or the in
vitro examination of specimens derived from the human body solely or
principally to provide information for diagnostic, monitoring or
compatibility purpo s e s ;

"fnspector of Drugs" means a person who is competitively recruited by
the Authority as a druq inspector and who holds a minimum of a diploma
in pharmacy;

"lot" or "sub-lot" means a defined quantity of starting matertal,packagrng
material or product, processed in a single process or series of processes so

that the quantity is expected to be homogeneous; and in the case of
continuous manufacture, the lot corresponds to a defined fraction of the
production characterzed by its intended homogeneity;

"lot release" means the process of the evaluation of zn individual lot of a
licensed biological product by the Authority before giving approval for its
release onto the market;

"marketing aurhorization" means the certificate of registration issued by
the competent health product regulatory authoriry in the country of origin
for the pu{pose of marketing or free distribution of a health product after
evaluation for safety, efficacv and quality;

"medical device" means any instrument, zP7aratus, irnplement. machine,
appliance, implant, reagent for in rritro use, softrrare, matena) or other
similar or related arti.cle, intended by the manufacturer to be used, alone

or in combination, fot human beings, fr:r- one oi more of the specific
medical purpose ot-

(a) dragnosis, prevenuon, monitoring, treatment or alleviation of
disease;

ft) dragnosis, rnonitorine, treatment, alleviation of or compensauon
for an injury';

(c) invesugation, replacement, modification or support of the anatomy
or of a physr<;logical process;

(d) supp,,r-ung or sustamtna rfe:
(e) control of conception;
(f) drsinfecrion of medical devices;
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(g) providing information by means of in vitro examination of

specimens derived from the human body;
(r) disinfection substances ;

(i) aids for persons with disabilities;

0 devices incorporating animal or human tissues;
(k) devices for in-r,itro fertt)tzaaon or assistccl reproduction

technologies,

and does not achier.e its primary intended action 1.rr pharmacological,
immunological or metabolic means, in or on the human bodr,, but which
may be assisted in its intended function by such means.

"medicinal substance" means a substance, the origin of which may be
human, animai, vegetable or chemical including hurnan blood and human
blood products, micro-c-rrganisms, whole animals, parts of organs, animai
secretions, toxins, extfacts, blood products, micro-organisms, plants, parts
of plants, vegetable secretions, extracts, elements, naturall)r occurring
chemicai materials anci chcrnical products obtaincd b1, 61-,"-,.r1 chahge or
s]'nthesis;

"passtvc survcillance" n-leans thar no actlve mcasurcs are taken to krok tbr
adverse effects other than the encouragement of health professionals and
others to report safety concerns;

"parallcl ir:rportauorf" n)cans irnportauon into licni,a, b1, a itcensed
importer of a health product other than the marketing authorization
ho]dcr or- his or Jrer tcchnjca] representativc, of tJ-rc ftrli<iu'ine hcralth
products whuch rcquirc markcring authorization in Iienya-

{a) patented health products under scction 58(2) ()l thc
lndustrial Properry Act. 2001;

(r) non-patented hcalth pr'(,(lucts; or
(r) branded generic i'ir:ar:h products;

"parallel imported medicinal sul-,stance" treans a medicj:-,,1 substance
imported into Kenya under this Act;

"pharmacovigilance" means the science and activjties rclating to the
detectiorr. assessment, undcrstanc']jnq- zLltrl l",.cvention rtf adtrc;.r' cffectS or
an)I ()th(-'' po-s5ibls hcalth product relatc'cl 1;rril;lern;

"prenrise'" includcs anv land, l;uilding, durelling,placc: or anr orl'rcl placr
ii'hatsocver; anci includes sl;ind-alone c()nrnruniry.r:etai) phariiracl,, 1'rrir-atr
i--,ospital pharmaclr, public he alth facrliw pharmaci,. wholesale pharmacl,or
clrsrrbudo;l r,.:rlct, u,here health prticir-rcts and rechnoictgic: arc stored,
handlcd or rlsr;' i'utecl;

"scheduling" means, in relation to a substance, the detcrnrinauon of the
schedule or scl-redules to the current Poisons Standard in which the name
or a descripuon of the substance is to be includcd;
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"substandard medical ptoduct" means a registeted medical product that
fails to meet either its quality standards or specificadons, or both;

"therapeutic cosmetic" means a cosmetic which- -

(a) offers an additional benefit to a person over afl ordinary
cosmetic; or

(b) contains a bioactive product formulated from an animal
ingredient that may have visible and measurable short or long-
term effects on a person,

and may include a product that may be absorbed through the skin or a
mucous membrane;

"unreg'istered medical product" means a product that has not undergone
evaluation and approval by the Authority subject to permitted conditions
under the Act and the rules therein;

"vessel" means a truck, van, bus, minibus, cat, ttaiJet, altcraft, tatlway
caritage, boat and other means that arc used for purposes of conveying
health products and technologies;

CI-AUSE 3

THAT, Ciause 3 of the Bill be amended by deleting sub-clause (1) and substituting
therefor the following new sub-clause (1)-

"Q This Act applies to the regulation ef-

(a) rnedicines, medical products and technologies;
(b) medical devices includrng radiation emitting products;
(c) radiopharmaceuticals;
(d) complementary, alternative or herbal medicines;
(e) cosmetics and Borderline Products;
(f in-vitro diagnostics medical devices;

19) therapeutic feeds;

(h) climcal trials;
(j) nutraceuricals and djetan, supplemenrs;

[) digital health and technologies:
(k) scheduled substances;

0 chemical substances; and

(m) biological products for use in humans and the startin.g materials used in their
manufacture."

CLAUSE 4

THAT, Clause 4 of the Bili bc amended in sub-clause (1) by deleting the words "I(enya
Drugs Authoriw" and substruting therefor the words "I(enva I{ealth Products and

Tecli-nologies Regulatory Auth ority".\

\
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CI.AUSE 5

THAT, Clause 5 of the Br11 be arnended by deleung the u,ords, "but the Authorin, mav
establish branches anrnvhere in I(en1ra" and substiruung therefor the words "or in such
other place as t}r iroard of the Authoriry may, by resolution, determine".

CI.AUSE 6

THAT, Clause 6 of the Bill be amended-

(^) by deleting sub-clause (1) and substitutinr iherefor the foilowing new sub-clause
(1)-
"(1) There shall be aDirector-General r^'r:o shall be the chief executive officer
of the Authority."

(b) by deleting sub-clause (2) and substituting thercfrrr the following nev'sub-clause
()\_

"(2)'The Director-General shail be appointcd b1, tl-ie Board, through a

transparcnt and cr>mpetilirrc process, on such tenrls as lna\r bc sltecified
in tl-rc instrulrcllt of appointrfielf [."

(c) in sub-ciause (3) b1, deleting the word "four" and substituting therefor the word
<<.1 )'Lnree

(d) by deleting sub-clause (4) and substituting the following new sub-clause (4)-

"(4) ,,\ per:son shall be qualified for appointment a-" a I)irector-Gencral iI'such
Person-

(a) hriids a bachelor's degree.in pharrnacy from a unir,r.rsir_v recognized in
I\ r it li.i :

(.l) l,,,,ds a nrasters'degree in pharmacl,, mcclicine or an\r relevant fieid fron:
a universiry recognized in Kenya;

(c) has at least ten 1,s21r' experience in phar:rnac)r or its equivalent;
(d) has sen ed in a senior management position fot at least five )rears;
(e) is a mcmber oi a professional bodv; and
(0 nrccts thc requrrements of Chaptcr six ot'rhe Cr>nstirut-ion."; and

(") bl deJetrng sub-clause (5)

CLAUSE 7

TIIAT, (-lausc 7 of the Ilill bc arnendcd rn paraqr-airir ,1)t 1',, tjc,lr'iinr rirc utords "Acr
ieqularion under this" and substituting thercfor rhe vrords "regulation undet this Act."

WEDNESDAY. OcToBER 25.2023 (1674)

a
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CI-AUSE 8

THAT, Clause 8 of the Bill be 2msndsd-
(a) in sub-dause (1) by deleting the words "Kenya Dtugs" and substituting therefor

the words "I(enya Health Products and Technologies Regulatory';
(b) by deleting sub-clause Q) and substituting therefor the following new sub-clause

Q)-

"Q) The Board shall comptise-
(a) a non-executive Chailperson appointed by the President and who

shall-

(r) be a registered pharmacist of good standing u'ith a degree in
pharmacy; and

(ii) have at least ten years' experience in the pharmaceutical sector, five

of which shall be at senior management level;

G) th. Principal Secretary in the Ministry for the time being responsible

for health or a representative designated in writing;

(c) the Principal Secretary the Ministry for the time being responsible for
finance or a representative designated in writing;

(d) the Director-Generd for Health or a representative designated in
writing;

(e) one person nominated by the Pharmaceutical Society of I(enya;

(fl one person nominated by the I(enya Pharmaceutical Association;

(g) one person nominated by the I(enya Medical Association;

ft) one person, not being a Governor, with knowledge and experience in
health products and technoiogies nominated by the Council of County

Governors to represent the interests of counties;

(i) one person, not being a puhlic officer, representing consumer

protection nominated by the Consumer Federation of I(en1'a; 2nd

O th. Drrector-General of the Authoriqr rvho shall he the sccretary and

^r. 
ex fficio member of the Board."; and

(.) by deleting sub-clause (3) and substituting therefor the following new sub-clause

(rl-

"(3) The Cabinet Secretarl, shall appoint the members of the Board under

subsection (.), (0, G), (lr) and (i) by notice in the CaTelne."

CLAUSE 9

THAT, the Bi,ll be amended by deleting Clause 9.



I

(No. ee) WEDNESDAY. OCTOBER 25, 2023 (7616)

CLAUSE 10

THAT, Clause 10 of the Bill be amended in sub-clause (1) b), deleting the words
"section 12" appeartng in paraqraph (c) and substituting therclcrr thr rvolds "section
1.1" .

CLAUSE 12

'IHAT, Clause 12 of the Bill be amended by-

(a) inserting the following paragraphs irnmediately after pangraph (e)-

"(ea) regulate the disposal of health products and technologies;
(eb) monitor the market for the presence of unregistered and illegal health
products and technoiogies;
(ec) conductanalyttcal tests cif health products and technologies";

(b) dclcting paragtaph (f) and substituting thercfor t.i-re fol]orvins neu, paragr:aph (f)

"(0 ensure continuous monitoring of the safcty' oi hcalth products and
technologies regulated under this Act through analysis of teports on adverse
react-ions and events, including an), other health product and technologir u5g

rcrlatccl rssues ancl takc approprratc rcgulatory acrions u.hen nccessarl,";

(c) deleting par:agraph (g) and substitutjng therefor thc I'ollorving neu, paraaraph
(g)--
"(g) regulate cl-inical trials and ensurc that clinical trial protocols o1' hcalth
products and tecirnologies arc beins assr:ssed according to t}c pre scribr-cl cthjcal
anrl professional criteria and defined standards including mandaron,
bl,equivalencc -,i 

r udies" :

qd) inserung thc foiJ<>wing new parag,rapl-rs immediately aftcr paragraph G)-

"(ga) apprcx'r' 1l'< use of an1: sn1..o'sirred mcdicinal substancr' for purposes of
chnical trials, cllrcr{Iencv use and conrl>assionate usc;
(gl' ciirt, out plarmacovigll:ince aurlits and inspections iu order to ensure
cot-npl.tancc, uritlr good pharmacor,rqilance' practiccs and tlre prescribed
re quirenrcnts",

ic) deleung para$api-r (n) anci substituting thercibr dre folir>winq neu, par:ri$apl-r
(")-

"(r-r) app<-rint insjrcL iors :rnd ordei inspcction of manufacturing premises, medical
dcr-jce s csrablisi-urient:. i:lporting and exporting agents, wholesalers,
dtstrjburors, pirarnracres, including those in health faciliues and clinics, retail
outlets and anv otlrcr prcmises and vessels subiect to regulation under this Act";
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(0 inserting the following new paragraphs after pangraph (t)-
(1617)

"(oa) conduct national regulatory authority lot release, official authodry batch

release of specified biologrcals to ensure the quality, safety and ef.frcacy of
biological products through a regulatory release system in compliance with
establshed approaches, policies, guidelines, procedures and in line with World
H e alth O rgantzztton and internationally recognized guidelines;

(ob) carry out and promote research related to medicines and health products";

(g) inserting the following paragraphs after parugraph (q)-

"(qa) ensure that all health products and technologies manufactured in, imported
into or exported from the country including through parallel importation
conform to prescribed standards of quality, safety and efftcacy;
(qb) enforce the prescribed standards of quality, safery and efficacy of health

products and technologies manufactured, imported into or exported out of the

country;
(qc) grant or revoke licenses and permits for the manufacture, importation,
exportation, distribution and sale of health products and technologies;

(qd) maintain a register of all authorized health products and technologies

manually or electronically;
(q.) regulate licit use of narcotic, psychotropic substances and precursor
chemical substances in accordance with the Single Convention on Natcotic
Drugs, 1,961,, the Convention on Psychotropic substances,197.1' or the United

Nations Convention against Illjcit Tnffic of Precursor Chemical Substances,

1 988;
(qf) inspect and license all manufacruring premises, importing and exporting

agents, wholesalers, distributors, pharmacies including those in hospitals and

clinics and other tetail oudets;"

CI-AUSE 13

THAT, Clause L3 of the Bril be amended by-
(a) deleting paragraph (a) and substirurins:herefor the following nerv paragraph

@-
"(a) collaborate with such otl'rer bodjes or org:anizations within or outside i(enva

as it may consider desirable or appropriatc for tl.re furtherance of the purpose oI
the Act;"

(b) inserting the following new par.agaphs immediately after paragaph (")-

"(aa) adopt and implement any such internationally recognized good regujato4,

practices;

(ab) determine and implement effectirre and efficient reliance mechanisms;
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(ac) issue, suspend, withdraw or revoke any license or compliance certificate
granted under this Act;

(ad) 1er1,, collect and utilize fees for sen'ices rendered;

(ae) grant or withdraw iicenses and pcrmits to manufacturers, wholesalers,
retajlcrs. importers, exporters and chstr:ibutors; (af) develop guidelines on llrc
manufacture, import and export, distrtbLrrir>n, sale and use of medical producrs".

CLAUSE 21

THAT, Clause 21 of the Bill be amended--
(r) by deleung sub-clause (1) and substiruting therefor the following new sub-clause

(1 )-

"(1) 'Ihe Board may establish such scientific advisor)r committees of the
Authority, as may be necessary for the effective performance of the functions of
the Authoriry".

ft) in sub-clause (3) by c'lelcting the u,ords "Cabincl Sccretan," and substitr-rting
thcrclirr the urords "Bt-rarci of tl-rc ,'\utlrorit1,",

(c) in sub-clause (a) bV deleting the words "Cabinet Secretary" and substituting
therefor the words "Board of the Autl.roriry";

(d) bv deleting sub-clause (9) and substjtutinq therefor the follou,inq ner,,' sub-clause
(e) -"(9) An advisory committee shaU subrnit, at Jeast oncc evcry six months , a report
to thc }loard of the Authoritr,, rvith rcspcct 1o il.s activities ancl tfic Boarcl shall
subrmt a cop\/ of each report tr> thc Cabinet Secretary".

