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= TI{E KENYA FOOD ANDDRUGS AUTHORITY '
= BILL 2019 :

A Bl]l for

AN ACT of Parhament to establlsh the Kenya Food
: .and Drugs Authority; to provide for the regulation and

~management of food, drugs and chemical substances; to -
provide for the regulatlon of medical devices and other
health technologies; to give effect to the principles and

~objects of devolved government m food safety =

_regulatlon and for connected purposes =

 ENACTED by the Parliament of Kenya, as follows—-

PART I—PRELIN[[NARY

= 1. (1) This Act may be c1ted as the Kcnya Food and"

'_Dmgs Authority Act, 2019,

(2) This Act shall come mto force on such a datc as

the Cabinet Secretary may, by notice in the Gazette,

Short title and

— commencement.

appomt and different clates may be appomted for dlffercnt =

~ provisions.

=3 Sub_;ect to subsecnon (2), no commenccment date

Act

requu'es—

_ “advertisement”  includes émy ~statement,

(1) In thIS Act unlcss the context otherwwe :

shall exceed one year from the datc of enactment of this :

Interpretation.

~ communication, representation or reference to the public

| ~and designed to promote or publicize either directly or

indirectly the sale, use or disposal of any health product
and technologies including blood and blood products,
chemical substances, therapeutic cosmetics, food, herbal
- medicines and products, medical devices, medicines,
__schcdule‘d substances, tbb‘ac'c'o or tobacco products;

approvcd name” in relation to a mcdlcme means the
~ international non-proprietary name of such mcdlcme or
where no such name exists, such other name as the

_Authority may determine, not bemg a brand name or trade -

mark registered in terms of the Trade Marks Act;

~ Cap.506.
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- artlc}e mcludes—

. '.(a) any food, drug, therapeutlc cosmetic, herbal

medicine, medical device, blood, blood product

- or scheduled substance and any labelling or

advertlsmg materials in respect thereof; or

- (b) '--anythmg used for the preparation, preservauon'

- packing or storing of any food, drug, herbal

‘medicine, blood, blood product, therapeutic

' cosmetic, medlcal device or scheduled substance;

“Authorlty” meaus the Kenya Food ant_i Drugs ==

_'-Authonty established under section 4 of this Act;

“authorized seller of scheduled substances” rneans a_ =

person desrgnated as such under this Act;

“blood component” rneans a consument of blood‘

including _ erythrocytes, leukocytes,  platelets,
-cryoprecipitate and plasma that can be prepared by various
separation methods and under such conditions can be used

_either d:lrectly for therapeut1c pl.u'poses or for further -

_processmg or manufactunng, _

“blood product” means any therapeutlc substance
derived from human blood, mcludmg ‘whole blood, blood
components and plasma-derived medicinal substances;

~ “Cabinet Secretary” means the Cabinet Secretary for

the time bemg responsible for matters relatmg to health;

“chemical substance means any substance or rmxture'-
of substances prepared, sold or represented for use as a
: gerrmcrde, antiseptic; disinfectant; pesticide; insecticide:

rodenticide; vermicide; or detergent, or any other substance

or mixture of substances which the Authonty may, declare = |

to be a chemlcal substance

~ “cigarette” has the meamng assrgned to 1t in the
_-Tobacco Control Act; : :

“dental practlttoner or “dentist” means a person
registered as such under the Medical Practltloners and
: Dentlsts Act,; - St

“Director-General” means the -_Directo_r-(}eneral
appointed under section 6; : :

No. 4 of 2007,

Cap253.
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“drug” Includes-— =

~ (a) any medlcm_e, medicinal prepar‘aﬁon,_medici_nal_

substance, therapeuticsubstance or vaccine; or

(b) any substance or mixture of substances mcludmg-_' =
~any medicine, medicinal preparation or

— therapeutlc substance _prepar_ed _ _soId =0

 represented for use -

'(1) the dlagnosm, treatment mitigation or

_prevention of a disease, disorder or

abnormal physical state, or the symptoms-

thereof in humans or animals; or

(11) restonng, correctmg or modjfymg
~ functioning if organs in humans or ammals, _

“enrolled pharmaceuttcal technolog1st has the

~ meaning as31gned toitin the Pharmacy and POISOI'IS Act

: “falsnﬁed medicines” means medicines Whlch do not
_ contain the correct type or concentration of active or other
= mgredlents or falsely labelled medicines; : :

“food” means any substance ‘whether processed semi

processed or raw, which is intended for human

consumption, and includes drink, chewing gum and any

- substance which has been used in the manufacture,
- preparation or treatment of such substances St

'Cap.244. o

“health products and technologies” means blood and

blood products, chemical substances, therapeutic cosmetics,
food, herbal medicines and products, medical devices
_including radiation-emitting devices, medicines, scheduled

~ substances, tobacco and tobacco products, and, related_

~ products and substances,
“herbal medicine or product means'a plant derchd

_ material or preparations with claimed therapeutic or other
human or veterinary health benefits, which contain either

raw or processed mgred1ents from one or more plants or
matenal of inorganic or animal ongm :

“insanitary conditions” means -such COIldIthl’lS or'

circumstances as might contaminate food, a drug or a
therapeutlc cosmetic with dirt or filth or might render the
same injurious or dangerous to health; .

“interchangeable multi-source  medicine” _'me_a_ns



The Kenya Food and Drugs Aufhorrry Bt!t 201 9 :

= 'medlcmes that contam the same actlve substances whlch =
~_ are identical in strength or concentration, dosage formand

* route of adrmmstratlon and meet the same or comparable

standards, which comply with the requlrements for 8

= therapeut:tc equwalence as prescnbed

~ “label” includes any legend, work or mark attached'__
~ to, included in, belongmg to or accompanymg any food,
drug, therapeuuc cosmetlc medlcal devme or scheduled'_ -

& substances

= manufacture means any process camed out in the'
~ course of makmg a product or medicinal substance and
- includes; packagmg,_ blenchng,_ mlxmg, assemblmg,-
: -”f—dJstlllatmn processing, changing of form or apphcahon of

- any chemical or physwal process in the preparauon of a

~ medicinal substance or product; but does not include
= dlssolvmg or dispensing the product by diluting or mixing =~
(it with some other - substances used as vehlcle for -

e adlmmstratlon -

~ “medical devnce means any matenal mstrument e
7 apparatus or conmvance whether: radlatlon-enuttlng Ornol =
~ including components parts ‘and  accessories thereof,

- manufactured sold or represented for use in the dxagnoms o

: treatment, momtormg, mltlgatlon or prevent.ton of any
= dtsease disorder or abnormal physmal state or dtsabtllty, oL

~ the symptoms thereof, in humans or ammals but does not

'..1nclude medicines; : e =
“medicinal substance” means any drug, medlcme

= product article, or substance which is clalmed to be useful :

: : for any of the followmg purposes—

(a) treatmg, preventing or aIIev1atmg dlsease or_:

symptoms of disease;

(b) dlagnosmg dzsease or ascertz-unmg the e}ustence e

= degrce or extent ofa phys1ologlcal COl’ldIthl‘l or

~ © proventing or interfering  with the normal._":-._f-l

operation of a physiological function whether

~ permanently or temporarily and whether by way
=of = terminating, reducing, postponing or
1ncreasmg ‘or accelerating the operation of the_.___ S

function in human bemgs or anlmals, :

medmmo means any substance or rmxture of
: substances used or purportmg to be sultable for use or.
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manufactured or sold for v use m—'

(a) the dlagn031s treatment mJthauon modlﬁcatlon'
or prevention of disease, abnormal physmal or -

_ mental state or the symptoms thereof in humans
~ oranimals; or :

(b) restoring, correctmg or modtfymg any somattc or

psychic or orgamc fllIlCtIOIl in humans or

- animals;

: medlcal practltloner means a person reglstered as—
= such under the Mechcal Practitioners and Dentists Act;

> Cap.25-3.;_- =

_ . “therapeutlc cosmet:lc includes any substance or "-_
nuxture of substances manufactured sold or represented for
~use in cleansmg, improving or altering the complexion, -

~ skin, hair, eyes or teeth, and mcludes deodorants and

. _ Tobacco Control Act;

tobacco product” has the meanmg assxgned to it in
: the Tobacco Control Act;

veterlnary surgeon” or “Veterinary practitioner’
means a person registered as such under the Veterinary
: Surgeons and Vetermary Para-Professionals Act;

“veterinary medlcme means any curative or
preventive substance, formulated medicament, or mixture
of substances, whether proprietary or in the form of a
- preparat:lon effective in animals, which is used, or is

< manufactured sold or represented as suitable for use, in—

(a) the dlagnoms treatment, mitigation or prevention
- of disease or abnormal physical or mental state or

- the symptoms thereof in an animal;

~(b) restoring, correctmg or modlfymg any

or

: (.c). contm]]ing internal or extemal pests'an'd _parasites,
and includes insecticides, vaccines, hormones,
alternative medicines, antiseptics, disinfectants,

surgical, nutrients and biological products;

“package” includes 'anything._ in which any food, drug,

~therapeutic cosmetic, medical device or scheduled

“tobacco” ‘has the meamng asmgned to it in the

= physwal mental or orgamc functlon in an animal;

No4 of 2007,

No. 4 of 2007. -

No. 29 of 2011.
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.;products regulated under this Act
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e or exported from the Kenya;
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(f) co-opt in such committees persons whose
knowledge and experience is necessary to enable
to the committee effectlvely to discharge. 1ts
functions. :

14. The conduct and regulation of the busmess and

affairs of the Board of the Authority is provided i in the Frrst'

‘Schedule to this Act.

'15. The Board may, by resolutlon either genera]ly Okt o o

- in any particular case, delegate to any committee of the
Authority or to any member, officer, employee or agent of

the Authority, the exercise of any of the functions or dutles-

of the Authority under this Act.