PART IV

'IHAT, P,rrt IY r>f rhc Bill ]rt, amended b), dcl.rng thc title and substirurng therefor
the following ne\r7 tide-

PART III-HEALTH PRODUC TS AND TECHNOLOGIES

CI-AUSE 22

THAT, ( iausc ':) of thc IJrll bc arncrrled--

(ll tn thc marsrnal lrotc l->r'<jclcunq the u.c;rd "rrredjcrnes" and suhstirr:tjn.g thcrcftir
thc u'ords "health products ancl technolog;cs";

i'b) in sub-clziusc (1) bl'"-

(i) deleung rhc worcls "sell anv medicine" appearing in thc opr:iing
sentcrlcc and substirur-inp, therefof Lire urords "sell, manufacture,
supplv, djsribute or dispense anv health product or technoiogl,";

l'
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(ii) deleting paragraph (d) and substituting therefore the foliowing new

paragraph (d)-

"(d) is falsified,";

(.) in sub-clause (3) by-

(i) deleting the word "medicine" appearing in the opening sentence and

substituting therefor the words "health product or technolory"; and

(li) deleting the words "phamaceutical product" appearing in paragaph

@) and substituting therefor the words, "health product or
technology".

CLAUSE 23

THAT, Clause 23 of the Bill be amended in sub-clause (1) by-
(a) deieting the word "medicines" appearing tn par^graph (a) and substituting

therefor the words, "health products or technologies";

@) deleting the word "medicine" appearing tn p^r^grz;ph O) and substituting
therefor the words, "health products or technologies"; and

(c) deieting the word "medicine" appearing in paragraph (c) and substitotiog
therefor the words, "health products or technologies".

CLAUSE 24

THAT, Clause 24 of the Bill be amended-

(a) in the marginal note by deleting the w-ord "medicines" and substituting thetefor
the words "health products and technologies";

(b) i" sub-clause (1) by deleting the vzord "medicine" u'herever: it appears and

substituting therefor the words "health product or technology";

(.) by deleting sub-ciause Q) and substituting therefot the following new sub-clause
/o\

"(2) If a standard has not been prescribed fot a health product or technology but
a standard for the health product or technology is contained in an,v of the

pubiications specified in the Fifth Schedule, any person who manufactures,

labels, packages, sells or advertises any other substance or article in such a

manfler that is likely to be mistaken for the health product or technology hav-ing

mi:t any of the standards contained in any of the pubircations specified in the

Fifth Schedule, commits an offence.";

(d) in sub-clause (3)-
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(i) by deleting the word "medicine" wherever it appears in the opening
sentcnce and substituting therefor the u,ords "health product or
technology"; ari.l

(ii) by deleting the u,ord "drug" appearing in paragraph (b) and substituting
therefor the u,ords "health product or technology";

(e) in sub-clause (4)-
(i) by deleting the u,otds "one hundred thousand shillings or to

imprisonment, Itor a term not exceeding three months" appearing in
paragraph (a) and substituting therefor the words "one million shillings or
to imprisonment for a term not exceeding three years"; and

(ii) by deler-ing the words "two hundred thousand" appearingLnpa'r^graph (b)
and substituting therefor the words "6sr6 pilli6n".

CI.AUSE 25

THAT, tl-re Bill bc arnended b1'clclcung Olausc 25

CLAUSE 26

THAT, Clause 26 of the Bill be amended bv-
(a) deleung the word "medicine" appearing in thc marginal note and substitutrng

therefor the words "health product or technolog"'; and

ft) deleung thc word "medicine" and substituting therefor the u,ords "health
procluct or techno]ogy".

CI-AUSE 27

THAT, Clause 21 of thc ]lill b( anrcndcd-

(^) by deleting the u,ord-s ''mcdicinal 
1-rroducts" appearinL, in paragraph (a) and

substituting therefor tlrc' words "health p:-,rduc:s lr teclr:,rrlogics";

(b) b-V delcrinc the u'ords "meti r.inal products" appearinl in paragraph (b) and
substit,;rr:r2 1lrerelor thc rvorrls "irealth ilroducts or rcchnologies"; :rnd

(c.; bt rJclctrrq paragraph (c) and substjtutinq tl"rc fcrllou-irrq ncu' 1;araerapir i'c'

"(c) rirt ciualiq,of ti-re healrh products or technolog:cs of cacir such dcscrrl:u,,n,
2c(:()rdli j{I tO ihr: specittcation and tl,r, n)ctht,, or" 1-,roposcd ,.,.11-11-,,,,.i t,i
manufacture o1- the ]realth products or tecjrnoiogie s rirrd tlrr pr<>r,isi()rts i)r ()poscd
frrr se cudnu fiat the health products or technolosjcs as solcl c>r suppired u,ill bc
of that clualitf': and"

(1,620)
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NEW Cr-AUSES 27A,27B, 27C & 27D

THAT, the Bill be amended by inserting the following new clauses immediately after

clause 27-

27A. (1) A person who intends to import, manufacture or sell a health

product or technology shall apply to the Authority for the registration of
the health product or health technology in the prescribed form.

(2) Arr applicant under subsection (1) shali-
(a) speciff the particulars of the person with appropriate

knowledge of all aspects of the health product or health
technology who shali be responsible for all communication
bet'ween the applicant and the Authority in the declaration
page of the application form; and

(b) where the applicant is not a cittzen of l(enya or is a cornPany

incorporated outside I(enya, appoint a local representative

who shall be a ciizen of I(enya, a Person who is or has

Pefmanent residence or a comPany incorporated in I(enya.

(3) The application made under subsection (1) shall be accompanied

by-
(^) ^ proposed label for use on the health product or

technology;
(r) a copy of the manufacturing licence of the health product

or technology, where applicabie;
(c) a copy of the good manufacturing practice certificate from

the Authority and the regulatory authority of the country
where the health product or technology is manufactured;

(d) a copy of a certificate of analysis from a qualiry control
laboratory recognized by the Authority, where applicable;

(e) a copy of the marketing authotzation or certificate of
registration of the health product or technology from the
regulatory authority of the countryrvhere the health product
or technoiogy is sold;

(f) the availabie data on the qualiq', safety, efficacl' 21i
performance of the health product or technolog), submitted
in a common technical dossier format;

(g) a sample of the heaith product or technology;
(h) proof of ownership of the site for the manufacturc of the

health product or technology, u,here apphcable;

(i) where the applicant is not a citrzen of Ken1,a or is a cornPany

incorporated outside I(en1,2. a copy of thc agreement
' appointing the local rePresentative;

0 where r:c application relates to a hcalth product or
technology u,'hrch is registered with a fol eign regulatorl'
[6611'-
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(, a copy of the certificate of registration;
(ii) the professional informauon relating to the health

product or technolog)'; and
(iii) the conclitions of the registration of the heaith

product or technolog)';
(k) proof that thc applicant holds-
(i) a valid practjcing licence issued b), the bod1, rs5p.nsible for

the profcssion of pharmacy;
(ri) a valid rvholesale dealer's licence issued in accordance

with rlis Act;
(iii)a vajrd licence to sell poisons issued in accordance

vrith this Act; ot
(iv)a valid manufacruring licence issued in accordance

with th-is Act; and
(v) proof of payment of the applicarion fees as

prescribed b), the Author:ity.
(4) An appiicant shall notifl, thc Authoriq, oi anr, variation to the

agreement appointing the local representative witllin se\rcn days of
tl-rc r"ariaticlrr

278. (1) The Authority 5[211 consider the applicauon made under
section 27y'', and, shall, if it is satisfied of the safety, efficacy, quality,
performance and economic value of the health product or technologr,,
rcgister the hcalth product or technologl, and issue a certiflcate of
registration in the prescribed form.

(2) 'fhc Authoriry may, rvhile considcring tl-rc application, appro\/c
the details as supplied by the applicant or approve it widr such
arnendments as it rnay considcr appropriate in respcrcr of the following
partictrlars-

(a) the name under which tirc health product ,rr tecl-:nolor:_\, 1r2y
be sold;

@) the labelJing of the health product or technololS,;
(c) the stateffient of the representations to be ryrade tbr the

promouon of the health product or technologv regardlng-
(i) the claim to be rnade for the health i.rroducr or

technologl';
(u) the route of adminjsterins thc health proclucr or

rccirnologr':
(ur)the closagc o1'the healtir product or technol'i.i.
(ir.)the storage condjtjons o!- the health pro(lL)(r or

technologl';
(r) the contra-indications, the side cffecrs and

precauuons, if. any of the health prociucr or
technology; and

(vi)the package sizc of the hcalth product or
technology.
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(3) When evaluating an application, the Authority m^y-
(a) subject a sampie of the health product or technology to an

evaluation by * andyst; and
(r) consider the evaluation rePort of the analyst that has

evaluated the health product or technoiogy.

(4) \Vhere the Authority is not satisfied as to the qudity, safeq'

efficacy, performance or economic value of the health ptoduct or

technology, it may, after providing an oppornrnity to the aPPlicant to

be heard, reject the application and inform the appiicant the reasons

for rejection in writing.

27C. (1) The Authority may, where it considers it necessary to protect

public health or in the event of a threat to life or .health, issue a

Rcgistration during provisional certificate of registation for a health product or
emcrscncv. I

technology.

(2) A person who intends to obtain the provisional certificate

of registration for a health product or technology under subsection (1)

shall apply to the Authority in the prescribed form.

(3) \X/hete the appJicant is not a citizen of I(enya or is a

company incorporated outside I{enya, the applicant shall appoint a
Iocal representative rvho shall be a citizen of I(en1,a, a person who is or

has permanent residence ot 
^ 

company incorporated in I(enya.

(a) An application under subsection (2) shall be accompanied

by-
(") such documents as may be necessary to suPport the

applicauon;
(b) where the applicant is not a cidzen of l{enya or js a

company incoqporated outside I(enya, ^ coPy of the

ar:r:c <:m ent appointing the lo cal rePresentatjve;

(c) proof that the appJicant holds-
(i) a valid prac-icing licence issucd h,v the bodv

responsible for the profession of pharmacy;
(ii) a valid wholesale dealer''s licence issued in

accordance with this Act;
(iii)a valid licence to sell health products or

technologies issued in accordance with this Act;
of

(i9, r,alid manufacturinq Lcence issued in
accordance urith this Act; and

(v) proof of paymsnt of the application fees as

ptescribed by dre Authoriq'.

(5) \Xltren determining an applicauon under this section, the

Authority shall consider the facts established from the valid



(No. ee)

,{rrt]ronzarion of
unregisrercd hcalth
pr,:duct or

rcchno)ogf.

ITEDNESDAY. OCTOBER 25. 2023 (7624)

marketing authonzation for the heaith product or technology and the
report on the assessment of the health product or tecirnologv obtained
from the authority competent for health producrs and technoiogies, if
available.

(6) The person to v/hom the certificate of registrarion is issued
under this scction, shall be responsible for the labelling, packaging,
advertising and pharmacovigiiance system of the health product or
technology.

(7) A provisional certificate of registration issued under
subscction (1) shall be valid for two years from the date of issue or
until the declaration made under section 35 of the Publc Health Act is
revoked.

(8) Any variation to the asrcement appointing the local
rePresentative to the application made under subsection (2) shall be
notified to the Authoriq, within seven dat's of the variation.

27D. (1) I'he Authority may,, in wrjtrns, authorizc a person tc-r irnport
or: distljbutc [irr a speci{rccl pcrir.,c1 to a specified pcrson or insrjtution
a specrtrcd quarrtin oi a l)artlcular hcaltii product or technologlr fl1^t 1.

not registered.

(2) A health product rtl tcchnologl clistrjbutcd Pursuanr fc)

autl-rorization granted undcr subsection (1) may be used for such
purposes and in such manner and during such period as the Authority
tlav in u'riune rlctcr-rninc.

(3) ,{ pel son u,ho intends to obtain thc authorizatsctn under
subscction (1), for purposes other than a clinical trial, shall apply to the
Authority in rhe prescribed form.

(4) \\iherc rhe appJicant is not a cittzer, of I(e nya or is ;, co,xpany
incorporatcd our:ide I(enya, the applicanr shall appoint a loca)
representatjr,e u,h<, shall bc a cjtizen of I(enva, a person who is or has
permanent residence or a companv incorporated in I(enva.

(5) -l-he application rrade under subse *ion (3) shall be
accompanled bi'-

(^) ^ prorlucr brochure cr>nrairlng relevant chcmical,
pharmaccuucal, pre-clinical pharmacolosical and
toricological tl:,t, ancl u'here al-.i.rr( dblc, human
phannacologicar :.;rd clinical data related ro the health
product or technolog), for rvLuch authoriry is sought;

(b) u'ritten consent of the applicant, where applicable;
(c) details of registrarion or pending registrarion of the

health product or technology with any other

I
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regulatory authority, where applicable;

(d) evidence of complance by the manufacturer of the

health product or technologywith good manufacruring
ptactice standards as determined by the Authority;

(e) reasons why a registered hedth product or technology
cannot be used;

(f) where the applicant is not a crizen of Kenya or is a
company incoqporated outside I(enya, a copy of the

agreement appointing the local repre sentative;
(g) proof that the applicant holds-

(i) a valid practicing licence issued by the body
responsible for the profession of pharmacy;

(ii) a valid wholesale dealer's hcence issued in
accordance with this Act;

(iii)a valid licence to seil health products or
technologies issued in accordance with this Act;
of

(iv)a valid manufacturing licence issued in
accordance with this Act; and

(v) proof of payment of the application fees as

prescribed by the Authority.

(6) I7here the Authority issues ^n authorization under
subsection (1), the persofl to whom the authorizatton is issued shali

submit to the Authority-
(a) progress reports after every six months from the date of

issuance of the authorization;
(b) ^ry adverse event report, where an adverse event

occurred; and
(c) a progress report within thitry da1r5 261.t the completion

or termination of the use of the health product or
tet lrnology.

(7) The Authoriry mar,. where it js of the opinion that the safety

of any patrent is compromised or where the scientific reasons for
administering the uru:egistered health product or technology have

changed-
(a) impose any additional cond-itions;
(b) request additional information;
(c) inspect the site where the unregistered health product or

technoiogy is manufacrured, stored or administered; or
(d) wrthdraw the authorizatfofl to treat the pauent.

(8) The Authority may, by notice in writing withdraw dre
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authorizauon issued under subsection (1) if the any of purposes or the
manner specified in subscction (2) is conttavened.

(9) A health lrroduct or technoiogl, authorized under this
section shall be labellt , i tn accordance with this Act.

(10) An applicant shall notifi, the Authoriry of any variation to
the agreement appointinq the local representative u'rrliin seven da1z5 eg

the variation.

(11) The requirements in this section shaii appll, to applications
for donations of healtl-r products and technologies.

CI-AUSE 28

THAT, C-lause 28 of thc Bill be amcnded-

(a) irr the nrarginal note bv dcleting the worcls "n-redicines register" ancl substitutinq
t}rcrctbr thc u'ords "health prrducts ancl tcchrrologies re{istcr";

(b) in sub-clause (1) by deleung the words "medicines register" and substituurrg
therefor the rvords "health products and technologies register"; and

(c) in sub-clausc (2) l>r, delctinq thc u,ords "meclicines register" and substituting
therefor thc u,ords "health products and technologies register".

CI-AUSE 29

THAT, Clause 29 of thc Rill b(' amended-

(a) in thc marr-"ir.rl rrotc h1' delcting the u,orcls "medicines and medic;rl clcvices" rrrrd
substttuting ti-rerelol the words "l.,calth products and technologies"

(b) bl deleting sub-clausc (1) and substituung rhcrefor the follov'ing new sub-clause
(1 t-

"ii; Every application for resistralr()It o1: a health procluct or tcchnology shall be

submitted to the Rcc;:rrar in the prescribed form and shall lre accompanied l>v

thc' prcst ril,t,d parrit ulars arrd samplcs of lhc re lcr-ant l.icalth producr or
tccirnology and bi' thc prescriired rcgisuatjtirt fec."

(c) in sub-clausc (3)-
(i) bl' dcletint the u,ord "r-nedicinc" appearine in paratrl:aph (a) and

s.r:.i.rstrtuting tl-ierefor rirc u'ords "hcalth product or icchnologr,",
(ri) b1' deleting the rvord ";-''rccljcinc" appearirrg in parauraph (b) and

substituting drer'1't;r thr: u'rrrds "health product or technr,logli ';

(-)by deleting the u,ord "medicine" appearing in paragraph (c) and
substitutjng therefor tire u,ords "health product ot 1echnolog1,";
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(d) in sub-clause (a) by deleting the word "medicine" appeanng in the opening
sentence and substitoting therefor the words "health product or technoiogy";

(.) by deleting sub-clause (6) and substituting therefor the following new sub-clause
(6)-

"(6) \X4rere the Authority has approved the registration of any health product or
technology if it is satisfied of the safety, effi.cacy, quality, performance and

economic value of the health product or technology, the Registrat shall register

that health product or technology and shall enter in the register such particuiars
in regard to the health product or technology as are required by this Act to be so

entered and shall issue to the applic^flt a certificate of registration in the

prescribed form in r-espect of that health product or technolog."

(0 i" sub-clause (D by deleting the word "medicine" and substiruting therefor the

words "health product or technology";

G) i" sub-clause (8) by deieting the word "medj.cine" wherever it appears and

substituting therefor the words "health product or technology";

(h) i" sub-clause (9) bV deleting the word "medicines" and substituting therefor the

words "health products and technologies";

(i) in sub-clause (10) by deleting the word "medicine" and substituting therefor the

words "health product or technolog";

(l) i" sub-clause (11) by deleting the word "medicine" and substituting therefor the

words "health ploduct or technology";

G) i" sub-clause (12) bv deleting the word "medicine" appearing in the opening
sentence and substituting therefor the words "health product or technology";

(1) i" sub-clause (1a) by deleting paragtaph ia) and substjtuting thetefor the

foilov,ing nc\r paragraph (a) -
"(a)I(enya Essential l4edicines List, I(enya Essentral Diagnosl.rcs list and I(en1,a

Essential Medical Supplies iist' means the list of essential medrcines, diagnostics

and medical suppJies included in the latest editions of the official pubiications
relatine to suldelines for standard treatrrent wlrich is compiled by tl-ie state

department responsible for Health;"

NEW CLAUSES 29A & 29B

THAT, thc: Ilill bc amended by inserting the following new ciauses immediatellr 2f161

clause 29-
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29A. (1) A person shal-l not import any health product or technoloq,
unleSS-

(a) the imported health product or technology has been

authorized through i.ssuance ()i an import perrnit or a

v/ritten a,rthoiz tlon by the Authoriry; and
(b) the irnported health lrr<iduct or technologl, is inspected

and verified by an inspector of the Authoriry at the ports
of entry priot to its reiease.

(2) No batch or lot of any registered product shall be released b), tire
manufacturer prior to the completion of tests for conformity u-ith

standards applicable to such product and official batch or lot releasc

by thc Authoriq in cases of biological therapcutics.

(3) Each applicable test conducted b), the manufacturer under
subscction (2) shall bc made on each batch or 1ot after cornplct.ion o1'

all processes of manufacture and such test may affect cornpliance u'ith
the standarci applicable to the prr>duct.

(a) The manufacturer or marketing authonzation holder of anv

registered biological therapeutic shall submit lot sumrnary protocol for
each krt thar contains rcgistcrecl 1csls and resulrs of tcsts pcrfr;rrncd
and, such manufacrurer or marketing authorization holder may be

r:equired to submit samples of product from the specified lot to thc
Authority 1'rrr r>fficial batch or lot rclcasc in ar:cordance u,-jtl-i tire
prescribed rcgulations.

(5) Iivcry batch or lot of a rcr"istered biological therapeutic
importe d into l{en1'a ,rr manufactured in I(en1,a shall be evalualcd and,

on berng satisfied oi conformig: q;jf1 prescribed standards and
payment of prescribed ii:cs. thc l)irector-General shall approve its
release into the market and issue a ccrtificat, ,tf <:fftcial batch or lot
rcleasc r;-, thc prcscribccl format.

(6) Thc Autl r,r:iil lrle\;rec,rgnizc and,,r('cpt official Ior relc,..e
cr:rtificatcs issuecl irt- otlrcr rtatior,:ii r-egulatorr authorltic:s of otlru'
countrit-s for a spccific l>arch ( )l- lo1s oi irrological thcrapeuuc
manufacturccj w-jthin the it'rrilorjes ol- thr,sc r':adonal rt'gularr,ry
authoritics. in issuance of a certificate under thrs section.

(7) A person who contravcircs this section commils art offenrc
and shall on corlr-iction be hable--,

(a) in thc casc of a first ol'fcnce, to a fine nor exceeding one
milljon shilhngs or to imprisonment for a rerrn not exceeding
rrvo \/ears, or to botir; or
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&) - the case of a subsequent offence, to a fine not exceeding

t'wo million shillings or to imprisonment for a term not
exceeding five years, or to both.

3:1:l-,__ ^E 29F.. (1) A person shall not engage in the parallel importation of a
rmDortauon ot
i-,.i,t'- p'"a"* health product or technology into I(enya unless-
andtechnologic'' (r) the person is incorporated as a limited liability company

under the Companies Act;
(b) th. person has been granted a cerdftcate of parallel

importation;
(c) the person is licensed to parallel import the health

product or technolory;
(d) the health ptoduct or technology has a valid registration

in I(enya under this Act; and
(e) the health product or technology has a valid market

authonzatton in the country of origin.

(2) A person who wishes to undertake parailel importation of a

hedth product or technology shall aPPly to the Board for a certificate

of parallel importation in the prescribed manner.

(3) The Board shall establish and maintain a system that ensures

that a registered parallel impotted health product or technoiogy can be

traced from its sourcing, manufacturing, packaging, Storage, transport

to its delivery to the health facility, institution or private practice where

the health product or technology is intended to be used.

(4) A person who-
(a) is the holder of a certificare of parallel importation or

licensee and fails to comply u-ith any requirement or

obligation in this Act;

@) contravenes any prohibil,,i-r Pre scribed by dre Authoriq';
or

(c) fails to comply with ani requrrement imposed on that

person by the Board Pursuant to this Act,

comrnits an offence and is liable, uP()n convjctic.,n, to a fine not

exceeding one mi-liion slrillings or to tmprisonment fof a telm not

exceeding two years, or to both.

CLAUSE 30

THAT, Clause 30 of the Bill be amended-

(a) in sub-ciausc (1) by deleting the word "medjcine" Y,herever it appears and

substiruting therefor the rr,'ords "health product or technolory"; and
I

I

\
1

\
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@) in sub-clause (3), by deleting the rvord "medicine" wherever it appears in
parag'raph (b) and substituting therefor the u,ords "health product or
technology".

CI-AUSE 31

THAT, Clause 31 of the Bill [>s 2116ndsd-

(a) in sub-clause (1) by delctinu the word "medicine" and substiruting therefor the
words "health producr or technology"; and

(b) in sub-clause (3), by delet,ing the word "medicine" appeannginpangraph (c) and
substiruting therefor the words "health product or technology".

CLAUSE 32

THAT, Clause 32 of the Bill be amended-

(u) by dcleting sub-clause (1) and substituting therefor thc follov,ing neu/ sub-clause
(1 )-

"(1) The Authortn'shall cancel rhe rcqistration of a health proclucr or
technoiogl 1f-

(a) a licensee has failed to comply with a condition subject to which a

particular health product or technology has been registered;

qb) a particular health product or technology does not compl), with a

pr:escribed requirement; or

@ it is not in thc public intercst to makc a particular hcaith product cx'

technology available to the public."

Q) in sub-clause (2) by deleting the words "medicine or medicai device" wherevcr. rr
aPPears and substiruting thcr< for thc rvords "heallh product r-,r reclrnolrrsi ",

'c) in sub-clausc (4)-
(i) by deleting the words "medicine or medical device" appca;-ii'rg ii, iirc opening

sentence and substituting rhert'lor the rvords "health product or technologl,";
and

(ii) by deleting the words "nrc'dicine or rnedical device" appearine \n paragraph
(b) and substituting thercfirr the words "health procluct ol tcchn,,logv"; and

rd) by delet-ing thc rr,'ords "rnedicine or rnedjcal dc:r'icr." u'hcrevcr ir appcars in sub-
clause (5) and substirudng thcrcfor-the s-ords "hrairh producr or rechnologv".

CI-AUSE 33

TFIAT, Clausc 33,rf tl,t lii,. be amendcd in sub-clausc (i b),riclcrrng tire words
"me dicinc or medical der-rce" and substituting therefor: the v:(,r'ds "hcalth producr or
technology".
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CLAUSE 34

THAT, Ciause 34 of the Bill be amended-

(1631)

(r) by deleting the words "medicines" and "medicine" wherever it appears and

substituting therefor the words "health product or technology"; and

G) i" the marginal note by deleting the words "medicines" and substituting therefor
the words "health products and technologies".

CLAUSE 35

THAT, Clause 35 of the Bill6. ^-.n.lsi-
(r) by deleting the word "medicine" wherever it appears and substitoting therefor

the words "health product or technology";

G) i" sub-clause (1) by inserting the words "or an enrolled phatmaceutical
technologist" immediately zfter the word "pharmacist";

(c) in sub-clause @ by inserting the words "ot 
^rr 

entoled pharmaceutical
technologist" immediately after the word "pharmacist";

(d) in sub-clause (3) by inserting the words "or 
^rr 

enrolled pharmaceutical
technologist" immediately after the word "pharmacist"; and

(.) io sub-clause (4) by inserting the word "or 
^rr 

enrolled phatmaceutical
technologist" immediztely a{ter the word "pharmacist".

CLAUSE 36

THAT, the Bill be amended by dslsting Clause 36

NEW CI-AUSE

THAT, the BiIl be amended by inserting dre follou,ing new clause immediately after

clause 36-

CUn!cal trials. 36A. (1) A health pr:oduct or technolo-e), shall nor bt: used for chnical
trial unless an approval is sranted by the Authonry ri.ith the approval
of thc relevant ethics bod1,.

(2) A person who intends to commence a clinical triai on a

health product or technolog.y shall make an application to the

Authority in the prescribed form and the application shalJ be

accompar.red by the studv protocol in the prescribed format and the

prescribed fee.

(3) The srudy protocol submitted under subsectron (2) shall

include a post-trial access program io ensure access of investigational
medicinai substances by participants in the trial before grant of
marketing authorization by the Authoriry.
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(4) The Authority shall prescribe guidelines for evaluation of

applications made under subsection (2) to be implemented for
accelerated evaluations during emergency sifuations, epidemics and
outbreaks.

(5) A person granted an approval under this section shall put
in place a robust qualir,,' assumnce system to ensure that tlre clinical
trial is carried out in a manner that ensures the integritv of data
generatcd and the safery and well-being of the participanrs of the
study.

(6) The Authority shall carry out inspection of the clinical
trials and monitor compliance of the clinical trials with the prcscribed
requirements.

(7) Anv amendments to clinical trials protocols slrall be

submitted to the Authoriry for approval be fore implementatjon.

PART V

THAT, the tstll be amended in the tide to Part V by deleting the expression "PART
V" and substituting therefor the expression "PART I\/".

CLAUSE 37

THAT, Clause 37 of the Bill be arnended-

(a) in sub-clause (2) lry clelcting the rvr>rds "and dealers in mining, agricultural or
horti cultural accc s so r-ics " 2r pi) cartng i n paragraph (a);

G) by insertinq the following ne\\; sub-clause (3) immediatell,2flst sr:b-clause (2)-
"(3) The Cabine t Secretary shall publish the list of schcdule d substanccs prepared
under-subsectjon (1) in thc Ca7ette."

(.) by rcnumbering sub-clausc (3) as sutr-clause (4);

(d) bV deieting sub-clausc (4) and ..,bstiturrng therefrl: ti-rc follc-rwing new sub-clauses

"(5) 'Ihe r\rrihorifl shall at lc'iist oncc e\:ery r\\(,\'crirs, rcvierl rhc list.s urrdcr'

subscctior-i (.3,. or ulrt::rt:vef n('ccssar:\'in the intcrest oi pubiic lrcalth and salcn.
(6) ,\ny rr,-idifrcauon of tl-re Ist of scheduled sul'rsiariccs nrcpared under il'rjs
section shall bc subiect to the procedure provided in subsecuon (1), (2) ancl t i)."

CI-AUSE 38

THAT, Clause 3ti of rhc Brll be amended--
(a) in sub-clause (1) by-
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(i) deleting the words "the Limitations prescribed by this sub-section" and

substituting therefor the words "the following limitations";
(ii) deleting paragraph (c)

1b) by deleting sub-clause Q) and substituting therefot the following new sub-clause

@-
"Q) A person who is in possession of a scheduied subsance otherwise than rn
accordance with the provisions of this section commits an offence and shail on
conviction, be liable to a fine not exceeding nvo million sh-illings or to
imprisonment for a term not exceeding three years; or to both."

CLAUSE 39

THAT, Clause 39 of the Bill be amended by deleting sub-clause (5) and substituting
therefor the following new sub-clause (5)-

"(5) A licence issued under this section shali be valid for a period of one year, renewable

annually".

CLAUSE 40

THAT, the Bill be amended by deleting clause 40.

CI-AUSE 41

TFIAT, Clause 41, of the BiIl be amended-

(a) in sub-clause (1) by deleting paragraphs (c) and (e);

O) i" sub-clause (2) by deleting pzragraph (b) and (c); and

(.) by deleting sub-clause (3).

CLAUSE 42

THAT, Clause 42 of the Bi]J be anrended-
(a) in sub-clause (1) b1' deleijng the words "paragrapir (b) r,f Section 53(2)"

appearing in paragraph (") and substjtutrng therefor thc words "section

41(2)Q>)"; and

G) i" sub-clause (3) by deleting the words "three years" and substituting therefor

the rvords "one year"

CLAUSE 43

THAT, Clause 43 of the Bill be amended in sub-ciause (1)-
(") by deleting the opening sentence and substituting therefor the folloqring new

oPening sentence-
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"(1) A qualified healthcare professional may supply or dispense a Scheduled
Substance with therapeutic value for the purpose of medical, dental or veterinarv
treatment, as the case ma\r be, subject to the following provision5-"

(b) in paragraph @) by-
(i) inserting the u'orti "and" immediately after the word "suppJied" appearing

in sub-para.graph (ur); and
(ii) deleting the u,ord "^nd" appearing in sub-paragraph (ir);

(.) by deleting paragaph (c).