16. The cabinet secretary shall, on the adv1ce of the
Salaries and Remuneration Commission, determine the
allowances of the members of the Board of the Authorxty

17. (1) The Authority may appomt stch Off.lCBIS or.

staff including regulatory officers, as are necessary for the

'Affairs of the

Board.

Committees of the

-A]lewances of thc

Board,

Staff of the

Authority.

proper discharge of the functions of the Authorlty under

this Act, upon such terms and conditions of service as thel
Authority may determine.

(2) The principles of ethmc reglonal and gender

‘balance shall guide all staff appointments.

(3) The Cabinet Secretary may, upon request. by the
Authority, second to the Authority such number of public
officers as may be necessary for the purposes of the

Authority.

(4) A public officer seconded to the Authonty shall. j ._ i
_ durmg the period of secondment, be deemed to be an, =
 officer of the Authority and shall be subject only to the

direction and control of the Authority.
18. (1) The common seal of the Authonty shall be

kept in such custody as the Authority may direct and shall'

not be used except on the order of the Board,

C:orrlx'mon Seal of : bl :

' the Authority.

(2) The common seal of the Authority when affixed to _

a document and authenticated shall be Judu:lally and

* officially noticed and unless and until the contrary is
proved, any necessary order or authorization of the Board |

- under this section shall be presumed to have been glven

19. Nothing done by a member of the Board or any:i

officer, employee or agent of the Authority shall, if the

matter or thing is denelm good faith for _execu;mg the

Llal:uhty of the | '

Board and Staff
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functions, powers and duties of the Authority render the
member, officer, employee or agent personally liable to any
action, claim or demand whatsoever.

20. (1.) The Director General shall be the Registrar
of the Authority.

(2). The Registrar shall perform such duties and
exercise such powers, in addition to those required under
the provisions of this Act to be performed and exercised, as
the Board may from time to time direct.

21. (1) The Board may establish scientific advisory
committees, as may be necessary for the performance of the
Board’s functions and the exercise of the Board’s powers
~under this Act. '

(2) The scientific advisory committees established
under subsection (1) shall be in addition to those
established in the Fourth Schedule to this Act.

: (3) The primary role of the advisory committees shall
be to provide the Board with expert, independent advice on
complex scientific issues presented to the Authority.

(4) The Board may co-opt into the membership of
committees established under subsections (1) and (2)
above, other persons whose knowledge and skills are found
necessary for the functions of the Authority.

- (5 A committee may be so established for any
purpose, or combination of purposes, connected with the
execution of this Act or the exercise of any power
conferred to it, either generally or in relation to any
particular class of substances or articles to which any
provision of this Act is applicable.

(6) Without prejudice to the generality of subsection
(3) of this section, in relation to any such class of
substances or articles, a committee may be established
under this section for either or both of the following
purposes —

~ (a) giving advice with respect to safety, quality or
! efficacy; or §
(b) promoting the collection and investigation of

information relating to adverse reactions, for the
purpose of enabling such advice to be given.

Registrar.

Scientific
Advisory
Committees.
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(7) The Authority shall provide adequate staff Sl
enable the ‘advisory commlttees to perform their funet.lons.'-_j B

effectively.

(8) The chairperson of an adv1sory comlmttee shaII__ ol
convene a meeting of the Committee at least once every e e
two months and shall convene an additional meetmg g

requested by at least four members in wrltmg

(9) An advisory committee shall submit, at least once-_" R
every six months, a report to the Cabinet Secretary, with =
respect to its activities and the Cabinet Secretary shall lay a

copy of each report before the Parliament.

(10) The quorum of an advisory commxttee shall be' ;
five members w1th one. member being. appomted as

chairperson.
( PART HI— FOOD

22. (1). The Authonty shall regulate and monitor the
- manufact_ure_ processing, - dISmbutlon warehousmg,
wholesale and importation of food in Kenya. . gt

Funcnonsefthe At

Aulhunty with:

(respect to food.

(2) Without prejudice to the provmons of sub-sectlon Tren

(1), the Authonty shall—

(a) set the standards and gutdelmes in relatlon to the ey

| regulation of food products and food additives;

(b)  provide scientific advice and techmcal support ol R A
~the National Government and the county .
; governments in matters of framing the policy and S
rules in areas which have a direct or mdn‘ect Cep sy

bearing on food safety and nutntlon

(c) search, collect, collate, analyse and summanse_.}'
relevant scientific and techmcal data pamcularly”

relating to—

(i) food consumptlon and the exposure of-'*-;

individuals to  risks related 1o, the
consumption of food,

(ii) incidence and prevalenee of blologlcal nsk

(iii) contaminants in food; '
(iv) residues of various contammants

(v) identification of emergmg I'ISkS, and

(vi) introduction of rapld alert system
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. (d) promote, co-ordinate and issue guidelines for the
i development of risk assessment methodologies; -

-(e) ':_estabhsh systems and ‘mechanisms for the
. reporting of adverse reactions to food;

(f) establish mechanisms for (the. drsposal and
| cancellation of llcences -

:(g_);f._prowde sc1ent1f1c and techmcal adwce and |

- assistance to the Natlonal Government and the

”county governments in 1mp1ementat10n of crisis

! -__'management procedures w1th regard to food
_'safety : : -

(h) draw up a general plan for crisis management and

i ‘work in cIose Cco- operat:ton W1th the county based .

| Crisis umts‘ FalTA

~ ‘establish a_ system of network of orgamsation
 with the aim to facilitate a scientific co-operation -
. framework by the co-ordination of activities, the '
. exchange of information, the development and
L -__-’=1mplementat:lon of joint pro;eets ‘the exchange of

. expertise and best' practices in the ﬁelds wrthm-__:

the. Authonty S respon51b1hty

| with international orgamsatlons

b (k) ; take aIl such steps to ensure ‘that the pubhc
' consumers, mterested parties = receive rapid,

| j rehable - objectlve . and comprehensive

i '_mforrnatron on food safety throuorh approprlate
i '-'_="_;."methods and means; ' ;
0N prov1de ‘whether tratmng prograrmnes in food
- safety and standards for persons ‘who are or

| intend to become involved in food businesses,

 whether as food business operators or employees
~orotherwise; and o
"".,:promote general awareness as to food safety S
. food standards i e : .

(]) A person shall not sell food that— :
(@) _' Contalns any porsonous or harrnful substance

iy _.(b) is unwholesome or unﬁt for human consumptlon

() provide scientific and technical assistance to the' el
| national government for 1mprov1ng co-operation.

Prohibition

. against sale of

unwholesome,

| poisonous or

adulterated food.
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(c) prohibited under this Act or any other law;

(d) contains any filthy, putrid, rotten, decomposed or
diseased substance or foreign matter; or

(e) is adulterated.

(2) A person who contravenes sub-section (1) commits
an offence.

(3) Subsections (1) and (2) shall apply in relation to—

(a) any food intended for human consumption which is
offered as a prize or reward or donation in connection with

any entertainment to which the public are admitted,

whether or not on payment of money, as if such food were

or had been, exposed for sale by each person in the

organization of the entertainment;

(b) any food intended for human consumption which
is offered as a prize or reward, donation or given
away for the purposes of advertisement, or in
furtherance of any trade or business, as if the
food were, or had been, exposed for sale by the
person offering or giving it away; and

(c) any food intended for human consumption which
is exposed or deposited in any premises for the
purpose of being so offered or given away as if
the food were, or had been, exported for sale by

the occupier of the Premises.

24, (1) A person who has reasons to believe that
a food which the person has processed, manufactured or
distributed is not in compliance with this Act, any other
law, the person shall immediately initiate procedures to
withdraw the food in question from the market and
consumers indicating reasons for its withdrawal and inform
the Authority and the relevant food safety authority at the
county level.

(2) A person shall immediately inform the Authority
and the relevant food safety authority at the county level
co-operate with the authorities, if the person considers or
has reasons to believe that a food which he has placed on
the market may be unsafe for the consumers.

(3)The person under subsections (1) and (2) shall
inform the authorities of the action taken to prevent risks to
the consumer and shall not prevent or discourage any

Duty to notify
authorities.
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* person from co-operating, in accordance with this Act, with

. the competent authorities, where this may prevent, reduce .
' or eliminate a risk arising from a food '

4) Every person. shall follow such COl’]dlthllS and
..gu1de1mes relating to food recall procedures as the
~ Authority may specify by regulations.

25 A person who labels, packages, treats, processes,
sells or advertises any food in contravention of thlS Act or
any other law, or in a manner that is false, misleading or

. deceptive as regards its character, nature, value, ‘substance,
i -quallty composmon merit or safety, commits an offence.

26. A person who labels , packages, sells or advertises

Sl any food in contravention of a standard prescrtbed under
: ﬂllS Act comrmts an offence ) -

270 A person who any food which is not of the__
nature, substance, or quality demanded by the purchaser_

comrmts an offence

condlt.tons comnuts an offence . _
_ 29. A person shall not Jmport into Kenya— '

ar ). any unsafe or misbr anded or sub-standard "food°

(b) any atticle of food the import of which a licence

Deception.

Standards of
foods.

Prohibition
against sale of
food not of nature,
substance or

; ' quality demanded.
28. A person who sells prepares packages, conveys, :
' stores or displays for sale any food under msamtary'

Preparation of
food under

| unsanitary’
' conditions.