CI-AUSE 45

THAT, the Bill be amended bv deleting Clause 45 and substituting therefor the
following new clause 45

Autr:nratic
nraclrincs

Elecrronic salc of
hcalth products
and tcchnoloqit:s.

45. (1) An authorizecl seller may use an automatic machine to dispense
over-the-countel scl-reduled substances.

(2) 'fhc Ar-rtlioritv shall develop rc.gulati()ns on the-
(a) classes of subsranccs permittcd;

@) quantities of substances to be dispe nsed;

(c) records of substances dispensed;
(d) locatjon of automatic machincs: and

(e) regrstrauon of automatic machines.
CLAUSE 46

THAT, thc Bill bc amendcd bv deletinq Clause 46 and substrtutins thercfor the
follorving new clause 4(r-

46. (1) 'l'he Authority shall prescribe guidelines to provide for the
eitr:romc supph,and dispensing of schcduled substances rncluding
tlr:.ough e-phar-mac1', teiernedicine, medication thera:r' management
ancj onl:ne pirarmacy.

Q)The regulations made undt r subsection (1) shall pro.i,ide for-.
(a) licensure of c nirarrnacies;

ft) safcn of 1'raUcnts;
(c' r,errticatir.rn o1'thc jc'lcntrtl and ii'aceabiliq' of patrcnts;
(1, r,errfication of thc idcntitv and u'aceai>iliq, of prescrilrers; arrd

(t , intcqrrfi,, legitrnracr,, and authenricirv of Prcscript-ions
including avoiclancc of muJtiple use oi the same prescription.

(3) 'i-lrc clc ctr, ,;'rlc -suppir ancl dlspcnsine 6f schcdu]eci
substances shall bt pcr.rrritted providcd that the suppli, of such
hcair.]r pr,ducts and '.echnologrcs conforms urith all requirements
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for the particular health product of technology in tems of its

scheduling status znd 
^ny 

other requirements as may be specified in
regulations in relation to such supply or dispensing.

(4) In the case of a prescription-only medicine, the required

prescription shall have been obtained as a result of at least one physical

interaction bet'ween an authorised practitioner and the patient within a
period of at least six months.

(5) Any person who contravenes this section shall be go,lty of
an offence, and shall on conviction, be liable to a fine not exceeding

one million shillings, or to imprisonment for a term not exceeding one

year, ot to both.

NE\T CLAUSE

THAT, the Bill be amended by inserting the following new clause immediately after

clause 46-
46A. (1) A dietary supplement shall-

(a) not contain scheduled substances; and

(b) have a stated or implied therapeutic PurPose.

A) Where a dretary supplement contains folic acid, the

maximum daily dose for the dtetary supplement shall be as pet the

guidelines prescribed by the Board of the Authority.

P VI

THAT, the Bitt be amended in the title of Part VI by deleting the expression "PART

VI-MANUFACTURE OF MEDICINAI SUBSTANCES" and substituting therefor

the expression "PART IV-MANUFACTURE OF HEAITH PRODUCTS".

CLAUSE 47

THAT, Clause 47 of the Bjll be amended-

(a) in sub-clause (1) by deleting the words "medicinal substarice" and substituting

therefor the words "health product";

1b) bV deleting sub-clause (2) andsubstituting therefor the following new sub-clause

(2)-

"(2) A manufacturing licence issued under tlrjs -section shall be val-id f<r: a period

of one year, renewable annualit.''

(c) in sub-ciause (3) by deletrng the u,ords "medrcinal substance" and substituung

therefor the words "health product;
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(d) in sub-clause (4) by deleting the words "medicinal subsrance" and substituting
therefor the words "health product";

(.) by inserting the fol,lou,ing sub-clauses irnmediately after sub-clause (5)-

"(6) The Authoriq, shall prescribe regulations setting out conditjons for the
qualifications of pcrsonnel ir-,r olved in the producdon processcs of a health
product regulated under this \r'r.

(7) The personnel qualified to conc'luct lot release of vaccines and batch release
of health products shall submit thcir qualifications to the Authority.

(8) Any Person who commits an offence under this section is on conviction,
Iiable to a fine not exceeding ten million shillings, or to imprisonmcnt for a term
not exceeding ten years, or to both."

CI.AUSE 48

THAT, (-iause 48 of the Bill bs 2msnded-

(^) by renumbering the provision as sub-clause (1); and
(b) by inserting thc follou,ing new sub-clauses imr:-rediately after sub-clause (1)-

"(2) The Authoriry shall have power to enter and inspect manufacturingpremrses
to confirm compliance with prescribed good manufacturing practices and issue
a certificatc of compljancc in the presoibed ftrrrnar upon pa\rmcnr oltprcsoibcd
fees.

(3) The (-abtnet Secretary shall make regulations for the better carrying out of
t itc 1:rovtstr ,, 1s 6f this secuon.

(4) Without prejudice to the generaliq- .,,f subse crjon (3). thc A uthority shall make
iegulations on-

(a) revocation and suspensioi-i of nlanr,rfacturing liccnccs;

ft) withdrau'al of revocation of nlanufacrurinE [ccnces upon request;
and

(c) tralrsl c.r' rri- rnrirrufacruriltrl licelrr-cs."

PART \/II
THAT,tht lJill bsantendedinthctide ofParrVl.l br,deletrnsrhcexp,ession"PART
\/II" and sui,::,r riinl, rhclefor thc expl"r-ssi<rr, "P,ARI" \'1".

NEW CIA s s1A & s1B

THAT, the Biil bc amended by inserting the iollorvjne new c.lauses immediately after
clause 51_
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I!t::"^^1"j 51A. A person dealing in a therapeutic cosmetic shdl indicate-
rs rcqured to be

displaycd on the
pack. (a) the common narne of the therapeutic cosmetic;

G) th. net weight;
(c) ail the cosmetic ingredients in the order of prominence but

not including flavours or fragrances;

(d) the name and address of manufacturer of the therapeutic

cosmetic;
(e) a warning statement; and

(f) a statement that the therapeutic cosmetic is capable of curing

or treating any disease or medical condition.

518. (1) The Cabinet Secfetary shall make regulations for the effective

implementation of this section.

(7637)
I

Manufacturiog
of cosmltics.

(2) The regulations made under subsection (1) may-
(a) require manufacnrrers of cosmetics to register with the

Authority; and

(b) impose restrictions, requirements or other conditions on

manufacturers of cosmedcs, if such restrictions,

requirements or conditions are necessary to Protect public

health.

CI-AUSE 52

THAT, Clause 52 of the Bill be amended by deleting the words "have a therapeutic

effect or value" and substituting therefor the words "tteat, diagnose or Prevent disease,

or af.f.ectthe structure or functions of the body"'

CI-AUSE 54

THAT, Clause 54 of the Bill be amended by-
(a) deieting sub-clause (3) and substiruting therefor the following new sub-clause

(3)-

"(3) Anv person who manufactufes, sells, supplies, imports or exPorts a

therapeutic cosmeric rvhich contains a prohibited ingredient commits an offence

and. on conviction, shall be iiable to a fine not exceeding one million shillings,

or to imprisonment for a term not exceeding two years, or to both."

ft) inserting the foUowing new sub-clause immediatelt, after sub-clause (3)-

"(4) The Authority shall make regulations exempting from any labelling

requiremenr of this Part, therapeutic cosmetics which ate,lfl accordance v,ith

the practice of the tade, to be processed, labelled, or repacked in substantial

quantities ar estabiishments other than those where originally processed or
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packed, on condition that such cosmetics are not adulterated or misbranded
under the provisions of this Part upon remor,,al from sucl.r processing, labelling
or repacking establishment."

PART VIII
THAT, the Btl,l be amended in the tide of Part VIII b1, 6"1.r n* the expression '.PART
\rIII" and substituting therefor the expression "P,\I),'l \/l1".

CI.AUSE 55

THAT, Ciause 55 of the Bill be amended in sub-clause (1) by inserting the words ", in-
vito diagnostics med.ical devices register" immediatel), after the words "human medical
devices reg'ister".

CLAUSE 56

THAT, Clause 56 of thc Bill bc amended in sub-clausc (1) bf inserting thc v'ords
"falsifiecl, falscll,-l2bglled or counterfeited" immediatellr 2fts1 the u,ord "substandard,'
appearine in paraeral;h (c).

CI-AUSE 58

THAT, Ciause 58 of the Brll be amended-

(a) in sub-clause (2) by inserting the words "in accordance with the most recent
Wt>rld I-Icalth ()rsanjzatictn's prescribecl guiclelines on goocl manufacturing
practicc" immcdiatcl), after the word "Authorjtr,";

(b) iry jnsertins the f<rllowing new sub-clauses immediately, 
^6r",- 

sub-clause
t ,/ 

"-

"(.' Thc Authoritt' slrall receivc fi-onr the I(en1,a l.\uclear ReuuJarriq,
Aurhoriw estai>hshed under the Nuclcar Regulatory Act, documenred
errrdence of radiation required to enable a medical device perform its
therapeuuc an.i diagnostrc functrons and the inrcnded purpose of the devicc.

(, .{n irrlpc)r'1cr'. distributrlr or clcale r shall estahlisl-l :rnd ir-r"r1-.)cme ni
documcnted ltroccdures fr,r' tl-lc nrainrena:)c(' r '1 Irnl'lorrarl(,rt or dist.rrbuuc,n
rcrcr,t.cls :ind sh;l]i t-:taintarrt arr iml-t,,r'tarit'r, , r: iljsii-ilrLirr()lt rcc()rd of eaclr
r'lrrrlrcal clcticc i,t bc subnrrttccl to ri,,. Author-ti1..'

CLAUSE 59

THAT, Clausc 5!) of the Bill be amended in sub-t lausc (1) b1, inscrting th" words
"unregistered establishmcnts fol rnedical devices and" urmcdiately after the word
ttunder".

,
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NEW CLAUSE 59A

THAT, the Bill be amended by inserting the following new clause immediately after
clause 59_

Registration of medical
dcviccs cstablishment

59A. (1) An application for registration of a medical devices
establishmenr shal-l be submited to the Authority in the prescribed
format and shall be accompanied by the prescribed fees.

(2) An importer, distributor or dealer will establish a system
of notification of field safety corrective action and shall noti$i the
Authority of such system.

(3) Where the Authority is satisfied that the application under
subsection (1) meets the prescribed requirements, the Director-
Generai shall issue a registration certificate for the medical devices
establishment in the prescribed format.

(4) A medical devices establishment registration certificate
under this section shall be valid for a period of one year, renewable
annually upofl application in accordance with the prescribed
conditions.

(5) The registration certjficate for manufacturers shall be valid
for five yeats following a successful reinspection.

(6) The Authority may refuse to issue a medical devices
es tablis hment regis tation certifis2l6 1yhs1s-

(a) an applicant has made a false or misleading statement in
the application;

(b) th. Authority has reasonable grounds ro believe that
issuing the medical devices establshment registration
certificate will constirute a risk to the health or safety of
patjents, users or other persons; or

(c) an enphcant has failed to meet the presclbed co:rdirjons
for rnedical devices es tablishment regr s trau o n.

(7) \X.4:rere the Authorjfi, doe. not issue a medical derrices
estabiishment registration certiflcate under subsection (6), the
Authoriry shall-

(a) notify the applicant in writing of the reasons for
refusing the registration of the esablishment; and

(b) give the apphcant. an opp()rtunity to respond to the
Authority and provide relevant documentarion or
evidcnce in support of dre application.

(8) After the issuance of a medical devices establishment
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registration certificate, where there is a change to any of the
information submitted at the time of application, the holder of the
registration certificate shall subrnit the new information to the
Authoriw v'ithin ten working days of the change .

NE$T PART

THAT, the Bii-l be amended b1, insen"ing the foliowing new Part immediately after the

new clause 594-
PART VII I-THE NATI ONAL PHARMAC OVI GII-AN CE SYSTEM

Pharmacovigilance. 59B. (1) The Authority shall establish a National
Pharmacovigilance Centre which shall set up and manage the
national pharmacovigilance and post marketing surveillance
s)rstem.

(2) The Centre established under subscction (1) shall
rcccir.e and maintain all relevant infrrrmation about suspected
adr,ersc dr-ug rcactiorrs arrcl aclr.crse c\:cllts ttr hcalth products or
technologies which have been authorized b),thc Authoriry.

(3) Tlre Author-jtl slrall conduct both passivt: surveillancc
and active surveillance of heaith products and technoiogies.

(a) l'he Authoritv shall carry out pharmacovjgilancc audits
ancl trrspcctions in ordcr to cnsure cornpliancc rvith goocl
pharmacovigilance practices and the prescribed rcquirements.

(5) AIl entities responsible fr>r placing a health product or
technology in the rnarket shall e stablish and maintain a

plrarnracovisrlance system for managnq sai, :y jlr- t-rtirin of
health products and technologies.

(6) The entities referred to in subsection (5) shall subrnit
safcty information ro the Authorrry in the prescribed manncr-.

(1) J-he (:()lrsurner-\, scncral public and health carc

pr<rlessionals shall r"('jr()rt adve rsc reactions ancl advcrse cvents tc)

rhe Authorin' in thc' p:'cscrii:r d rnanncr".

PARIXT
THAT thi Bjjl bc amendcd in thc titlc' ,rf Part XI 1,r clclci,'ri,, tlr, t'xFlcrssioir "P \,ll.l

Xl" anci sirosr-rtudng therefrrr thc cxpression "PAK| lX

CI-AUSE 60

THAT the Bill be amended by deleting Clause 60 and substituting therefor the
ItoUorvirrg ncu' clause 60-
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60. (1) There is establ-ished the National Quality Conuol Laborutory
of the Authoriry which shall be used as a facltty for-

(a) the examination and testing of health products and

technologies including vaccines and biopharmaceuticals
and any material or substance from or with which and the

manner in which drugs may be manufactured, processed
or treated and ensudng the qualiry control of drugs and

medicinal substances;
(b) performing chemical, biological, bio-chemical,

physiologrcal and pharmacological analysis and other
pharmaceuticai evaluation;

(c) testing, on behalf of the Government, of locally
manufacrured and imported health products and

technologies in the I(enyan market prior to marketing
attho itzatton, redis trib ution and p o s t- dis tribution;

(d) field testing of regulated products using screening
techniques;

(e) providing technical support to local manufacturers and

building their capacity in matters pertaining to quality
control of regulated products through on site and off site

training and laboratory assessments;

(Q conducting investigations into the Qualiqr and safeq, status

of regulated products developing and administering a data

bank on qual-ity assurance of all health products and

technologies and generating scientiflc evidence and

reports on the quality and safery status of the registered
products;

(g) conducting research and training and providing high

quality analytics and expert knowledge in the areas of
medicinal produc t s and a ctive pharmaceutical ingredien t. ;

and
(h) developing and administerlnq a data bank on qualtty

assurance on behalf of thc Authority.