Import of food
articles.

is required under this Act or any other law except

. in accbrdance w1th the condltlons of the licence;

(c) which contains 'or has been treated with a
i prohtblted substance

(d)
other law or has been treated with a substance

~ containing ‘a particular substance in a greater
- measure than that permitted by regulation;
(e) which has | ‘been treated in such manner that its

bl '-damaged or unsound condition or inferior quallty
el lS concealed whether entlrely or partly; and

B ':any artlc]e of food in contravention of this Act or

any other law.

which contams a parhcular substance in a greater |
‘measure than that permitted under this Act or any



unfit for human consumptton the. regulatory officer shall
" confiscate the food and in the prescnbed manner, transmit

- that food is unfit for human consumptlon the court shall
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© 30. (1) A regulatory ofﬁcer may, exan'une any food- Examination
intended for human  consumption ‘whichii'has/ " been! \ape snge e
 distributed, sold or is offered or exposed for sale or is in’
the possession: ‘of, or has been deposrted with or conmgne' ;
to, any person for the. purpose ‘of distribution or sale or’
manufacture for sale, if it appears to the regulatory officer;:
to be unfit for. human consumption, may seize it andf
. _remove it in order to have it dealt w1th n a manner-.
_prov1ded for in this Act. R b L P

L) AL regulatory officer who selzes any food under
e subsectton (1) shall inform the person in. whose possessmn‘i
~the food was. found of the seizure: of the food and th

' lntent:lon to have the food tested i

(DY If it appears to the regulatory ofﬁcer that an

1t to the laboratory for testmg

Y, When it appears' to the regulatory ofﬁcers that
| any non- examined perishable food is unfit for human
. consumption the regulatory officer shall take that food to
the court for further action, and if the court is satisfied that, =

~ order for its destruction or disposal in a prescrlbed manner,'. e

_and if the court is not satisfied that the food is unfit for

-'_'._--:or cold stores  for the purpose of sale for human

o _ manner is found to be’ daseased o1 unﬁt for ‘human

. human consumptlon it may order for further acnons to b :
taken ) : N ;

| '-carcass or any part of a carcass found in a-butchery facihty". -_
__consumptlon ‘which on ‘examination in. ‘the prescnbed
_' consumptlon and no compensatton sha]l be -payable' to, the

Reslnctton on

therapeuuc'lfoods



- under thlS Act or any other written law.

(2) A person who contravenes the provisions of sub-
section (1) commits an offence and upon convxcuon, 1s

0 hable— ety

'ln' the 'oase of a first offence,_ bo a fine not
exceeding = one million = shillings or to

imprisonment for a term not exceeding three

'months .or to both; or

in the. case of a subsequent offence, to a ﬁne not

exceeding two  million shillings or to
nnpnsonment for a term not exceedmg five years,

_orto both

; (3) sub-section (l) shall not apply to the sale of a
i medlcme compounded by a pharmamst or pharmaceutlcal

(a)

o

s technologlst—- i

in a quantlty not greater than that prescnbed

~under this Act for sale in the retail trade, subject

to prcscribed conditions; or

in a quantity for a particular person or animal as
prescnbed by an approved medical practitioner as

‘the case may be, if that pharmaceutical product
' does not contain any component the sale of which

is prohibited by this Act, or any component in

b ; .respect of which an apphcanon has been rejected,

' Thé Kienya.Foodaﬁdomgs'Amorm’ Bill, 2019 355
325 k( I)There is estabhshed undcr this Act, a ;‘;;:g:ﬁ“ Foods
Therapeutic Foods Register.
' (2)"[‘he Reglstrar shall have custody of the Reglster
f (3) The reglster kept under subsection (1) shall be
avallable for 1nspectlon by the publxc
o) The Authority shall prescribe the fonnat and the
i content of Therapeutlc Foods Register. '
s . PART IV—-MEDICINES
33. (1) A person shall not sell any medicine that— ::;E:::.m =
~(a) is not registered by the Authority;
(b) is adulterated; '
fiti(e)y is substandard; or
(d) fails to comply with any specxﬁcanons made
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and if that pharmaceutical product has not been
advertised.

34. (1) A person shall not—
(a) falsify medicines;

(b) label, package, treat, process, sell or advertise
any medicine in contravention of any regulations
made under this Act; or

(c) make statements regarding the character,
constitution, value, potency, quality,
composition, merit or safety of a medicine in a
manner that is false, misleading or deceptive..

(2) A person who contravenes subsection (1) above
commits an offence and upon conviction, is liable—

(a) in the case of a first offence, to a fine not
exceeding one million shillings or to

imprisonment for a term not exceeding three

years or to both; or

(b) in the case of a subsequent offence, to a fine not
exceeding two million shillings or to

imprisonment for a term not exceeding five years,

or to both.

35.(1) If a standard has been prescribed for a
medicine, a person who manufactures, labels, packages,
sells or advertises any substance in such a manner that it is
likely to be mistaken for that medicine having met the
prescribed standard commits an offence unless the
substance is the medicine in question and complies with the
prescribed standard. '

(2) If a standard has not been prescribed for a
medicine but a standard for the medicine 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 manner
that it is likely to be mistaken for the drug having met any
of the standards contained in any of the publications
specified in the Fifth Schedule commits an offence.

(3) A person who manufactures, labels, packages, sells
or advertises any medicine for which no standard has been

prescribed, or for which no standard is contained in any of

Deception and
falsification.

Standards of
medicines.
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the pubhcanons specified in the Fifth Schedule, commits an
offence unless the medicine—

(a) is in accordance with the 'professed standard under
‘which it is labelled, packaged, sold or advertised;
and

(b) does not resemble, in a manner likely to deceive,
any drug for which a standard has been prescribed
or which is contained in any of the publications
specified in the Fifth Schedule.

(4) 'A person convicted of an offence under
subsections (1), (2) and (3) is liable in the case of a first
offence, to a fine not exceeding one hundred thousand
shillings or to imprisonment for a term not exceeding three
months, or to both such fine and imprisonment and in the

case of a subsequent offence, to a fine not exceeding two"
hundred thousand shillings or to imprisonment for a term

not exceeding five years, or to both.

36. A person who sells any medicine whtch is not of
‘the nature, substance, or of the quality, of the article
demanded by the purchaser commits an' offence and upon
' conviction, 1s liable — -

(a) in the case of a first offence, to a fine not
exceedmg one one million shillings or to

imprisonment for a term not exceeding three
years, or to both such fine and i imprisonment; or

(b) in the case of a subsequent offence, to a fine not
- exceeding two million shillings or to

| imprisonment for a term not exceeding five years, .

or to both such fine and imprisonment.
37 Al person who manufactures, sells, prepares,

preserves, packages, stores or conveys for sale any

‘medicine = under conditions not meeting. prescribed
standards commits an offence. ;

38. In considering an apphcanon for a product
licence  the Authonty shall in partxcular take into
,conmderatlon—

(a) the safety of the medlcmal products to which the
. application relates

(b) the efﬁcacy of the medtcma] products to the
' purpose for thch they are proposed to be
admimstered -

Prohibition

~against sale of

medicines not of
nature, substance
or quality
demanded.

Preparation of
medicine under
conditions not
meeting

. prescribed

standards.

Factors relevant to
determination of
application for a
product licence.



: ,353_ ' ‘T?re Kenya Food arthmgsAuthonry BtII 20}9 i e i

(c) the qualrty of the medlcmal products of each such b i .. G
~ description, according fo the specification and the |
- method or proposed method of manufacture of
the products and the provisions proposed for
- securing that the products as sold or supphed w111 By
| be of that qualityyand =~ ' B A
' (d) ‘any other factor that the Authomty consnders--- el e
14\ necessany . 1 S
39. (1) There is estabhshed under thls Act a_'_"_-g'edl?em e
_ Medxcmes Register. '/ i eg'_s_ Do
Vi) The Authonty shaH prescnbe the format and the': G
content of the Medlcmes Reglster b ol O et

40. (1) Every appllcatlon for the reglstratlon --'of ay Ref;m‘m ';f :
medicine or medical device shall be submitted to: theﬁ' j }“.:eed:::[m;e:?m
Registrar in the prescribed form and shall be accompanied = |
by the prescribed particulars and samples of the releVant j, o

medicine and by the prescnbed reglstratlon e

' (2) The Registrar shall ensure that such an application
in respeet of medicine which appears on the latest Essential
Medicines List or Essential Veterinary Medicines Listora =
medicine which does not appear thereon but which, in the
opinion of the relevant cabinet secretary, is essential for
national human or. veterinary health is ‘subject to such
. procedures as may be prescnbed in. order to expedlte the.-__-' '
reglstratlon ! | ‘ el

(3) After conmderatlon of an apphcatlon and after any_ Sy
 inyestigation or enquiry ‘which it may consider mecessary i (i

.. the Authority shall approve of the regrstratlon 1f the B

- authority is satisfied that—'.t e _ Lt

(a) the medicine in. questlon is. sultable for the_.'_'_" i ks
purpose for Wthh itis mtended KO i}

(b) the medlcme in questlon comphes w1th . the

_ prescnbed requn‘ements and '_ : -

(c) that reglstratron of that medrcme 1s in the publl
| mterest et : i
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(b) that the appllcant rnay wrtl'un a penod of one-. it
' month after the date of the notlﬁcatron furnish ‘the Uit i
reglstrar wrth the apphcant s on the Authorlty s,_-' i

- reasons for not berng SO satlsﬁed

(5) If no comments under subsectlon (4) above are

--:r'submttted by the appllcant wrthm the prescnbed period, or
if after consideration of any comments so submitted the =
'-'_;Authonty is still not sattsﬁed as aforesard the authonty.

; ‘fshall reject the appllcatlon

e When' the Klihority has approved e
reglstratlon of any. medlcme the registrar shall register that

g a0

| “medicine and shall enter in the register such particulars in . il

- regard to the medicine as are required by this Actto be so
i entered:; and sha.ll issue to the apphcant a certificate of |
i regrstratlon m the prescnbed form in respect of that e

iy -.-medtcme

o Every medlcme shall be reglstered under such" ‘ .

' -.'__'name as the Authonty may approve. . _ ;
(8) The Reglstrar shall allocate to every med1cme

ik _reglstered under this Act a registration number which shall
. be recorded in the register opposue the name of such
 medicine and which shall be stated in the certificate of

o -reglstratlon issued in respect of. such medicine. R

L (9) Any reglstratlon under thrs section, mcludmg the.'
| registration of medicines already registered, shall be valid
. for a period of five years and may be made subject to such

. conditions as may with regard to the succeechug provtsrons

.. of this section be determined by the Authority. .

e 10) No condltlon shall be unposed under sub sectlonf
; _(9) ‘whereby the sale of the medicine in question by any
. person other than a pharmacist is prohibited or until after
. the applicant has been notified in. wntmg by the Registrar -
- that the imposition of such condition is contemplated and

. invited to submit wntten representatlons to the Authomy in
bl regard to the matter. = it _ _

i 11) If no representations under sub section (10)' ;
| _above are’ lodged with ‘the Registrar by the applicant
' concerned within a period of one month after the receipt by
. of the notification referred to in sub-section (10), or if after i
il consrderatlon of any such representatmns the Authority is B
L fstxll of the opmlon that the conchtlon in questron should be it
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imposed, the Authority shall direct the registrar to register
the medicine concerned subject to the said condition.

(12) Notice of the rejection of an application under

this section in respect of a medicine referred to in
subsection (4) shall be given in the gazette by the registrar-

(a) if no appeal is lodged against the rejection within
the sixty days, as soon as possible after the
expiration of that period; or :

(b) if any appeal so lodged is dismissed, as soon as
possible after the decision dismissing the appeal
has been given.

(13) The Registrar shall as soon as possible after the

date of expiry of the appropriate period referred to in sixty
days publish in the Gazette the prescribed particulars in

respect of all applications for reglstranon received by him

or her prior to such date.
(14) For the purposes of this section—

(a) Essential Medicines List' means the list of |

 essential medicines included in the latest edition

of the official publication relating to guidelines

for standard treatment which is compiled by the

State Department responsible for Health; and

(b) 'Essential Veterinary Medicines List' means the
list of essential medicines included in the latest

edition of the official publication relating to
guidelines for standard treatment which is
compiled by the State Department respon51ble for

Veterinary Medicines.
41. (1) The Registrar, on apphcat.lon by the holder of

a certificate of registration issued in respect of a medicine -

and with the approval of the Authority, may amend the
entry in a register with respect to that medicine.

(2) An application for the amendment of an entry in

a register shall be made to the registrar in the prescribed
form and shall be accompanied by the prescnbed
application fee.

(3) If the Authority grants its. approval in respect of an

application submitted to it in terms of subsechon (2), the ]

registrar shall —

Amendment of

entries in reglster i
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(a) make the required amendments in the relevant
register; and

(b) if the name of the applicant changes, issue a new
certificate of registration on the prescribed form
to the applicant in respect of the medicine after
receiving the existing certificate of registration in
respect of that medicine for cancellation.

42. (1) The holder of a certificate of registration may
transfer, with the approval of the authority, the certificate
of registration to another person, who is duly licensed to
practice the profession of pharmacy and holds a valid
practising certificate to apply for the registration of a
medicine.

(2) An application for approval of the transfer of a
certificate of registration shall be made to the registrar in
the prescribed form and shall be accompanied by the
certificate of registration in question and the prescribed
application fee.

(3) If the Authority allows the application submitted to
it in terms of subsection (2) above, the registrar shall —

(a) make the necessary entries in the register relating
to the person to whom the certificate of
registration is transferred;

(b) cancel the existing certificate of registration; and

(c) 1issue a new certificate of registration on the
prescribed form to the person making the
application in respect of the relevant medicine.

43. ( 1) The Authority shaH cancel the reglstratlon of a
medicine or medical device if —

(a) a licencee has failed to comply with a condition
subject to which a particular medicine or medical
device has been registered;

(b) a particular medicine or medical device does not
comply with a prescribed requirement; or

(c) it 1is not in the public interest to make a particular
" medicine or medical device available to the
public.

(2) Before cancellation of the registration of any

Transfer of
certificate of
registration.

Cancellation of
registration.
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medicine or medical device, the Authority shall issue a
notice of cancellation of registration in wrltmg to the holder

of the certificate of registration. lssued in respect of that- |

medicine or medical device.

(3) The notice referred to in subsectlon(Z) above
shall— -

(a) specify the grounds on which the decnslon of the h

Authority is based; and

(b) indicate that the person to whom' the'_notit:e ;is "

directed may within one month after the date of e

that notice submit to the Reg15trar any objectlon

. which he or she may w1sh to make in connectlon it

with the matter.

(4) The Authorlty shall direct the Reglstrar to cancel

the registration of that medlcme or medlcal device, if —

(a) no objection as contemplated in subsectlon (2)(11)

are received; or

(b) after consideration of any comments received, the e

Authority is of the opinion that the registration of

the medicine or medical dewce m questlon o

should be cancelled.

(5) If the holder of the ceruﬁcate of reglstratlon lSSl]cd -'

in respect of a medicine or medical device fails to pay the

prescribed fee in respect of the retention of the registration
of that medicine or medical device before or on the

prescribed date or such later date as the registrar, with the
approval of the Authority, may determine on application by

that person, the registrar shall cancel the registration of that ;

medicine or medical device.

44. (1) The registrar shall give notice in the
gazette of the registration, or cancellatlon of reglstratlon of

a medicine or medical device i m terms of this Act.

(2) The Registrar shall in such notice spcc1fy m thel'

 case of a registration of a medicine—

(a) the name under which that med101ne 1s reglstered
(b) the active components of that medlcme, _

(c) the name of the applicant;

(d) the name of the manufacturer; '

Notification of
registration, or
cancellation of

| regtstratlon in lhe
'Gazelle
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| "':_-mterchangeable multi-source ' medicine instead of the

. medicine prescribed by a medical or dental practitioner,
| nurse or other person registered under the relevant statutes
AL __regulatlng health professronals :

s (2) A medrcal or dental pract:tloner, nurse or other
i) person reglstered under the relevant statutes regulating

363
s (e)_ i the regrstratlon number allocated to that medrcme
: it and. ; i .
(f) the condrtlons 1f any, subject to Whlch that
medicine is registered; '
(3) In the case of a cancellatmn of reglstratlon of a
i med1cme medtcal devrce the Reglstrar shall in such notice
_-_specrt'y—. | : _
: (a) the name under Wthh that rnedlcal devrce was
e reglstered ey
. (b) the name of the holder of the certrﬁcate of
| registration 1ssued m respect of that medlcal
i | ;-’devrce, and : -
Lhici(e)) ithe number wlnch was allocated to that medlcal
i devnce in terms of this Act ; :
. 45 ' The Cabinet Secretary in Conaltation with Mmoo
. the authonty, may prescnbe conditions' for the supply of e Aforiable
' more affordable medicines in certain circumstances so as to  medicines.
protect the health of the public, and in parncular may —
] (a) prescnbe the . condltlons under which any
- medicine which is identical in composmon
. meets the same quahty standard and is intended
' to have the same proprietary name as that of
~another 'medicine a]ready -registered in the
' Republic, but which is unported by a person
- other than the person who is the holder of the
registration certificate of the medicine already
~ registered and which originates from any site of
-manufacture of the original manufacturer as
approved by the Authority in the prescnbed_
. manner, may be 1mported or
) prescnbe the reglstratmn procedure for, as well as
. the use of the medlcrne referred to in paragraph
@i
s (1) A pharmacrst shall dlspense A e
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health professionals may prohibit a pharmacist is from

interchanging a medicine contemplated in subsection (1) -

above and that fact shall be noted on the prescription.

(3) When an interchangeable multi-source medicine is "

dispensed by a pharmacist he or she shall note the brand
name or where no such brand name exists, the name of the
manufacturer of that interchangeable multi-source medicine
in the prescription book.

(4) A pharmacist shall not substitute for a prescribed
medicine an interchangeable multi-source medicine —

(a) if the person prescribing the medicine has written
in his or her own hand on the prescription the
words ‘no substitution’ ‘next to the item
prescribed; ;

(b) if the retail price of the interchangeable multi-
source medicine is higher than that of the
prescribed medicine; or

(c) where the product has been declared not

substitutable by the Authority.

47. (1) A person who, on a commercial scale,
manufactures, prepares, supplies, sells, distributes, exports
or imports a herbal medicine which is represented to the

public to have therapeutic effect when it is consumed,

applied or inhaled must be licensed.

(2) Regulations may prescribe particulars to be
provided for in the registration of items under sub-sec_t_ion

(D).

(3) A person who contravenes sub-section (1) or any

other law commits an offence.
| PART V—SCHEDULED SUBSTANCES

48. (1) The Authority shall prepare and submit to the
Cabinet Secretary lists of the substances which are to be
treated as Scheduled Substances for the purposes of this
Act.

(2) The lists to be prepared under this Section shall
include —

(a) substances which, subject to this Act, are not to
be sold except by authorized sellers of Scheduled

Herbal medicines.

Preparation of
Lists of scheduled
substances.
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Substancés.and by licenced wholesale dealers and
dealers in mining, agricultural or horticultural
accessories;

(b) substances which, subject to this Act, are not to

be sold except by persons specially licensed to do
so; and

(c) any other substance declared to be a Scheduled
i Substance by the authority.

(3) The cabinet secretary may, by order, confirm the
list with or without modification, and may, after
consultation with or on the recommendation of the
Authority, by order amend or vary the list.

(4) The authority shall review the lists under
subsection (2) at least once every year.