(2) The National Quality Control l-aborutory shall be the

quality control laboratory of health products and technolo-eles for
the Authority.

(3) The Board of the Authority shall appoint a Drrector, National

Qualiq' Control Laborator), u,ho shall be responsible tr.r thr
Authoriw for the day to day management of the National QuaLrn,
Contro.t J-,aboratory.
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(a) The Director National Quality Control I-aboratory shali
hold offrce on such terms and conditions of seryice as ma1, bs
specified in the instrument of appointment by the Board of the
Authority.

(5) The Director National Qualiq, Control Laboratory,shall be
a regisr,'red pharmacist and shall possess a Master's dcgree ?

sciencc related field from a recognized university.

(6) The Director of the Natjonal Q"^lity Control Laborir,,'-\'
shall-

(a) oversee and coordinate all, operations arrd

administration of the National Qual-ity Conrrol
Laboratory and provide technical guidance on qualitl'
control;

@) ensure timell, qualiw control testing of all samples in
conformin, u,ith national and international standards;

(c) co-ordinate and supcrvisc the activities of tlre National

Qualrl' Control L-aborator\ including staff;
(d) collaborate with other laboratories, regulatory and law

enforcement agencies, manufacturers of
pharmaceutical and other health products to ensure
quahty in health products and technologies;

(e) handle appeals on test results;
(f u,here thc laboratorl, lacks capaclty, subcontract

laboratory tcsting scrvlces;
($ advice the Authoritl, on matters of testing and qualiry

control over health products and tcchnologies; and

ft) perform an1, 64.,"r duties assigncd by the :\uthorirl
ir,rrl drne t,, rime.

(7) The funds to be used for the manage mcnt of r he l.aboratoq,
shall consist of ail mone)/s reccived or reco\rered under this Part and
a portion of tbe m()neys appropriated by Parl-rar-rrt'nt to the
Aurholitr.

(lJ) Subjcct to subsecticrn (l), nronie s gcncratcd by thc
Lairr.,r'aion, in the coursr of rhe peliirrrranct: of its fr-rncrir,rns under
thj: :ccrron shall be solclr ex;-,cnded on thc J-aboratorl,.

CI-AIJSE 61

THAT, Ciaus, 61 ;ir< lljll be amended in sub-clause (1) b1, 6.1.O119 the wolds
"Director-General" arrcl substituting therefol thc rvords "Director of the National
Quality Control J-airorato n,".
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PART XII

THAT, the BilI be amended in the tide of Part XII by deleting the expression "PART
XII" and substituting therefor the expression "PART X".

CI-AUSE 63

THAT, Clause 63 of the Bill be amended-

(r) i, sub-clause (1) by deleting the words "medicine, drug, appliance or aticle"
wherever they appear and substituting therefor the rvords "health product or
technology"; and

1b) i" sub-clause Q) bV inserting the words "or effolled pharrnaceutical technologists"

immediately after the word "pharmacists" appearing in paragraph (d).

CI-AUSE 64

THAT, Clause 64 of the Bill be amended by deleting the words "a medicine, drug,

appliance or atticle" wherever it appears and substituting therefor the words "health

product or technolog5/' .

CI-AUSE 65

THAT, Clause 65 of the Bill be amended-

(a) inparugraph (a) by-
(i) deleung the words " or similar article"; and

(ii) deleting the word "extrayzgant,".
(b) in paragraph 0) by deleting the word " an ardcle" and substituting therefor the

u,ords "health product or technology".

CI-AUSE 66

THAT. Clause 66 of the Bill be amended-

(a) in sub-clausc (1)-
(i) by deleting the words "drug, appl.iance or article" wherever tJrel, appsrt ,t',

parugraph (r) and subsdrudng therefor the words "health product or
technology"; and

(u) by deleting the words "drug, appliance or article" appearing in paragraph (b)

and substituting therefor the words "health product or technoiogy";

@) in sub-clause (3) by-
(i) renumbering the provision as clause (2); and
(ii) by inserting the words ", enroLled pharmaceutical technologists" immediately

after the word "pharmacists" appearing in paragtaph (ii).
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THAT, Clause 67 of the Bill be arnended-

(^) b), dcleting the word "articles" appearing in the marginal note and substituting
tlrrrrcfor the words "health products and technologies";

(b) by deieting sub-ciause (1) and substituting the following neu, sub-clause (1)-

"(1) Subject to this Act, a person shall not sell by retatl, a health product or
technology consisting of or comprising a substance recommended as a medicine
unless there is written so as to be cleady legible on the health product or technology
or on alabel affixed thereto, or if the health product or technology is sold or supplied
in more than one container, on the inner container or on a label affixed ths1616-

(a) the appropriate designation of the substance so recommended or
of each of the active consdruents, or of each of the insrcdients from
rvhich it has been compounded; and

(b) i" a casc wircrc the appropnatc desisnation of cach ot' thc activc
constitr-rcnts rl1 ingredients is rvrittcn, tl-re appropliafe quanutatrvc
paruculars of the colrsuruents or ingredrents; provided that this
subsection shall not apply to a health product or technology made
up and supplied for the use of a particular person, being an article
prcscriired bv rcfcrence to thc nceds r,rlt that person."

(c) in sub-clause (2) by dele ting the word "arttcle" wherever it appears in the definition
of "appropriatc quantitativc particulars" ancl substitutinq thcrefor rlrc u,ords "health
product or technol ogy" ;

(d) in sub-clausc (3) b1'-
(i) deleung the word " an arricle" appeanng in sub-clause (.1t and substitutinq

therefrrr rhc rlord-s " a hcaltl: producr or: technolos,";
(ii) deleting thc u,ords "two hundred thousand" appc,,r'ing i:'rraragraph (a) and

substitut-tng rhcrcfrrr the urords "onc million":
(iir) dcleting the u ords "threc hundred tirousand" appceringrn paraqraph (b) and

substituting thcrcl','r t]rc u'ords "ru i, milfion".

CI.AT]SE 68

THAT, thcr Ilill bc amt';rdecl irv dclc'dne Clauscr (r1..

CI-AUSE 69

TI-lAT. (-lausc (r9 of thr llilr i,c a::rcr-rded br'-

ia) deJctinu the urorcl "arLjclc" and subsrirudnq thcrcl'or the words "healtl-r
product or tcchnoloB\,": and

(b) deleting the u,ord "articles" and subsututing therclor the words "health
products and technologies".
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PART XIII

THAT, the Biti be amended in the title to Part XIII by deleting the expression "PART
XfII" and substituting therefor the expression "PART Xf".

CI.AUSE 71

THAT, Clause 71, of the Bill be amended-
(r) rn the marginal note by deleting the v,o: ds "medicines or medical devices" and

substituting therefor the words "healtlr products and technologies"; and

1b) i" sub-clause (1) by deleting the u,orcls "or homoeopathic medicine, preparation

or medical device" and substituting therefor the words "health ptoducts and

technologies".

CI-AUSE 72

THAT, Ciause 72 of the Bill be amended-
(a) in the marginal note by deleting the words "medicine ot medical devices" and

substituting therefor the words "health products and technologies";

1b) i" sub-clause (1) by inserting the words "including a health product and

technology for emergency use" immediately after the word "technology"; and

(.) ir sub-clause (3) by deleung the words "medicine or medical device product"
and substitotit g therefot the words "health product or technology" .

CI-AUSE 73

THAT, Clause 73 of the Bill !s 2rnsnd6d-

(a) in the marginal note by deleung the rvord "goods" and substitoting therefor the

u,ords "health products and technologies".
'ir) in sub-clause (1) by deleting the words "drug, article" wherever they appeat and

substitutinq therefor thc u,ords "health product or technolos"';
ic) ,n sub-clause (2) bV dt lr ting the u.ords "d*g or article" wherevc' they appear

and subsututing therefo; the words "health product or technolog'\:";

(d) in sub-clause (3) by dele ting the words "drug or article" and suhstituting therefor

the words "health product or technology"; and

(e) in sub-clause (4) by deleting the words "drug or article" and substituting therefor

tl-re words "health product or technolos''".

CI-AUSE 78

THAT. Clause 78 of the Bill be amended in sub-clause (1) by inserting the words "or
enrolled pharrnaceudct'l technolclgist" immediate\' after the *-orris "registered

pharmacjst" appearint in paragraPh O)
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THAT, the Bill be amended by deleting Clause 79 and substituting the following new
ciause 79-

(No. ee)

CI-AUSE 79

Inspection and
verification of hcalth
products and
technologies at rhe
pons of entq'.

WEDNESDAY. OcToBER 25.2023

79. (1) A person rr"'ho rmpon, .r heakh product or rechlnolosy shall
notii/ the inspectors ol tlre r\ Lr iroriry at the ports of cnt4, to conduct
pre-clearance inspectioir arrcl vr r ification.

(2) Any person who rrrporrs a health produ* or technology and
causes it to be released to thc nlarket without authorization under
subsection (1) shall be guilty of an offence.

(3) Any person who commits an offence under this section is
upon conviction, liable to a fine not exceeding one million shilLings,
or to imprisonment for a term not exceeding ttvo years, or to both.

CLAUSE 80

THAT. Clatrse 80 of tl-re Bill bc arlcntlcd-
(o) by deleting thc words "articic" and "arricles" wherever they appcar and

substiruting therefor the words "health product or technologl"' and "health
products and technologies" respectivel),in sub-clause (6), (7), (8), (9), (10), (11)
and (12).

@) in sub-clause (1) by-
(i) deleting tl-re rvord "article" wherever it appears ancl sul:stjtulJnq thcrcfrrr

the u,<trds "health product or technoiogy"; and
(ii) insetting thc u,-ords "ttr arty other vessel" in-rmcdiatci,r, after the uiord

"r'clicle " appeaririu tn p^ragruph (b)

CLAUSE 81

THAT, the Bjli be anrcnded by deletins Clause 81

CLAUSE 82

THAT, the Bill l,c amended br, clelcring Clause 82.

CI-AUSE 83

THAT, thc Bill i)r: amcndcci bv deleturg Ci::,rsc $3

el-l'usE 8s

THAT, (liausc 85 of the Biil be amended br, clcicting thc u,ord "article" u'herever it
aPPeat:s and and subsututing therefor the u;otds "health product or technologi'".
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CLAUSE 86

THAT, Clause 86 of the Bill be amended in sub-clause (1) by deleting paragraph (b)

and substitoting therefor the following new pangraph O)-

"O) in the case of a subsequent offence, to a fine not exceed,ing one million shillings,
or to imprisonment for a term not exceeding two years, or to both".

CLAUSE 87

THAT, Clause 87 of the Bill be amended in sub-clause (1) by deleting the word
"^ricLe" wherever it appears and substituting therefor the words "health product or
technoiogy" in paragraph (c)

PART XTV

THAT, the Bill be amended in the tide of Part XfV by deleting the expression "PART
XfV" and substituting therefor the expression "PART XII".

CI-AUSE 88

TEIAT, Clause 88 of the Bill be amended by deleting p^rugraph (r) and substitotirg
therefor the following neu/ paragraph (^)-

"(a) such monies as may be appropriated by the National Assembly for the purposes of
the Authority".

CLAUSE 91

THAT, Clause 91 of the Bill be amended by--deleting the vrords "I(.enya Nationai
Audit Offtce" wherever they appear and substituting therefor the words "Auditor-
General".

PART )rV

THAT, thc Biii be am.nded in the tide of Part XV by deletrng the expression "P-{RT

XV" and substituting drerefor the expression "PART XIII".

CI-AUSE 95

THAT, Clause 95 of the Bill be amended-

(a) in sub-clause 2 b\,-
(i) deleting tl-re word "drugs," in parugraph (a)(i);

(ii) deleting the u-,.rrds "any drug" inparagraph (a)(ii);
(iir) deleting the word "product" and substituting thercfor the word

"products" in pangraph (d),
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(iv)deleting the word "drugs" wherever it appears and substiruting therefor
the w-ords "health products or technoiogies" in paragraph (i"r);

(r) deieting the word "article" and substiruting therefor the words "health
product or technolog)/'in paragtaph (k);

(vi)deleting the word "articles" and substirrting thcrefor the words "health
products and technologies" rn par^gtaph (-);

("n) deleting the u,ords "drugs, rnedical devjces" and subsdruting
therefor the words "health producr. and lcchrr, ,logies" tn p^r^graph (o);

("tii) deleting the u,ord "medicines' and subsriruting therefor the words
"health prciducts and technologies" in palaqr,'i,,, (v);

(ix)deleting paragraph (x) and substitutlnq rhclcfor the following new
parugraph (r)-

"(x) governing administratjon of clinical r:.rals of health products and
technologies;"

(x) deleting thc u,ords "medicine, medical dcvjcc" and substrtutjng therefor
the words "health product or technology" in paraeruph (aa);

(xi)dclcring the rvorcls "meclicines c-rr medical rlerrices" and substiruting
tl-iercfor the u,ords "hcalth products or technologies" in paragraph 0b);

(xii) deleting paragra;ph (dd) and substiruting therefor the following new
paragraph (dd)-

"(dd) the compounding of health products and technologies and the
dispensing of health products and technologies"

(xiii) inserting thc u,ords ",afl enrollcd pharmaccutical re chnoloqist"
immediately after thc rvord "pharmacist" in paragraph @b);
deleting paragraph (u);

inserting the fr''llowing new parag'raphs jrnmr",.liatell after paragrapl't

i,r-
"(jit ," i.harmacovjgilance and p. si jrarkr'. surveillance;
(kk) official reguiatory lot rcic.:sr ,,f vaccines and orher biological
products imported and manufactured in l..cnya;

Ql)pricing of health products and technologies;
(mm) good practices in tirc re,gr.rlation of medical prodrrcts;
(nn', inspect-ions.. licensurc and ccrtrficarion of thcr manufacrurc oi
r:rcrlrcal products br health lacilitics:
(tc"r) irrspecuolis. Iiccnsure anci cr:rri trc:rtit,ir of manuf;cturc of mcdical
products and othcr regulated prorlLrcrs i',i :.icilities not dirc,cdy rcgularcd
bv the Au',"i-r,lfi6f including Steel indr,.rr,('s \i.r1lar industries.

\fi' insi"rt:g1i1vn and recognirion ,: Pi :.;: rccutical quai:tr, r:orrrrol
labr,i'atoric,:
(qq) to requlatc lrcit use of narcotic and ps,, r .,rropic subsru:rces, ani,
(rr) to regulate parallel impo::tation of medrclnes;"

a

(xir)
(r.')

(b) bV renumbering sub-clause (2) as sub-clause (3)
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CLAUSE 96
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THAT, Clause 96 of the Biii be amended-
(r) io sub-clause (1) by-

(i) deleting the word 'Boar.d" and substituting therefor the word
"Boards";

(ii) deleting pa:z-gaph (d) and substituting therefor the following new

pangraph (d)-

"(d) all members and staff of the former Boards shall be deemed to be

members and staff of the Authodty, and subject to the provisions of
any rules made under this Acq shall continue in office for the period
for which they were appointed as members and staff of the former
Boards."