49. (1) The following persons may, be in possessmn
of Scheduled Substances, but to the extent only and subject
to the Limitations prescribed by this sub-section—

(a) a wholesale dealer licensed under this Act, for the
purposes of the licence and on the prermses SO
licensed;

 (b) an authorized seller of Schedules Subta_nces, on
premises registered by the Authority;

(c) a person licensed by the Authonty to sell

Schedules Substances for mining, agricultural or |

‘horticultural purposes, for the purposes of the
llcence and on premises so licensed;

(d) a person, institution or department, to which a
Scheduled Substance has been lawfully sold
under this Act, for the purpose for which the sale
was made;

. (e) a person for whom the Scheduled Substance has
‘been lawfully supplied or dispensed by a
qualified medical practitioner, dentist or

_ veterinary surgeon, or by a hospital, dlspensary
or sumlar institution;

sub]ect to any conditions which may be prcscrlbed a

representative of the person engaged in the business of

- selling and supplymg phannaceutlcal goods, for the

Possession of
' Scheduled
Substances.
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purpose of givmg free samples of those goods in the ;

course of the business, to persons who may lawfully bedn 1t

possession of Scheduled Substances;

(f)the personal representatwe of a deceased person or' iy

the 11qu1dator, receiver or other person appomted to deal .

with the property of a bankrupt or of a company whichis
~ being wound up compulsorily, or the manager of the estate

of a person of unsound mind, in respect of poisons in the |
possession of the deceased person, bankrupt ‘person,

company or person of unsound mind at the time of death or
bankruptcy or the beginning of the winding up of the order
~ appointing the manager, for the purpose of dlsposmg up of

the Scheduled Substances, with the written permission of
the Authority and in accordance with its directions, to a'

wholesale dealer in Scheduled Substances licensed _unde_r )

' this Act or to an authorized sellei' of Scheddled SubSiances i

(2) A person who is in possessron of a Scheduled
. Substance otherwise than in accordance with the prowsrons
‘of this Section shall commits an ‘offence and upon

__conviction, is liable to a fine not exceeding one hundred =
‘thousand shillings ‘or to imprisonment for a term. not' !

 exceeding three year or to both. |

50. (1) If the Authonty is satisfied that 1t is in the
public interest that a licence to deal as a wholesale dealer in

Scheduled Substances should be issued or renewed it may,

 on application being made to the Authority in writing on

Wholesale '
Dealer's Licence.

such form as may be prescnbed and on payment of the, . e
‘prescribed fee, issue to the applicant a licence in the form' g

prescribed, or, as the case may be, renew the hcence

(2) The Authonty may refuse to issue or renew or Ly
may revoke, a licence under this Section, for any good and_

sufficient reason relatmg either to the apphcant or licensee,

~or to the premises in which the business is, or is proposed:-' Gyl

' to be, ccarried on, and in case of refusal or revocatmn an
appeal shall lie to the Cabinet Secretary '

| 3 A separate hcence under this Sectlon shall be'- ' 1
; reqmred in respect of each set of premlses in whlch the_

. business of the licensee is carrled on.

(4) No llcence shall be issued or renewed under thls-'.-"-'.‘.;
‘Section relating to Scheduled Substances unless the. person.

i applymg for or holdmg the llcence is or has a Reglstered_,'_'_ e
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: -_"'Pharmacrst in control of the dlStl‘lbl.lthl‘l of the Scheduled i

) Substances ‘who is resident in Kenya.

® Every licence issued under this Section shall expire

'on the 31st day of December in the year of 1ssue subject to i

- renewal.

. (6) The Reglstrar shall keep a reglster ef all hcences
" -1ssued by the Authorlty under this Sectron

51. (1) A person carrying on a regular busrness in
_mining, agncultural or horticultural accessories shall ‘apply

_ to the Authority in writing on the prescribed form for a

licence to deal in Scheduled Substances and any such

- licence, if granted shall authorize the licencee to sell only
' the Scheduled Substances specified therein, to persons who

Licence to deal in ;

 Scheduled

Substanr:es for |

'mining,
-agncu!tural [ i
 horticultural
'_'P“TPOSES-_

require them for a trade or busmess of mmmg, agncultural i

i _-3_'-':or hortlculture

(2) A separate lrcence under this Secnon shall be

- 'required in respect of each set of premises in whrch the i

i business of the licensee is carried on.

@) If the Authority is satisfied that it is in the pubhc A
~ interest that a licence under this Section should be issuedor
- renewed it may, upon payment of the prescribed fee, issue

. to the applicant a licence in the prescribed form, or, as the '

| case may be, renew the hcence

(4) The Authonty may refuse to issue or renew, or

" 'may revoke, a licence for any good and sufficient reason

AR relatmg either to the applicant or to the licensee or to the
. premises in which the business is, or is proposed to be,

carried on, and in case of refusal or revocation an appeal

 shall lie to the Cabrnet Secretary, whose decrsron thereon

 shall be final,

(5) Every licence under this Sectton shall expire on the

: 31'st December in the year of issue, subject to renewal.

(6) 'I‘he Registrar shall ‘maintain a reglster of all

'llcences 1ssued by the Authonty under this Section.

s ) A person who sells Scheduled Substances for the

:purposes specified in sub-section (1) contrary to/ any of the
. 'provisions of this Sectlon commits an offence and is liable
~ upon conviction, to a fine not exceeding two hundred |

_ thousand, or to lmpnsonment for a term not exceedmg two. e

="_years, or to both



368 The Kenya Food and Drugs Authority Bill, 2019

52. (1) Subject to this Act, a person licenced under ggl‘l‘;fu‘]‘;;e“ &
under this Act to deal as a wholesaler dealer in Scheduled S

Substances may sell Scheduled Substances to—

(a) a person licenced under this Act as lawfully
~ carrying on the business of a wholesale dealer in
Scheduled Substances in Kenya;

(b) a person registered as lawfully carrying on the
business of a pharmacist in Kenya;

(c) a person licenced under this Act as lawfully
carrying on the business of a dealer in Scheduled
Substances for mining, agricultural or
horticultural purposes in Kenya;

(d) a qualified medical practitioner, dentist or
veterinary surgeon for purposes of medical,
dental or veterinary treatment respectively; :

(e) the Government or a county authority or its
institutions for public purposes;

(f) a hospital, dispensary or similar institution or a
person or institution concerned with scientific
education or research whether within or outside
Kenya, where such hospital, dispensary;,
institution or person has been approved in that
behalf by an order whether general or special, of
the Cabinet Secretary: but it shall be an offence
to sell Scheduled substances to any of the
persons or institutions specified in paragraphs (d)
and (f) unless a registered pharmacist is in direct
control of the Scheduled Substances at the
premises from which they are sold. i

(2) Subject to this 'Act, an authorised seller of

Scheduled Substances may sell the Scheduled Substances
to any of the persons, institutions and others referred to in
sub-section (1), and in addition may sell those Scheduled
Substances to a person who is—

(a) in possession of the prescription of a qualified
medical practitioner, dentist, or veterinary
surgeon, in accordance with the prescription; or

(b) in possession of a written certificate to the effect
- that he may properly be supplied with the

Scheduled Substances, the certificate having been

issued by a person authorized by the Authority in
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- that behalf, a list of which persons shall be
published by the Authority in the Gazette from

- time to time; or _
(c) a person known by the seller to be a person to

whom the Scheduled Substances may be properly
sold. : - '

(3) Subject to this Act, a person licenced under under
this Act to sell Scheduled Substances for mining,
agricultural and horticultural purposes may sell Scheduled
Substances in accordance with his licence.

(4) Nothing in this Section shall make it illegal for a
. person to sell or resell to a wholesale dealer licenced under
this Act, or to an authorized seller of Scheduled
Substances, stocks of Scheduled Substances which are
found to be surplus to requirements, or for a person whose
licence has been revoked or has expired to sell the
Scheduled Substances in his possession at the time of
revocation or expiry, if the sale takes place within three
months after the time of revocation or expiry or such lon ger
time as the Authority may allow.

i (3) A person who sells a Scheduled Substances except
in accordance with the provisions of this Section commits
an offence and is liable, upon conviction, to a fine not
exceeding one hundred million shillings or to imprisonment
for a term not exceeding ten years or to both.

- 53. (1) Where a Scheduled Substance is sold in the
presence of the person by whom it is to be used, the
Authority may require that the seller shall not deliver it
until— i

(@) he has made or caused to be made an entry into

.the book kept for the purpose, to be called a
Scheduled Substances Book, indicating in  the
form prescribed the date of the sale, the name and
address of the purchaser and of the person, if any,
by whom the certificate required under paragraph
(b) of Section 53 (2) was given, the name and
quantity of the Scheduled Substances sold, and
the purpose for which it is stated by the purchaser

 to be required; and i

(b) the purchaser has affixed his signature to the

entry.

Scheduled
Substances Book.



370

The Kenya Food and Drugs Aathon'ty Bill, 2019

(2) Where a Scheduled Substances is sold in the ) |
presence of an agent or servant of the person by whom it is

to be used, or where any such sale is effectcd by post the ‘i

following provisions apply —

(a)

(b)

(©)

(d

before the sale is completed the seller shall obtam A )
an order in writing signed by the purchaser

showing the purchaser’s name, address and

occupation, the name and quantity of the .

Scheduled Substances to be purchased and the

purpose for which it is required: provided that

where a person represents that he urgently
requires a Scheduled 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 shall '

within twenty four hours of the sale fumlsh the '+
seller with the written order;

before the sale is completed _the ~seller shall

satisfy himself that the signature on the order is

that of the person by whom it purports to be
signed, and that that person carries on the
occupation stated in 'the order, being an

~ occupation in which'the Scheduled Substances to

be purchased is properly required; bt
the reqmrcments of the sub-section (1) as to the"'

- making of entries in the Scheduled Substances;__. e

~ Book shall be complied with, except that in place

of the purchaser’s signature - in the Scheduled'--- ' o)
Substances Book it shall be sufficient to enter m‘ sl e

the space provided for mgnature the words

- signed order”, together with a reference whereby. il o
the partmular order may be readrly 1dem1ﬁed

all signed orders and prescribed records of__.' I
transactions to which this Section applies shallbe '
retained on the premises where the sales were

' made, for such period as shall be prescrlbed iy

(e)

if the Scheduled substance is sent by post 1t shall 5

- be sent by registered post or couner

@A person who fails to comply with thlS Secnon.; j o
commits an offence and is liable, upon conviction, to a fine




















































o recommended asa medjcme toprove— .

2 was made to be called asa witness.

.'f_j.f":-__-;;possessnon of a container as containing a article, and the | S
. container seems to have been packed by the manufacturer e

g i the label unt11 the contrary is prove'
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i comnuts an offence and upon convnctlon JS hable— i

(a) in the case of a ﬁrst convlctron, to a fine not*ff' i
_ exceeding two hundred thousand shillings'or toi 1011 i
an lmpnsonrnent term not exceedmg two years or Sl
to both; .

i o Y o the case of a subsequent convrctton, toa ﬁne AR

- of at least three hundred thousand shillings or o il i

imprisonment. to a term not exceedmg three yearf‘.,»f?: WEES et e

- 'ortoboth | - - e e

85 (1) It shall be a defence for a person charged w1th'-_‘j:‘-{.-.9°f°“°°‘ onE

sellmg or supplymg, in contravennon of Section 80, an_ 'fmfn?mmmg
~ article  consisting of @ or compnsmg a substance o

(a) that the person did not know and had 10 reason to. T b e
| believe, that the article consnsted of or cornpnsed- i I e B
Al such a substance, OF Ll o ALt

'(b) that, in relation to the matter in respect of whlch PR el
' the person is charged the person acted in the = =
'/ course of the person’s employment as.a.servant i
_or agent of another person on the instruction/of || 10
. the person’s employer or of some other specn‘ied. e RO
=-_.-person' ! S

2)In proceedmgs for contraventlon of Sect:lon 80 a}.- oL

Wk document purporting to be a certificate. srgned by a pl.lblle':"}_.--_"."E.' SRR e IR
. analyst or by an officer authorized in writing by the Cabinet . = =

i '__Secretary to perform such analysns and stating the result of
an analysis made by the person, shall be ..admlss1b1e_, i
. evidence of the matters stated therein, but a party to the
| proceedings may require the person by whom the analysrs G e

S 86, Where a person is charged w1th an offencc under:'_'_zf-.f g""""‘;:f;“n’:m i
i ithls Act by a reason of the person havmg sold or been in '“.,,.:ﬁfng ol

* of the contents and to be intact, the container shall be
presumed to contain amcles of the descriptio i

s Appeel i
| _Pmcwdmgson
. charge concerning

iR 87 An appeal under any Sectlo shall be in w
il .Iand shall be lodged wrth1n 30 days after the date of the '
e '_.appealed agamst i i
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PART XIII—ADMINISTRATION AND
ENFORCEMENT _ :

88. (1) The = Cabinet Secretary, on  the Poverto prohibit
recommendation of the Authority may, by order, prohibit Or  miie ot
control the manufacture, sale, advertisement or possession ' medical devices.
of any secret, patent, proprietary or homoeopathic
‘medicine, preparation or medical device. '

(2) A person who contravenes an order made by the
- Cabinet Secretary under subsection (1) commits an offence.
_ 89. (1) The Authority may authorise a person, in A“‘hlﬂﬁsgdm or
writing, to supply a specified quantity of a particular health Zﬁgg{gfmd
product or technology, which is subject ‘to registration = medicine or
under this Act, but is not registered, during a specified Medical deviee.
~ period and to a specified person or institution. Al
(2) A health product or technology supplied under the :
authority granted in terms of this section may be used for
such purposes, in such manner and during such period, as
the Authority may determine in writing.

(3) Subsequently, if effect is not given to a
determination made in terms of this section, or if the
Authority is of the opinion that the risks of supplying a
specified quantity of a particular medicine or medical
device product in terms of this section, outweigh ' the
. potential benefits, the Authority may at any time, in
| writing, withdraw any such authority granted. s

- 90. (1) A drug, article or document seized under the Retention and

| B i Al IR T e s } TRk disposal of goods
provisions of this Act may be retained for a period not gpeq oo
 exceeding one month or if within that period proceedings '
are commenced for an offence under this Act in respect of
that drug, article or document, until the final determination
of those proceedings, A S R
. (2) Where a magistrate is satisfied that any such drug
 orarticle is of a perishable nature or that by reason of the el
fact that the market for the drug or article is seasonal, or for =~
any other reason, delay in disposing the drug or article
- would unduly prejudice the owner, the magistrate may
authorize the sale or other disposal of the drug or article.
 (3) where proceedings are taken for an offence under
this Act or any rules there under the court by or before " .

~ which the alleged offender is tried may make such order as —
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to the forfeiture or other disposal of any drug or article in

respect of which such offence was comm1tted as the court
 shall see fit . :

(4) In this Section references to a drug or article shall'

be construed as including the proceeds of a sale effected in

accordance w1th the provisions of subsectlon (2)
91. The Authonty may —

(a) by notice in ‘writing, require a person who
manufactures, supplies, administers or prescnbes
a health product or technology, or on whose
~direction a health product or technology is
manufactured, supplied or administered,
furnish the Authority, within a period specxﬁed in

© that nohce, wlth information, which is in that

person’s possession or which that person is in a

‘position to obtain with respect to that health_

product or technology.

(b) if requested by a person to’ whom a notice under
this section is addressed, extend the period |

. specified in that notice.

92. (1) An authorlzed or licenced seller of any food i
- scheduled substance health p_ro_duct or technology shall, on
 the demand of a regulatory officer, produce for inspection
. his cemﬁcate of reg1$tratlon or his licence as the case may-

be.

(2) All books kept by any seller of scheduled_

Authority o be
supplied with
information.

Inspection of .
licencesand
books. |

substance a food, health product or technology, medical =

. practitioner, dentist or veterinary surgeon, or by a hospital,

4 dxspensary or similar institution, in accordance with the
provisions of ‘this Act or any rules there under, shall be
. open for mspecnon by a regulatory offlcer at all reasonable
times. -

93 A person who obstructs or hmders a regulatory“

this Act comrmts an offence.

04, (1) An act whlch if done by an 1nd1v1dual would
be an offence under this Act or by any rules: thereunder

shall, if done by a body corporate, be an offence by every

director, secretary and manager unless it is proved that the -

) offence was | comnutted wrthout mdmdual’s consent or

Obstruction of
f ! | Regulatory
officer in the lawful exercise of the powers conferred by.l_ '

Officers.

‘Vicarious criminal

responsibility; |
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! _,conmvance and that thc mdmdual cxerclscd aIl such;:, i

 diligence to prevent the commission of the offence as the

~ individual ought to have exerclsed havmg rcgard to thef__j'-"-'

el "'all the clrcumstances

_.;_':'.'.(2) If an oﬁence agamst ﬂns Act or any rules".-.'f'

e} :.-._.-naturc of the' 1nd1v1dual s functrons m that capamty and to_a.::;_ il

._thereunder has been commltted bya partner in a firm, every s
| person who at the time of the commission of the offence =

. 'was a partner in that firm, or was purporting to act in that

capaclty, shall be deemed to be guilty of that offence unless_'_- .- .
the person proves that the offence was done without the =

_person’s consent or connivance and that the person-f"_;._-;-:.-,- i
 exercised all such dlllgencc to prevent the commission of

. the offence as the person ought to have exercised havmg i

'_.--;_rcgard to the nature of the person’s funct]ons m that

-capacnty and to all the clrcumstances
95. (I)If—- - ! M
(a) a body corporatc has been convrctcd of an

Pcml sancttons j

| with regard to’ |

bodycorporates

_ offence under this . Act or any othcr rulcs

Al _thereunder, or 0l

| (b) amember of the Authorlty or an ofﬁcer ofa body- e
. corporate, or a person cmployed by a body =
. corporate in carrying on a business has been .
. convicted of any such criminal offence, or been |
- guilty of misconduct ‘which in the opinion of the =

. Authority renders the person, or would if the
. person were a regrstered Pharmacrst render the

" person, unfit to be on the register, then, whether

] . direct—

ealth Pl‘Oduct tcchnology, 0]"-3'5.

\ithe body corporate Was or was not an Authonzed_ A e
. Seller of scheduled substance’ health productior’ ..l
 technology at the time when the offence or the

. misconduct was committed, the Authonty may
o '--:mqunre into the case and may, subject to thls Act-g-'-- S

(1) that th ;-body corporate shall in a'casef e
'l 'where it is an| Authonzcd Seller iiof i1l

i _'_;-'scheduled substance._:--fhealth product e e
._._;technology, cease to be a seller and, S anyi G
" case, be dlsquallﬁed for 'such’ periodasmay
be' spccrfied in the direction from' being an'
wthorized seller of scheduled t‘.llbstancc'ﬂ'j
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(n) that all or any other of the premrses of the- i
TR body corporate shall, in a case where: they .

L are registered in the register. of premises

..;fkept in 'pursuance under thrs Act, be

removed from that register and in. ‘any case o

‘be. drsqualtfied for such period as may be | e

i specified 'in the . dnectrons from bemg

reglstered therem

(2) A bOdy corporate. may IaPPeal to, the Cabmet;'-'

; _='Secnetary against a direction given under this Section.
96. (1) Where any regulations made under tlus Act or

i under the Public Health Act. pnohlblts or restricts the

Food mjunous to
heain I

- addition of any preservative or other mgredlent or materlal'_- T

| to any food, the addition of such preservative, ingredient or | |
' material, if made in contravention of the regulations, shall,

for the purposes of this Act be deemed to render the food._. T e

mjurlous to. health

(2) Where any regulatlons made under thrs Act or i

i under the Public Health Act prescribes the composition of = |

' any article of food intended for sale, or prohibit or restrict. o
the addition of any preservative or. other ingredient or

 material to any such article, the purchaser of such article i

" shall, unless the contrary is proved, be deemed for thej*-"_'_-' i
purposes of ‘this Section to 'have demanded an article = =

. complying with the provisions of the regulanons as regards =

“the presence or amount of any constituent, mgredrent or ;3 i

i matenal specified in the regulatlons LA
|97, A regulatory officer may, for the purposes of this

Act \inspect any animal intended for slaughter and may

seize and examine any meat which. the regulatory ofﬁcer_.

considers to be unfit for eonsumptron _
98. (1) A regulatory officer may, at any hour

o _. : _'}'reasonable for the proper performance of duty—

_Inspechon Of v
“animalsby | (0
Regulatory e

Officers.