(b) by deleting the sub-clause (2) and substituting therefor the following new sub-

clause Q)-

"Q) In this section, "the former Boards" means the Pharmacy and Poisons

Board and the Board of Management of the National Q"rlity Conuol
Laboratory established under the Pharmacy and Poisons Act, Cap. 244."

(c) in sub-clause (3) by deleting the word "twelve" appearing in the opening

sentence and substituting therefor the words "twenry four".

CI-AUSE 97

THAT, Clause 97 of the Bill be amended by inserting the words "with reference to

section 96 (3)" immediatei)'after the words "that Schedule" in sub-clause (1)'

SECOND SCHEDUI-E

THAT, the Biil be amended bv deleting thc Second Scheduie.

THIRD SCHEDULE

THAT, the Bitl be amended by deletrng the Thitd Schedule.

FOURTH SCHEDULE

TIIAT, the Fourth Schedule of the Brll be amended by deleting patagtaph (1), (2), (3),

(4) and (5) and subsunrting therefor tire fcrlJc,u,ins ner,.' paragraphs-

1.. Biologics Committee.
2. Pharmacovigilance Cornmittee.
3. Compleme^irry, Alternative or Herbal Medicines Commrttee.

4. Radiopharmaceuticals Committec.
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5. Cosmetics and Borderline Products Committee.
6. Clinical'Irial Scientific Technical Advisory Commrttee
7. Health Technologl,Assessment Committee .

B. Nutraceuricals and Dietary Supplements Committee.
9. Digrtal Health and Technologies Commirtee.
10. Medlcal Devices and Health Technologies Committee.
1 1. Veterinary Medicines Committee.

SEVENTH SCHEDULE

THAT, the Seventh Schedule of thc l3ill ire amended by-

(a) deleting the word "Board" in the paragrzph on Cap.244
(b) deleting the phrase "(s. 116) and substiruting the phrase ("s.97")
(c) deleting the paragraph on Cap.254.

(16s0)

z) at the thon
efo

the Cornmi t

LONG TITLE

THAT, the Rill bc arncnded bv dcletins the I-onq Trrlc and substjtutine therefor drc
follou,ing new Long Tide-
"AN A(l'f of l)arliament to cstabUsh the k,enva I Icalth Products and 'I'cchnologies
,,\uthoritl, t() cnsurc safctl', quahty and efficacy or performancc of drugs, poisons,
therapeutjc and biological products, therapeutic cosmctics, hcrbal medicines and
products, clremical substances, medical deviccs, \;etcrinar), products and other healrir
techn,,loej.s; to provide for the harmrlnjzar.i,.rn a;rd administration of the laws relating
to tht resulatjon of, drugs, poisons, theraper-rtjc products, therapeutic cosmc.dcs,
chen-rjcal ploducts, veterinary products and medjcal devices and the c()ritrol and safe
handiing of poisons; to safeguard thc secr.rriry of the suppl, r'hains for, rhcrapeutic
products, cosmetics and veterinary producrs; to provide for mcasures tct opumize thc
useof therapeuticproductsinhealthcare inI(enyaand forconri(r'redpurposes."

CLAUSE 2

THAT, thc CIausc ?. ol rhc llj.ll bc amcndccl-
(a) in tht' dcfinttion of "authorizerl sellcr of schcdulcd substanccs" l:y inserting the

u,ords "and cnrollccl as a plrarmacc r-rtical technologist or ri:qisterc:d as a

phal-': racr:r '' ir-r-rr-neclarclr afier thc urclrd "-,\ct";

ft,r in thc dcfinition of "pharmaci"' tr)- irsertrni{ the u,ords "licensed and"
immediatel), after the u,ords "carried our by" appearlng in paragraph (a);

(c) deleting the definition of "chemical substance" and subsututing therefor the
follou,ilg ney, definjuon-

D
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(a) inparagraph (1) by deleting the word "Coordination" appearingin sub-paragraph

$);
(b) in paragr^ph Q) by inserting the foilowing new sub-paragraphs irnmediately after

sub-paragraph 2(e)-

"(9^ ::cgistered rnedicai practitioner nominated by the I(enya Medical
Association;
(g)the Director-General for Heaith or a representative designated in writing;"

(c) in paragraph (a) by deieting the words, "in consultation with the Cabinet
Secretarl' responsible for health," appeartne in sub-paragraph (2)(").

4) Notice is given that the Nominated Member (Hon. Irene Mayaka) intends to
move the following amendments to the Kenya Drugs Authority Bill, 2022 at the
Committee Stase-

CI.AUSE 37

THAT, Clause 37 of the Bill be amended 
-

(r) by inserting the following new sub-clauses immediately after sub-clause (2)-
"(3) The Cabinet Secretary shall publish the list prepared under subsection (i) in
the CaTette.

(a)The list publtshed under subsectton (3) shall inciude narcotic substances,
prescription-only medications, pharmacist-only medications, pharmacy-only
medications, over-the-counter medicines, hazardous substances and prohibited
substances".

&) b.v renumbering sub-clause (3) as sub-clause (5); and
(.) by renumbering sub-clause (4) as sub-clause (6);

/,

6)

er for Ndhiwa
to rn the Au rl

2022 at the Comrnittee Stage-

CI-AUSE 72

THAT, clausc 72 of the BrJl be amended in subclause (1) by deleting the word "person"
appearino- immedrately aftet the words "The Authority may authorise a" and
substituung therefor the urords "reglstered pharmacist".

the Mern Z Kal
n Au r1

uma
intends to move the
2022 at the Committee Stage-

CLAUSE 3

THAT, the BiU be arnended by deleung clause 3
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The above matter refers.

The above BiIl is listed in the order paper for consideration by the House at the

Committee of the whole today afternoon.

Pursuant to Standing order Number 131, I request that you consider directing the

several amendments brought, to be presented to the relevant departmental committee

for in--depth consideration and harmonization for the following reasons:

1. The amendments afe more than 10 and are very substantive;

2. The Bill seeks the repeal 2 existing laws and to repeal 3 substantive sections of

the Narcotics Drugs and Psychotropic Substances Act; there is need for critical

consideration of the effect oi th. pioposed repeals against the provisions of the

Bitl.

3. The Health Committee has proposed several amendments to the Bill which in

my view amount to complele orrerhaul of the Bill. Several Members including
myself, desired to bring slmilar amendments as the departmental committee on

Health and only stopped on information that the amendments were already

proPosed bY the Health Committee'

Thank you.

Dear Sir,

RE: REQUEST TO REFER THE KENYA DRUGS AUTHORITY BILL TO THE

RELEVANT DEPARTMENTAL COMMITTEE PURSUANT TO S.O NUMBER 131

OF THE NATIONAL ASSEMBLY STANDING ORDERS

Yours fai

I{r. i'i {.} I{AL ASS IlME LY
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l-\
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Notice of the sitting for harmonization reached me after I had traveled out of the
country on official engagements. I'll be back on 4th November.

General views:
1. We exclude anything to do with the practice of veterinary medicine from the

Bill as this is dealt with under a law whose repeal has not been proposed here;
2. The manufacture of drugs be left to graduate Pharmacists;
3. Sale and dispensing of drugs once prescribed by a qualified medical practitioner

or Dentist be allowed not only to pharmacists but also to holders of diploma in
pharmaceutical technology, pharmacy or equivalent qualifications;

4. Proposed repeal of some sections of the Narcotic Drugs and Psychotropic
Substances Act be avoided. The Act is dealing with a different category of drugs
the possession, use or consumption of which is punished differently.

5. Measures be taken to ensure good provisions of the laws proposed to be repealed
are incorporated into Bill. These include Part II of the Pharmacy and Poisons
Act.

6. This is serious law. while it seeks to repeal two existing laws, the Memorandum
states that it's purposed to comply with some WHO requirements. It would be
good to involve the Ministry of Health and key stakeholders in the
harmonization process. This would secure that the government position is
presented, understood and carried forth into the proposed law and the
requirements of WHO specified and met.

7. Amendments proposed by the Committee infringe S.O 133 as they derogate
from the substratum of the various clauses of the Bill they seek to alter. It would
be better the whole Bill be withdrawn and a new Bill be presented by the
Government.

Specific Amendment Proposals:

1. Clause 2
Veterinary medicine - delete
"enrolled pharmaceutical technologist" - refers to definition in law being
repealed. Pick definition from the law and insert it here. "means a

pharmaceutical technologist whose name appears on the Roll of
pharmaceutical technologists
"herbal medicine or product" - insert fullstop (.) after "plants" in*second last
line and delete all words following.

2. Insert:
"traditional medicines or products" means a plant or animal derived material
or preparations with claimed therapeutic or other human benefits, which
contain either raw or processed ingredients from one or more plants or
animals, or material of inorganic origin."

3. Clause 3(2) - delete.
4. Clause 6(3) substitute "four" with "three"
5. Clause 6(a) (a) - insert fullstop after "engineering" and delete the words

following "or equivalent fields".
6. Clause 6(4Xd) insert "established for regulation of pharmacy, medicine or

engineeri ng profession. "



7. Delete clause 6(6) - it conflicts with the lawf ul mandate of the Board in
Clause 8(l).

8. Delete Clause 6(8)
9. Delete Clause 6(9)
10. Delete Clause 7 (a) and (b)
11. Delete "is" in 7(d) and substitute "has been"
12. 8(2)(a)(i) insert, "medical practitioner or medical engineer" after the word

"pharmacist"
13. Amend 8(2)(a)(ii) by inserting rnedical or medical engineering" after

"pharmaceutical"
14. Delete 8(2X08(2)O - delete "County" before "Governor"
15. Delete 8(3)
16. Delete 8(6)(a) and (b)
17. Substitute "is" with "has been" in clause 8(6)(e)
18. Clause 8(7) delete all words after "Board" and insert ", regard shall be had to

the need for ethnic and regional balance and the need to ensure that persons of
same biological sex shall not comprise more than two thirds of the members of
the Board."

19. Delete Clause 9
20. Delete l0(2).
21. Clause 12 (f) substitute "events" with "effects"
22. l3(a) substitute "association" with "collaboration
23. 13(c) - delete "any" and substitute "lawful".
24.Delete Clause 21 and the Fourth schedule. Establishment of Committees

already provided for inn Clause l3(e). The Clause contradicts Clause l2(i) and

O which vest the duty to advise CS in the Authority and Clause 34.
25. Insert new 22(4) subsection (1) shall not apply to traditional medicines or

products"
26. Clause 31 - insert fullstop after "person" and delete all words following.
27. Delete 32(5)
28. Clause 38(l)(b) insert semi colon (;) after "substances" and delete the words

fbllowing thereafter.
29. Clause 13(c) delete "for rnining, agricultural or horticultural purposes"

30. 13(e)*delete "by a qualified medical practitioner, dentist, or veterinary
surgeon or by a hospital, or dispensary or similar institution"

31. 39(4) amend by inserting "is a qualified pharmacist, medical practitioner or
medical engineering practitioner or holder of diploma in pharmacy,
pharmaceutical technology"

32. Clause 41(1Xb) insert "or pharmaceutical technologist or dispensing chemist"
after "pharmacist"

33. Clause 4l (lXd) delete "or veterinary".
34. Clause 41(1)(0 - insert fullstop (.) immediately after the word "behalfl' and

delete all words appearing thereafter as they are repetitions of earlier
provisions.

35. Clause alQ)@) - delete "2or veterinary surgeon"
36. Clause 43 (l) - delete veterinary surgeon"
37. Clause 46 (1) substitute "This" with "Electronic sale of medicines"
38. Delete Clause 79
39. Clause 81 - Delete "or the Director of Veterinary Services, in relation to any

matter appearing to af'fect the general interests of agriculture in Kenya,"

2



40. Clause 95 (aa) delete "or veterinarT surgeon "Subject the regulations to
approval by Parliament.

41. Second Schedule - Delete
42. Fourth Schedule - Delete.
43. Seventh Schedule - Delete Narcotic Drugs and Psychotropic Substances Act

and its provisions.

NB: Ensure all good provisions of the Acts proposed to be repealed are carried into
the new law by way of substitutive provisions. These include sections 6,7,8,9 of PPA.

J
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The Clerk of the National Assembly

Parliament Buildings

NAIROBI

RE: THE KENYA DRUGS AUTHORITY BILL, 2022_ COMMITTEE STAGE

AMENDMENTS

NOTICE is given that the Member for Seme Constituency, Hon. (Dr.) Nyikal James Wambura,

MP intends to move the following amendments to the Kenya Drugs Authority 8i11,2022, (National

Assernbly BillNo.54 of 2022) at the Committee Stage-

CLAUSE 2

THAT, Clause 2 of the Bill be amended by inserting the following new definitions in the proper
alphabetic sequence-

No.2l of 2017. "Director-General for Health" has the meaning assigned to it under the Health
Act;

"wholesaler dealer" means a person who is licensed to carry out a business
where health products and technologies are stored, distributed or sold in bulk to
persons other than individual consumers and includes registration, importation,
warehousin g, good d istri buti on practices and pharmacovi gi lance;".

Justification: To distinguish the Director-General for Health with the Director-General of the

Authority and for consistency with the amendment proposed below to clause 8l of the Bill. To
define a wholesaler dealer as the term is used in the Bill under clause 39 of the Bill

CLAUSE 12

THAT, Clause l2 of the Bill be amended by deleting paragraph (t)

Justification: The provision relates to an administrative function as regards human resource
management and development and need not be in the Bill.

CLAUSE 21

THAT, Clause 2l of the Bill be amended-
(a) by deleting sub-clause (4);and
(b) in sub-clause (9) by deleting the words "Cabinet Secretary, with respect to its activities and

the Cabinet Secretary shall lay a copy of each report before Parliament" and substituting
therefor the following words "Board of the Authority which shall submit a copy of the
report to the Cabinet Secretary who shall transmit the report to Parliament".



Justification: Sub-clause (4) provides for the co-option of members into the scientific advisory
committees. This is unnecessary as the appointing authority needs to appoint the relevant skills to
the Committee in the first instance.

Amendment of sub-clause (9) to require that the scientific advisory committees shall submit its
report to the Board of the Authority which shall submit the same to the Cabinet Secretary who
must transmit it to Parliament. The Committee report had not provided for the transmittal of the
reports of the scientific advisory committees to Parliament .

CLAUSE 22

THAT, Clause 22 of the Bill be amended in sub-clause (3) by deleting the words "sub-section ( l)"
and substituting therefor the words "The provisions of subsection( I )(a)".

Justification: Sub-clause (3) should not only apply where a medicine is not registered by the
Authority and not in instances where a medicines is adulterated, substandard or fails to comply
with the specifications in law.

CLAUSE 29

THAT, Clause 29 of the Bill be amended by deleting sub-clause (4) and substituting therefor the
following new sub-clause (4)-

"(4) Where the Authority finds that an application for registration of a medicine or medical device
does not satisfy the requirernents provided in subsection (3), it shall notify the applicant in writing
of the reasons why that medicine or medical device should not be registered and invite the applicant
to make comments on its finding within a period of one month from the date of the notification."

Justification: For proper drafting of the sub-clause (4) as the provision is currently not clear

CLAUSE 31

THAT, the Bill be amended by deleting clause 3l

Justification: To remove the aspect of transfer of certificate of registration of health products and
technologies.