Powers of ;
i Resulawry e
. ._-Oﬂ'cers finase
(a) enter any premises where the regulatory ofﬁcer i
/'\ v believes any article to ‘which this Act or A R R
-_regulauons made thereunder’ apply is prepared,

il preserved, . packaged ‘stored or conveyed, i

it _ examine any such article and take: samples, and )
. examine anythmg that the regulatory officer|

';'f i believes is used or capable of being used for suct
... preparation, preservatron
C_f,,:__conveymg, .

’ PﬂCkagmg or stormg or
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(b) stop or search or detain any aircraft, ship or

vehicle in which the regulatory officer believes . .
that any article subject to the provisions of this =
Act is being conveyed and to examine any such |

Act;

(c) open and examine any receptacle or package
- which the regulatory officer believes contains any
article to which this Act or any regulations made -
thereunder apply; . ' §

(d) examine any books, documents, or other records '
- found in any place mentioned in paragraph (a) of
~sub-Section (1) that the regulatory officer .
~ believes contain any information relevant to the
. enforcement of this Act with respect to any i
article to which this Act or any regulations made

- apply and make copies or take extracts: ity
(¢) seize and detain for such time as may be |
necessary any article by means of or in relation to
which he believes any provision of this Act or

‘any regulations made thereunder has been

| contravened.’ fidid] : i s
(2) A regulatory officer acting under this Section

. shall, produce his authority.

(3) Any owner, occupier or person in charge of any

article and take samples for the purposes of _thi_s R

premises entered by a regulatory officer pursuant to

paragraph (a) of subsection (1), or any person’ found
therein, who does not give to the regulatory office all

reasonable assistance the person’s power and furnish the

regulatory 'officer with such information as the regulatory.
officer may reasonably require, shall be guilty of an
offence. s iR e
(4 Any person who obstructs or impedes any
regulatory officer in the course of the regulatory officer’s
duties or by any gratuity, bribe, promise, or other
~ inducement prevents, or attempts to prevent the due
execution by the regulatory officer of the regulatory

. offic )
 thereunder commits of an offence.

Sy Any ‘person ‘who knowingly _.akes _any.'__false or
- misleading statement either verbally or in writing to any.
. regulatory officer commits an offence. it S

er’s duty under this Act or any regulations made =
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(6) A regulatory officer shall release any artiele seized
by the regulatory officer under this Act when the regulatory

officer is satisfied that all the provisions of this Act and any

regulations made thereunder with respect thereto have been

complied with. ! :
(7) Where a regulatory officer has seized a_n 'article

under this Act and the owner thereof or the person in whose

possession the article was at the time of seizure consents to

the destruction thereof, the article may be destroyed or

otherwise disposed of as the regulatory officer may direct..

(8) Where a person has been convicted of an offence
under this Act or any regulations made thereunder, the
court may order that any article by means of or in relation
to which the offence was committed or anythlng of a

'similar nature belonging to or in the possession of the
convicted person or found with such article, be forfeited,
and upon such order being made such articles and things

may be disposed of as the court may direct.

(9) Where any article has been seized under the
provisions of paragraph (e) of subsection (1) and the owner
thereof has been convicted of an offence under this Act, the =
article may be destroyed or otherwise disposed of as the_

regulatory officer may direct.

(10) Any article seized under tlus Act may at the '

optlon of a regulatory officer be kept or stored in the

premises where it was seized or may at the direction of a
regulatory officer be removed to any other proper place' e
and any person who removes, alters or interferes in any |
way with articles seized under this' Act without 'the =

- authority of a regulatory officer shall be gullty of [aniit i :

offence. .

(11) A regulatory officer may submit any se1zed
article or any sample therefrom to the Natlonal Quallty e
Control Laboratory for analysis or examination; and a

pubhc analyst shall as soon as practicable analyse or
examine any sample sent to to the public analyst in

pursuance of this Act and shall give the regulatory officera

certificate specifying the result of the = analysis or

examination, and such’ cemﬁcate shall be in such form as )

may be prescnbed by the Authonty

(12) In thls section, "premises’ mcludes a street open |
space, place of public resort, or bicycle or other .vehlcle e
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:utrllzed for the preparatron preservatron packagmg,_-- i

storage or conveyance of any article. i

(13) In performing any. of the functrons under thls -

(14) The procedure to be followed by regulatory

-Act the regulatory officer, as the situation may requrre £
iy ---_may be accornpamed and assrsted by a Police Officer: it

"'officer /in  obtaining, transmitting. for analysis or "

.exammatron or otherwise dealing with any. sample shall be i

! prescnbed by this Act or any, other law |

199, The Director of Medical Servxces, or ,in relanon_'
' toany matter appearing to affect the _general 1nterests of the
‘i consumer, the Director of Vetennary Services | , in relation
'/ to any matter appeanng to affect the general interests of

. animal husbandry in Kenya, and the Director of Agriculture

. in relation to any matter appearing to affect the general
. interests of agrrculture in Kenya, and any other person;'_

'Powerof R

Directors of
Medical Serwces
Veterinary i

\Services and ' .

Agriculture to e

‘have articles'

analysed e

" authorized in writing by the Cabinet Secretary so to do,
' may direct a pubhc officer to procure for analysis samples i

of any food, health product or technology, and thereupon

:  that officer shall have all the powers of a regulatory officer

Tl . under this Act and this Act shall apply as rf the ofﬁcer were L

: ;3: i@ regulatory officer.

100 (I) It shall be the duty of every county authonty

: ; to exercise such powers with which it is vested as may be,
o inits specral circumstances, reasonably pracncable SO'as t0:7 il o
«  provide proper. safeguards for the sale of food, scheduled R S

Duty of eounty
authomy

substance and health product and technologles in a pure
-and genuine condition, and in partlcular to du'ect 1ts ofﬁcers_j dR

to procure samples for analysis.

SR 101.(1) The Cabinet Secretary may drrect any person""
i 'who at the date of the direction or at any subsequent time:
. carries on a business which includes the | ‘production, _
. importation or use of substances or artlcles of any classto
" which this Act apphes to furnish to the cabinet secretary, = |
- within such time as may be specified in such direction,
. 'such parttculars as may be so specified of the composrtron'
. and use of any such substance or article sold or for salein
" the course of that busmess or, used in the preparatlon of any'-_--
'.r_'_artrcle bl Ty G
@ thhout pre_]udrce to the generallty of subsectlon'i T
o ( 1), a direction made thereunder may require the followmgff.'f_' e
'partlculars tobefurmshed in respect of any-substance—__; AR A

! Power of Cabinet |
‘obtain particulars |
‘substances. h
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i pamculars of the composmon and chemtcal formula._'_ iy )
oof a substance; ? mle e
i (a) partlculars of the manner in whrch a substance g
. usedor proposed to be used in the preparatton of-.'_.- i
food; i

i () partlculars of any mvestlgattons camed out by or s e
Tlitoithe: knowledge of the person carrying on the =
~ business in  question, for the purpose of .
'__.'.'determlmng whether and to what extent the A
. substance, or any product ‘formed :when!'the (' bro e
e _substance is used as aforesaid, is m]unous to or...i'.i-'" Sl TREl
~ inany other way affects health - i

e iinee) '_partlculars of any mvestlgattons or mqumes--.--'-. j
~ carried out by or to the knowledge of the person
carrying on ‘the business in question for the
purpose of determmmg the cumulative effecton
i the health of a person consummg the substance IR e

i ordmary quantmes ' : el

(3) No parttculars furmshed in accordance wrth a_-"
du'ectron under this section, and no information relating to
Cany individual business obtained by means of such
! parttculars shall, ‘without the previous consent in writing of
. the person carrying on the busmess m quesnon, be!  hinl
~ disclosed except— ey Sl

(a) in accordance with regulauons made by tho e
- Authority, so far as may be necessary for the |
. purposes. of this Act; and ' ' :

- (b) for the purposes of any proceedmgs for an _'
o offence. against the order or any report of those = |

. proceedings, and any person who discloses any
 such particulars or information in contraventaon*-._- Hh
~of thrs subsection shall be gullty of anoffence.

102. = On the convrctron of any person for any_ m;lﬁﬁz‘;

' _offence under thts Act or ‘any regu]attons ‘made under the cancelled..
. Act, the court may, in addition to or in. lieu of any other .
. penalty. which it may. lawfully impose, cancel any licence ;

issued under this Act, or . l-'eglllat.lons made under the S B

_ 103 (1) A Regulatory Ofﬁcer may takeif )
___-'proceedmgs for an offence under this Act or the! regulatlons
before any magrstrate havmg ]unsdrctron in the place where_’-‘.:'l
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any amcle soId was actually dehverecl to the purchaser or
Wi where the sample was taken. J

(2) In any proceedmgs under this Act the contents of

bt a,ny container Aappearing to be intact and in the original state
Wi of? packmg by the manufacturer thereof shall be deemed,
¢ unless the contrary is proved, to ' be an artlcle of the
i _'descnptlon spec1fied on the label. :

i 1 O (1) A persen who is gmlty of an offence
under thJS Act for Wthh no spec:lal pena]ty is prov1ded_

shall be liable — ;
(a) m the case of a first offence, to a fine not

exceedmg five hundred thousand shillings or to

- imprisonment for a term not exceeding one year,
! or to both such fine and imprisonment; :

(b) in the. «case of a subsequent offence, to a fine not

-. exceedmg seven hundred thousand shillings or to

- imprisonment for a term not exceeding five years,
or to both such fine and imprisonment.