CLAUSE 35

THAT, Clause 35 of the Bill be amended-
(a) in sub-clause (l) by inserting the words "upon consultation and concurrence with the

person who prescribed the medicine," immediately after the word "shall";
(b) by deleting sub-clause (2);
(c) by renumbering sub-clause (3) as sub-clause (2); and
(d) by deleting sub-clause (4).



Justification: To require that a prescriber of a medicine is consulted before medicine is
substitution with a generic medicine. With the amendment to sub-clause (l), sub-clause (2) and

(4) are unnecessary as the factors will be discussed by the Prescriber and the Pharmacist at the
point of consultation.

CLAUSE 38

THAT, Clause 38 of the Bill be amended by deleting sub-clause (2) and substituting therefor the

following new sub-clause (2)-

"(2) A person who is in possession of a scheduled substance otherwise than in accordance with the
provisions of this section commits an offence and shall on conviction, be liable to a fine not
exceeding one million shillings or to imprisonment for a term not exceeding three years; or to
both."

Justification: To enhance the penalty for the offence of possession of a scheduled substance

contrary to the provisions of the Bill from Kshs. 100,000 to Kshs. 1,000,000.

CLAUSE 39

THAT, Clause 39 of the Bill be amended in sub-clause (4) by inserting the word "and"
immediately after the words "distribution of the Scheduled Substances".

Justification: To insert a missing word which will make the sub-clause much clearer.

CLAUSE 42

THAT, Clause 42 of the Bill be amended in sub-clause (3) by deleting the words "one hundred

thousand shillings or to imprisonment for a term not exceeding three years" and substituting
therefor the words "five hundred thousand shillings or to imprisonment for a term not exceeding

one year".

Justification: To enhance the fine for the offence of failure to record the sale or suplly of
scheduled substances in a Schedules Substances Book as is required in clause 42 from Kshs.

100,000 to Kshs. 500,000. To reduce the jail term from three years to one year as 3 years is too
punitive.

CLAUSE 44

THAT, Clause 44 of the Bill be amended in sub-clause (3) by deleting the words "two hundred

thousand" and substituting therefor the words "five hundred thousand".

Justification: To enhance the penalty forthe offence of failure to label a container of scheduled

substances in the manner set out in clause 44 from Kshs. 200,000 to Kshs. 500,000

i
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CLAUSE 79



THAT, the Bill be amended by deleting Clause 79.

Justification: The regulation of meat is outside the arnbit of the regulation of the Authority

CLAUSE 81

THAT, Clause 8l of the Bill be amended by deleting the words "Director of Medical Services"
and substituting therefor the words "Director-General for Health".

Justification: The Health Act, No. 2l of 2017 makes provision for the office of the Director-
General for Health which replaced the office of the Director of Medical Services.

CLAUSE 83

THAT, Clause 83 of the Bill be amended by deleting the words "Cabinet Secretary" wherever
they appear and substituting therefor the words "the Authority".

Justification: The function of regulation of HPTs is a preserve of the Authority and the power
provided in clause 83 is utilized administratively in the performance of this function. The Cabinet

secretary responsible for matters of health is only responsible for policy.

CLAUSE 90

THAT, Clause 90 of the Bill be amended in sub-clause (2) by deleting the words "think fit"
appearing in paragraph (f) and substituting therefor the words "deem appropriate".

Justification: For proper drafting.

CLAUSE 92

THAT, Clause 92 of the Bill be amended in sub-clause (2) by inserting the words "with the

approval of the Cabinet Secretary" immediately after the word "determine".

Justification: For checks and balances in the investment of the funds of the Authority which will
ensure prudent use of the funds by the Authority.

FOURTH SCHEDULE

THAT, the Fourth Schedule of the Bill be amended-

(a) in paragraph (l) by deleting the word "Coordination" appearing in sub-paragraph (4);

Justification: Amendment of paragraph (l) is necessary for consistency with sub-paragraph (l)
which establishes the National Food Safety Committee.



(b) in paragraph (2) by inserting the following new sub-paragraphs immediately after sub-

paragraph 2(e)-

"(f)a registered medical practitioner nominated by the Kenya Medical Association;

(g)the Director-General for Health or a representative designated in writing;"

Justification: For inclusion of KMA in the Human Medicines Committee as prescribers of
medicines are mucial in ensuring patient safety.

For inclusion of the Director-General for Health in view of his technical expertise on matters of
health generally.

(c) in paragraph (4) bV deleting the words, "in consultation with the Cabinet Seuetary

responsible for health," appearing in sub-paragraph (2Xa).

Justification: The words "in consultation with the Cabinet Secretary responsible for health," are

superfluous as it is already indicated that the Chairperson of the Medical Devices Committee will
be appointed by the Cabinet Secretary.

Signed Date

HON. (DR.) NYIKAL JAMES WAMBURA, MP
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"(No.99) WEDNESDAY. OCTOBER 25, 2023 (1663)

2022 at the Committee Stage-

CI-AUSE 2

THAT, the Clause 2 of the Bilt be amended by deleting the definition of "pharmacy"

and substiruting therefot the following new definition-

cry.244. ,,p|11arm21cr/' has the meaning assigned to it under the Phatmacy afrd

Poisons Act.

CLAUSE 8

THAT, the Clause 8 of the BiIl be amended in sub-clause (2) by deleting paragraph 0
and substitotittg therefor the following new pangaph-

"Qone pefson, not being a Govetnor, who is a registered pharmacist of good standing,

nominated by the Council of Governors";

CI-AUSE 39

THAT, the Clause 39 ofthe Bilt be amended in the marginal note by deleting the words
,qwholesale Dealer's Licence" and substitoting therefor the word "I-oc2.l Technical

Representative Licence ".

./Notices't(Cont'd)



23'd October,2023
The Clerk,
National Assembly,

Parliament Buildings,
P.O Box 41842- 00100

NAIROBI.

RE COMMITTEE STAGE AMENDMENTS TO THE KENYA DRUGS

AUTHORITY BILL,2022 - HON. ANTHONY OLUOCH, MP

NOTICE is given that the member of Parliament for Mathare Constituency, Hon. Anthony

Oluoch, MP, intends to move the following amendments to the Kenya Drugs Authority Bill,
2022 Q\ational Assembly Bills No. 54) at the Committee Stage-

LONG TITLE

THAT, the Bill be amended by deleting the Long Title and substituting therefor the

following new Long Title-

"AN ACT of Parliament to establish the Kenya Health Products and Technologies Authority

to ensure safety, quality and efficacy or performance of drugs, poisons, therapeutic and

biological products, therapeutic cosmetics, herbal medicines and products, chemical

substances, medical devices, veterinary products and other health technologies; to provide for

the harmonization and administration of the laws relating to the regulation of, drugs, poisons,

therapeutic products, therapeutic cosmetics, chemical products, veterinary products and

medical devices and the control and safe handling of poisons; to safeguard the security of the

supply chains for, therapeutic products, cosmetics and veterinary products; to provide for

measures to optimize the use of therapeutic products in health care in Kenya and for

connected purposes."

CLAUSE 2

THAT, the Clause 2 of the Bill be amended-
(a) in the definition of the term "advertisement" by deleting the words "herbal medicines

and products";

(b) in the definition of the term "article" by-
(i) deleting the words "herbal medicine" appearing in paragraph (a); and

(ii) deleting the words "herbal medicine" appearing in paragraph (b);

(c) in the definition of "authorized seller of scheduled substances" by inserting the words

"and enrolled as a pharmaceutical technologist or registered as a pharmacist"

immediately after the word "Act";



t

(d) in the definition of the term "health products and technologies" by deleting the words

"herbal medicines and products";

(e) by deleting the definition of the term "herbal medicine or product" and substituting

therefor the following new definition-

"herbal medicine or product" means a plant derived material or preparations

with claimed therapeutic or other health benefits, which contain either raw or

processed ingredients from one or more plants or material of inorganic or

animal origin and includes herbs, herbal materials, herbal preparations,

finished herbal products that contain active ingredients, parts of plants or other

plant materials or combinations and excludes herbs, herbal materials, herbal

preparations, finished herbal products sold or dispensed on a small scale by

traditional health practitioners;"

(0 in the definition of the term "medicine" by inserting the words o'other than herbal

medicines or products" immediately after the words "or mixture of substances".

(g) in the definition of "pharmacy" by inserting the words "licensed and" immediately
after the words "carried out by" appearing in paragraph (a);

(h) deleting the definition of "chemical substance" and substituting therefor the following
new definition-
"chemical substance" means any substance or mixture of substances prepared, sold or
represented for use as a germicide, antiseptic, disinfectant, pesticide, insecticide,

rodenticide, vermicide, detergent or any other substance or mixture of substances

which the Authority may, declare to be a chemical substance;

(i) deleting the definition of "therapeutic cosmetic" and substituting therefor the

following new defi nition-
"therapeutic cosmetic" means a product with the ability to trigger biological actions

on the dermis, to target and repair skin issues, to prevent future damage and contains

ingredients that are usually not found in regular cosmetics or at higher strengths than

could be sold safely over the counter;".

CLAUSE 3

THAT, Clause 3 of the Bill be amended-

(a) in sub-clause (l) bV deleting paragraph (c); and

(b) by inserting the following new sub-clause immediately after sub-clause (2)-
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(3) This Act shall not apply to the regulation of herbal medicines or products.

CLAUSE 6

THAT, Clause 6 of the Bill be amended in sub-clause (4) by deleting the word "ten" in
appearing in paragraph (c) and substituting therefor the word "fifteen".

CLAUSE 8

THAT, Clause 8 of the Bill be amended in sub-clause (7) by inserting the words ",fair
representation of persons with disabilities" immediately after the words "regional balance."

CLAUSE 12

THAT, Clause l2 of the Bill be amended in paragraph (o) by deleting the words "and herbal

drugs;"

CLAUSE 23

THAT, Clause 23 of the Bill be amended in sub-clause (2) by -
(a) deleting the words "one million" appearing in paragraph (a) and substituting therefor

the words "two million"; and

(b) deleting the words "two million" appearing in paragraph (b) and substituting therefor

the words "five million".

CLAUSE 29

THAT, Clause 29 of the Bill be amended by deleting sub-clause (9)

CLAUSE 35

THAT, Clause 35 of the Bill be amended in sub- clause (2) bV inserting the word

"registered" immediately after the words "may prohibit a".

CLAUSE 36

THAT, the Bill be amended by deleting Clause 36

CLAUSE 39

THAT, Clause 39 of the Bill be amended in sub-clause (4) by inserting the words J'or

pharmaceutical technologists" immediately after the words "a Registered Pharmacist".



CLAUSE 41

THAT, Clause 4l of the Bill be amended in sub-clause (l) by inserting the words "or

pharmaceutical technologists" immediately after the words "a pharmacist" appearing in

paragraph (b)".

CLAUSE 42

THAT, Clause 42 of the Bill be amended by-

(a) deleting sub-clause ( I ) and substituting therefor the following new sub-clause ( I )-

"(l) An authorized seller shall enter a record of such particulars of the scheduled

substance before delivery of the scheduled substance under this Act."

(b) inserting the following new sub-clause (2) immediately after the new sub-clause (l)-

"(2) A record under subsection (l) shall be in the format prescribed by the Authority
and shall indicate -

(a) the date of the sale;

(b) the name and address of the purchaser;

(c) the quantity of the scheduled substances sold; and

(d) the purpose for which it is stated by the purchaser to be required."

(c) renumbering sub-clause (2) as sub-clause (3); and

(d) renumbering sub-clause (3) as sub-clause (4).

CLAUSE 51

THAT, the Bill be amended in clause 5l by inserting the words "and, on conviction, shall be

liable to a fine not exceeding one million shillings, or to imprisonment for a term not
exceeding two years, or to both" immediately after the word "offence".

CLAUSE 54

THAT, the Bill be amended by deleting clause 54.

CLAUSE 63

THAT, Clause 63 of the Bill be amended by deleting sub-clause (3).

Signed Date
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HON. ANTHONY OLUOCH, MP
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REPUBLIC OF KENYA

PARLIATUENT

Hon. Millie Odhiambo Mabona, MP.

Suba North Constituency

Parliament Buildings
Tel +254 20 2221291 Mobile: +254 786 947 783
P.O. Box 41842 - 00100 Nairobi, Kenya
Email: odhiambomillie@vahoo. co. uk

The Speaker, 24th October 2023

The Kenya National Assembly

P.O. Box 41482-00100

NAIROBI

Dear Sir

RE: PROPOSED AMENDMENTS TO THE KENYA DRUGS AUTHORITY BILL.

2022, (NATIONAL ASSEMBLY BILLS NO. 54)

TAKE NOTICE THAT HON MILLIE ODHIAMBO MABONA, [\4P SUBA NORTH

intends to bring amendments to the Kenya Drugs Authority Bll, 2022, (National

Assembly Bill No. 54) as follows:

PART I- PRELIMINARY:

Add the definition of "alternative medicine"

"alternative medicine" means alternative medicine as defined under the Health Act



Definition of "drug"

(a) Add the words "herbal medicine" after the words "any medicine" and before the

words "medicinal preparation, medicinal substance, therapeutic substance

prepared, sold or represented for use in-"

(b) Add the word "herbal medicine"" after the words "any medicine" and before the

words " medicinal preparation"

(b ) (ii) delete the word "if" appearing after the words "restoring, correcting or modifying

functioning" and after the words "organs in humans or animals" and replace with the

word "of".

Definition of "falsified medicines"

Put a semi colon (; ) after the words "... of active or other ingredients" and before the

words " or falsely labelled medicine"

Definition of health products and technologies

Delete and replace with

"health products" means chemical substances, therapeutic cosmetics, herbal

medicines, medicines, scheduled substances and related products and substances.

"health technologies" means medical devices including radiation-emitting devices

and related products.

Definition of herbal medicine or products

Delete and replace with

"herbal medicine" means the use of plants to treat disease and enhance general

health and wellbeing.

"herbal product" means a plant derived material or preparations with claimed

therapeutic or other human or veterinary health benefits, which contain either raw or

processed ingredients from one or more plants, or material of inorganic or animal

origin;

Definition of "insanitary condition"



Add the words "herbal medicine" after the words "as might contaminate a drug or a

therapeutic cosmetic" and before the words "with dirt or filth"

Definition of "Label"

Add the words "herbal medicine" after the words "accompanying any drug" and before

the words "therapeutic cosmetic"

NB: There appears to be something missing in this definition and I cannot tell what it

is. The original drafter can assist.

Definition of "manufacture"

Delete the word "product or" appearing after the words "means any process carried

out in the course of making" and add the words "or product" after the words "medicinal

substance" and add the word "extracting" after the words "and includes" and before

the words "packaging, blending, mixing"

Definition of "medicinal substance"

Add the words "herbal medicine" after the words "medicine" and before the word

"product"

Definition of "registered midwife"

Delete the words "by law to practice the profession of midwife in Kenya" and replace

with the words "to practice as such under the Nurses and Midwives'Act"

Definition of "registered pharmacist"

Delete the words "by the body for the time being responsible for registration of

pharmacists" and replace with the words " under the Pharmacy and Poisons Act":

Definition of "substandard medicine"

Add the words "under this Act or any other written law" after the words "means

medicines which do not meet defined standards and specifications" and before the

words "and includes products thar have been contaminated"

Definition of "therapeutic cosmetic"



Delete the words "or altering complexion" appearing after the words "sold or

represented for use in cleaning, improving" and before the words "skin, hair, eyes or

teeth"

CLAUSE 6 (4) (a):

Delete the word "engineering" appearing after the word "in either pharmacy, medicine",

and before the words "or equivalent fields";

CLAUSE 7 (a) and (b)

Delete subclause (a) and (b) and then replace with the following

(a) ls a State officer

Renumber the subsections consequently

( e) delete subsection "e" and replace with the words " is a public officer"

(f) delete the words "Act", regulation under this" appearing at the end of the sentence

and replace with "regulations under this Act"

CLAUSE 8 (3)

Delete (e ) appearing between "h" and "i"

CLAUSE 8 (6)

Delete sub clauses (a) and (b) and replace with

(a) ls a State officer

CLAUSE 8 (7)

Add the word "youth representation" after the words "regard shall be had of the need

for" and before the word "regional" and add the word "and ethnic" after the word

"regional" and before the words "balance and the realisation"

CLAUSE 10 (1) (fl

Delete the words " permission of the" and replace with "notifying the"

CLAUSE 12 (ol

Add the words "chemicals, medicine" after the words "promote rational use of



CLAUSE 12 hI

Delete the word "ensure" and replace with the word "set"

CLAUSE 12 (b)

Delete the word "that" appearing after the word "ensure" and before the words

'compliance with existing legislation" and replace with the words "that there is" and

further delete the words "is being promoted and controlled"

CLAUSE 12 (q)

Delete the word "being" after the word "products and technologies are" and before the

words "assessed accordingly

CLAUSE 13 (fl

Delete the words "co-opt in such committees" and replace with the words "hire as

consultants"

CLAUSE 17 (21

Add the words "youth inclusion" after the words " The principles of" and after the words

"ethnic, regional and gender"

CLAUSE 21 (1)

Delete the words "Cabinet Secretary" appearing after the word "The" and before the

word "may establish scientific" and further delete the word "Cabinet Secretary"

appearing before the word "under this Act" and replace with the word "Authority".

CLAUSE 21 (3)

Delete the word "Cabinet Secretary" and replace with "Board"

CLAUSE 21 UI

Delete the word "Cabinet Secretary" and replace with the "Board"

CLAUSE 21 (9)

Delete the word "Cabinet Secretary" appearing before the words "with respect to its

activities" and replace with the word "Board"; further delete the words "and the Cabinet

Secretary shall lay a copy of each report before Parliament.
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NEW Sub-clause 21 (10)

The Board shall prepare and submit annually a report of its activities including that of

any subcommittees to the Cabinet Secretary and the Cabinet Secretary shall submit

the said report to parliament.

CLAUSE 22 QI bI

Delete the words "five years" and replace with "three years"

CLAUSE 22 (3)

Delete entire clause

CLAUSE 24 BI

Add sub clause (c ) as follows

(c ) is herbal medicine

CLAUSE 24 (41 (al

Delete the words "one hundred" and replace with "five hundred"

CLAUSE 24 (b)

Delete the words "two hundred thousand" and replace with "one million shillings" and

further delete the words " five years" and replace with "three years"

CLAUSE 27

Add a new Clause 27 (1) as follows

27 (1) "The Authority may issue product licences as provided under this Act

Renumber current 27 to 27 (2)

CLAUSE 28 (11

Add the words "and herbal medicines" before the word "register" and after the word

"There is established a medicines"

CLAUS E 28 (21

Add the words "herbal medicine" after the words "content of the medicines" and before

the word "register"



CLAUSE 29 (11

Add a new Clause 29 (1) as follows then renumber the subsequent subsections

29 (1) Any pharmacist may apply for the registration of a medicine, herbal medicine or

medical device as provided for under this Act.

CLAUSE 29 (11

Add the word "herbal medicine" in subclause 29 (1) in the Bill after the words "Every

application for the registration of a medicine" and before the words "or medical device"

CLAUSE 29 (3) (a)

Add the words "or herbal medicine" after the word "the medicine" and before the word

"in question"

CLAUSE 29 (3) (b)

Add the words "or herbal medicine" after the word "the medicine" and before the word

"in question"

CLAUSE 29 (3) (c)

Add the words "or herbal medicine" after the word "that medicine" and before the word

"is in the public domain"

CLAUSE 29 (41

Add the words "herbal medicine" after the words " of a medicine" and before the words

"it shall cause the applicant"

CLAUSE 29 (4) (b)

Add the words "comment" after the words "with the applicant's" and after the words "

on the Authority's reasons for not being so satisfied"

CLAUSE 29 (6)

Add the words "herbal medicine" after the word "medicine" and before the words " the

registrar shall register"; and further after the word "medicine" and before the words "as

are required by this Act"; and further after the words " in the prescribed form in respect

of that medicine"



CLAUSE 29 (7)

Add the words "and herbal medicine" after the words "Every medicine" and before the

words "shall be registered"

CLAUSE 29 (8)

Add the words "and herbal medicine" after the words "allocate to every medicine" and

before the words "registered under this Act"; and further after the words "name of such

medicine" and before the words "and which shall be stated in the certificate"; and

further after the words "issued in respect of that such medicine"

CLAUSE 29 (9)

Add the words "and herbal medicine" after the words "registration of medicine" and

before the words "already registered"; and further add the words "under this Act or any

other written law" after the words "already registered" and before the words "shall be

valid for a period of"

CLAUSE 29 (12)

Add the words "and herbal medicine" after the words "in respect of a medicine" and

before the words "referred to in subsection (4)"

NEW SUBCLAUSE 29 fi21 (. l. (b) and (c)

Provide for a new subclause 29 (12) and renumber the current 29 (12) to 29 (13) and

others consequently. Provide for the subclause 29 (12) as follows:

(a) "The Authority may reject any application if the applicant fails to meet the standards

as required by this Act or any other written law"

(b) A person dissatisfied with the decision of the Registrar may appeal to the Board

within the period specified under subsection 14

(c) Where a person is dissatisfied with the decision of the Board, the applicant may

appeal to the High Court within thirty days of the decision being communicated to

him or her.

CLAUSE 13



Add the words "of appeal" after the words "expiry of the appropriate period"; and further

delete the words "referred to in sixty days"

CLAUSE 30 (1)

Add the words "or herbal medicine" after the words "on application by the holder" and

before the words "a certificate of registration"; and further after the words "register with

respect to that medicine"

CLAUSE 30 (3) (b)

Add the words "or herbal medicine" after the words "in respect of the medicine" and

before the words "after receiving the existing certificate of registration"; and further

after the words "register with respect to that medicine"; and further after the words "in

respect of that medicine" and before the words "for cancellation"

A NEW SUBCLAUSE 30 (3)

Provide a new subclause 30 (3) and renumber the current (3) as (4) and provide for

the new (3) as follows:

(3) The applicant shall provide reasons for the proposed amendments

CLAUSE 31 (1)

Add the words "or herbal medicine" after the words "registration of a medicine"

CLAUSE 32 NI

Add the words "herbal medicine" after the words "registration of a medicine" and before

the words ""or medical device"

CLAUSE 32 (1) (a)

Add the words "herbal medicine" after the words "to which particular medicine" and

before the words ""or medical device"

CLAUSE 32 (1) (b)

Add the words "herbal medicine" after the words " particular medicine" and before the

words ""or medical device"

CLAUSE 32 (1) (c)



Add the words "herbal medicine" after the words "particular medicine" and before the

words ""or medical device"

CLAUSE 32 (2)

Add the words "herbal medicine" after the words "any medicine" and before the words

""or medical device"; and further after the words " in respect of that medicine" and

before the words "or medical device"

CLAUSE 32 (4)

Add the words "herbal medicine" after the words "registration of that medicine" and

before the words ""or medical device"

CLAUSE 32 (4) (b)

Add the words "herbal medicine" after the words "that the registration of the medicine"

and before the words "or medical device"

CLAUSE 32 (5}

Add the words "herbal medicine" after the words " in respect of a medicine" and before

the words ""or medical device"; and furlher after the words " of the registration of that

medicine" and before the words " or medical device".

CLAUSE 33 (1) and (2)

(1)Add the words "herbal medicine" after the words "registration of a medicine" and

before the words ""or medical device"

(2) Add the words "herbal medicine" after the words "registration of a medicine"

NEW SUBCLAUSE 33 (3)

Provide for a new subclause 3 and renumber current subclause (3) to (4). Provide for

the new subclause (3) as follows:

(3) ln the case of cancellation of registration of a herbal medicine the Registrar shall

in such case specify-

(a) The name under which the herbal medicine is registered

(b) The active components of the herbal medicine

(c) The name of the applicant

(d) The name of the person who has propriety rights over the herbal medicine



(e) The registration number allocated to the herbal medicine;

(f) The conditions if any, subject to which that medicine is registered

CLAUSE 35 (1)

Delete the word "shall" appearing after the words "A pharmacist" and before the words

"dispense and interchangeable" and replace with the word "may"

NEW CLAU 35 (4) (dl

Add a new sub-clause (4) (d) as follows

34 (4) (d) unless the purchaser or patient is first informed of the same and agrees to

the change.

CLAUSE 36 (1)

Delete the words "on a commercial scale"

CLAUSE 38 (2)

Delete "one hundred thousand" appearing after the words "a fine not exceeding" and

before the words "shillings or to imprisonment"

CLAUSE 40 (41

Delete the words "whose decision thereon shall be final" appearing at the end of the

sentence.

CLAUSE 40 (7)

Delete the words "two hundred thousand" appearing after the words " to a fine not

exceeding" and replace with "one million"; and delete the words "two years" appearing

after the words "imprisonment for a term not exceeding" and replace with "three years".

CLAUSE 41(1) (d)

Add the words "enrolled pharmaceuticaltechnologist and registered pharmacist" after

the word "practitioner"

CLAUSE 42 (21 (al

Delete the words "provided that where a person represents that he urgently requires

a Schedule Substances for the purpose of his trade, business or profession and



satisfies the seller that by reason of some emergency he is unable before delivery to

furnish the order in writing, the seller may forthwith deliver the Scheduled Substances

to the purchaser who will within twenty four hours of the sale furnish the seller with the

written order"

CLAUSE 42 (3)

Delete the words "one hundred thousand" appearing after the words "to a fine not

exceeding" and before the words "shillings or to imprisonment" and replace with "one

million"

CLAUSE 43 (3)

Delete the words "one hundred thousand" appearing after the words "not exceeding"

and after the words " shillings or to imprisonment and replace with "one million".

CLAU 44 t31

Delete the words "one hundred thousand" appearing after the words "not exceeding"

and after the words "shillings or to imprisonment and replace with "one million".

CLAUSE 45

Delete the words "five hundred thousand" appearing after the words "not exceeding"

and after the words "shillings or to imprisonment and replace with "one million".

CLAUSE 46 (1}

Delete the word "This" appearing at the beginning of the sentence and replace with

the words "The electronic supply of medicine"

CLAUSE 59 (3)

Add the word "who" between the words "A person" and the words "sells or supplies"

CLAUSE 60 (1) ( c)

Add the words "medicinal herbs" after the words "manufactured and imported

medicine" and after the words "or medicinal substances"

CLAUSE 63 (1)



Add the words "medical herbs" after the words "referring to a medicine" and before the

words "drug, appliance or article"; and further before the words "to imply that the

medicine" and before the words "drug, appliance or article".

CLAUSE 67 (3) (a)

Delete the words "two hundred thousand" appearing after the words " a fine not

exceeding" and before the words "shillings or to an imprisonment" and replace with

the words "one million".

CLAUSE 67 (3) (b)

Delete the words "three hundred thousand" appearing after the words " a fine of atr

least" and before the words "shillings or to an imprisonment" and replace with the

words "two million".

CLAUSE 68 (1)

Add the words "or herbal medicine" after the words "recommended a medicine" and

before the words "to prove".

CLAUSE 71

Add the words "herbal medicine" after the words "homoeopathic medicine preparation"

and before the words "or medical device"

CLAUSE 72 (31

Add the words "herbal medicine" after the words "quantity of a particular medicine"

and after the words "or medical device"

CLAUSE 79

Delete Clause 79

CLAUSE 86

Delete the words "seven hundred thousand" appearing after the words "a fine not

exceeding" and before the words "shillings or to imprisonment" and replace with "one

million"

CLAUSE 88 (v)



Add the words "herbal medicine" at the end of the sentence

CLAUSE 88 (aa)

Add the words "herbal medicine" after the words "a specified medicine" and before the

words "medical device"

CLAUSE 88 (bb)

Add the words "herbal medicine" after the words "dispense medicine" and before the

words "medical device"

CLAUSE 88 (dd)

Add the words "herbal medicine" after the words "compounding of medicine" and

before the words "medical device"

FOURTH SCHEDULE

Section (1) (1) replace Cabinet Secretary with "the Board"

Section (41(21 (11

Add the words "herbal medicine" after the words "human medicinal products" and

before the words "giving advice"

TITLE

Change the Title to the KENYA DRUG AND HEALTH TECHNOLOGIES BILL

\
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1 {rt

Hon Millie Odhiambo-Mabona

MP Suba North
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ee) WEDNESDAY, OCTOBER 25. 2023 (16ss)

) tnparagraph (1) by deleting the word "Coordination" appearingin sub-paragraph

$);
(b) in paragruph (2) by inserting the following new sub-paragtaphs immediately after

sub-paragrzph 2(e)-

"(D^ rrcgistered medical practitioner nominated by the I(enya Medical

Association;
(g)the Director-General for Health or a representative designated in writing;"

(c) in paragraph (4) by deleting the words, "irl consultation with the Cabinet

Secretary'responsible for health," appeartne in sub-pangraph @(").

move the following amendments to the Kenya Drugs Authority Bill, 2022 at the
Committee Stase-

CLAUSE 37

THAT, Clause 37 of the Bili be amended 
-

(r) by inserting the following new sub-clauses immediately after sub-clause (2)-

"(3) The Cabinet Secretary shall publish the list prepared under subsection (1) in
the CaTette.

(a)The l-ist pubitshed under subsecuon (3) shall inciude narcotic substances,

prescription-only medications, pharmacist-only medications, pharmacy-only
medications, over-the-counter medicines, hazardous substances and prohibited
substances".

O) b"v renumbering sub-clause (3) as sub-clause (5); and

(.) by tenumbering sub-clause (4) as sub-clause (6);

s) Notice ber fo Matin Pe

the tot
2022 at the Committee Stage-

CLAU SE 72

THAT, clau-.e 72 of the Bill be amended in subclause (1) by deleting the uzord "person"

appearing irnmedrately after the words "The Authority m^y authorise a" and

subsurutrng therefor the u,'ords "re-eistered phatmacist".

4) 1n

ven r

intends to the followins amen t to the Kenva Drugs
6)

rrthoritv Bill.
2022 at the Committee Stage-

CI-AUSE 3

THAT, the Bill be amended by deleting clause 3



l )