(2) In any prosecution under this Act the summons

shall state the particulars of the offence or offences alleged

and also the name of the prosecutor and shall not be made
- returnable in less than fourteen days from the date on which
. itis served.

105. In any procee‘dings'uhder this Act—

(a) a certificate of analysis purportmg to be signed

by a National Quahty Control Laboratory shall be

: accepted as pnma facie ev1dence of the facts
stated:

(b) despite (a) hove.

(i) the party against whom it is produced may
require the attendance of the public analyst
for the purposes of cross-examination; and

(i) no such certificate of a public analyst shall

‘be received in evidence unless the party

mtendmg to produce it has, before the trial

given to the party against whom it is
_intended to be produced, reasonable notice _
of such intention together thh a COpy of the

i certlﬁcate

Penalties,

Certificates of
analysis and
presumptions.
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i iao7,

(c) evidence that a package containing any article to
 which this Act or any regulations made
thereunder apply bore a name, address or
 registered mark of the person by whom it was

manufactured or packed shall be prima facie

evidence that such article was manufactured or
_packed, as the case may be, by that person;

(d) any substance commonly used for human
consumption shall, if sold or offered, exposed or

~ kept for sale, be presumed, until the contrary is
proved, to have been sold or, as the case may be,

to have been or to be intended for sale for human

consumption;

(¢) any substance commonly used for human |

~ consumption which is found on premises used for

 the preparation, storage, or sale of that substance
and any substance commonly used in the

manufacture of products for human consumption

‘which is found on premises used for the i
preparation, storage or sale of those products,
shall be presumed, until the contrary is proved, to

be intended for sale, or for mauufactunng
products for sale, for human consumption; or

: (f)any substance capable of being used in the

~ composition or preparation of any substance
- commonly used for human consumption which is
' found on premises on which that substance is

prepaxcd shall, until the contrary is proved be
. presumed to be intended for such use. :

' PART XIV—FINANCIAL PROVISIONS
~ 106. The funds of the Authority shall consist of —

. (a) Appropriations and budgetary allocatlons from |

the Consolidated Funds;

(b) such monies or assets as may accrue to the |
" Authority in the course of the exercise of its

Funds for the |

Authority

powers or the performance of its functlons under .

this, Act

L (c) gifts, grants or donatlons as may ‘be glven to the__ -

j Authonty

_(d) monies that may be borrowed by the Board for st



(e) monles from any other source : A S
107, The financial year of the Authonty shall be the--"- Fm“'fw i

?--"_-f-meachyear S S e
108, (1) At Aﬂﬁstmm

cause to ‘be prepared-_ estlmates of the revenue and-
iy _:expendrture of the Authorrty of that year

2) The armual estl_mates shall make provrsrons for alkis: g i
timated expenditure of the. Authority for the financnal- :
: year__concemed and in 'parucular, shall pmvrde for—l_-:'- i

d e salaries, allowances and other__ S
charges m respect of the staff of the Authonty, L

L (b) the paymem of pensmns, gratultles and other'- lil A
| charges in respect of benefits. whrch are payable out of the_:._ RS
ayet :funds of the Authonty'-”-'-- : R

i (C) the acquisition and | mamtenance of the:bmldmgs.f '
A and grounds of the Authonty, ' : _

i (d) the fundmg of n-armng,research and development". el

W _c;.;.-prcper mamtenance ‘rep au'and replacem_ nt
diti ol any 1nstallal1on and of the 'ulpment and othe mo ab

(f) the creatlon of such funds to mee__ future or
contmgent liabilities i '._,,cht of beneﬁts ANSUTANCE O - /ol i
_replacement of bulldmgs or installation or equnpment and m“'"“ sk
i respect of such other matters as the Authonty may thmk ﬁt sl

il ' (3) The annual estlmates shall be approved by the e
st Authonty before the ‘commencement. of the financial year =~ WS
. to which they relate, and shall be submitted to the Cabinet = |
-_:_-__-_--_Secretary for approval and after the Cabinet Secretary has
. given approva] the Authonty shall not increase any sum
f_j‘;-ﬁ"pmvrded in the estrmates w;thout wntten consent of the' A

e or the purposes N Al
e wrth the Aannua

of the Authonty 'except m aceord"'
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; 'estm'lates appmved under subsectlon (3) or in pursuance of' i

an authorization of the Authorlty gwen wnth the pnor L

.approval of the Cabmet Secretary ORI LS
Lo 109, (1) The Authonty shall cause to be kept all ::‘;?:1"?? a"f'_
.';__'proper ‘books and records of account of the mcome,:_ e
'expendlture assets and habllltles of the Authon il

L @y ‘The Cabinet Secretary for the time bemg-:_' 1
e responsnble for finance may prescribe ! the form of any book

. required to be kept under subsection (1) and unless a form
(i has been prescnbed a form smtable for the purpose shall_ i

i _- (3) Wlthm a penod of three month ter -theferld-of' b

R each financial year, the Authority! shall sub it to the Keny
i _'Nattonal Audit Office’ the accounts of the Auth 'ty m !
'_respect of that year together w1th—-—" b '

(a) a statement of the income and.'expendlture of th
Authorlty durmg the fmam:lal year, and

(b) a statement of the assets and llabtlmes of the
Authonty on the last day of that f'mancnal year

e (4) The accounts of the Authorlty shall be aud' ':d and ;' :
e '-reported upon by the I(enya Natlonal Al.ldlt Ofﬁce

110 if 1) The Authonty may mvest any of 1ts funds in | investments
securmes in which for. the time bemg trustees_-_'_".._
may by law invest trust funds or in any other !
 securities which the Treasury may, from ttme to” ity
| time approve SRS

(2) The Authonty may place on depos' _w1th such'-" i
‘bank or banks or ﬁnanclal institutions as it may =
. determine, any moneys not unmednately requu'ed_’
o jof the purposes of the_Authon _ o S
ik 111 (1) The Authonty shall cause an annual repo to A““"ﬂhpﬂm S
Ul ._,_{-;be prepared for each financial year (il L
gy (2) The Authonty shall subrmt the annual report to the;
Cabmet Secretary wnthm e months. after the end of the
:year to _whlch it relate

(3) The_-' nnj al report shall contam, in respect of the =
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(b) a descrtptlon of the actlvmes of the Authonty,
(c) such other statistical information as the Authority

considers appropriate relatmg to the work of the e

j Authonty,

" (d) any other mformatlon relatmg to the functrons' :

that the Authority considers necessary.

(4) The Cabinet Secretary shall, within thirty days,
after receiving the annual report, transmlt it to the NaUOnal-

Assembly. _
- 112. The Authority may, at any time, submrt a speclal

~ report to the National Assembly with respect to any aspect

Special Reports.

of the functions of the Authority which the Authority

~ considers should, in the national interest, be brought to the

attention of the National Assembly because it affects a

wide cross-section of the populace and there could be
disastrous consequences if a report thereon is not brought
to the attention of the Nat.tonal Assembly. '

PART XV—-MISCELLANEOUS PROVISION S

113. « /(1) The Authonty shall make regulatrons for
~ the better carrymg out of the prcwsmns of this Act. '

(2)Without prejudice to the' generality of sub—sectlon :

(1), the authority may make regulatlons—

(a) setting out the procedure and criteria | for
~determining  and declanng that any food is
adulterated; ik .

(b) with respect to—

(i) the labellmg ancl packmg and the offenng,
exposing and advertising for sale of food,
. drugs, health products and technologies;

-(u) the size, dlmensmns and other specifications

R_e_gulations_.

- of packages of food, ‘health: products and i

technologres

(iii) the sale or the COndlthDS of sale of any food .

drug, health products and technologies; and

(iv) the use of any substance as an ingredient in

any food, health products and teclmologxes '
- (¢) to prevent the co_nslum_er:o__r purchg.ser from b_erng
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(@
(e)
®

(g)

()

()

@)

(k)
@M

(m)

deceived or misled as to its quality, quan_tity;

character, value, composition, effect, merit or
safety of any food, health product and technology
or to prevent injury to the health of the consumer
or purchaser -

prescribing t the type and level of food addmves,

the treatment, processing and manufacture and"
distribution of food,;

prescnbmg standards of cornpos1t10n strength
potency, purity, quality or other property of any

food, health products and technologies;

respecting the importation or eXportati'ou of food, .
health product and technologies in order to
ensure compliance with this Act or any other law;

respecting the method of preparatlon preserving, .
‘packing, storing, conveying, distribution and .
testing of any food health products or,

technologies;

respectmg the carriage of goods subject to t‘ne |
provisions of this Act, mcludlng the llcensmg ofi i

vehicles used i in such carriage;

requiring persons who sell food health products

and technologies to maintain such books and

records as the authority considers necessary for

the proper enforcement and administration of thrs |

Act and any other law;

'requmng manufacturers of a!ny: drugs' OF (1

scheduled

substances to submit test portions of any batch of

such drugs or scheduled substances;

providing ' for the analysis of food, health'
products and technologies for the purposes of thts'

- Act or for any other purpose

(n)
(0)

prescribing a tariff of fees to be paid for such

analysis and for prescribing methods of analysis;
providing for the taking of samples of any' article

for the purposes of this Act or for any other _'

purpose; |

© 401
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-(k) excmptmg any foocl health from a]l or any of thc' {3
' provisions of this Act and prescnbmg the i
__condmons of such exemptton, h e i

" regulated by this Act from the ports ;.

) for the method ‘of clearance of the artlcles L

prescnbmg forms and parttculars to be provnded'_' 0

- in forms;

.'T"-"'_:-::('t)-.;:“govemmg“donauOn and dlsposal of drugs,
. medical ' devices, tl1erapeut10 cosmettcs (O .

Al scheduled substances; and |
-(g)_-___'-._govermng genertc substltutlon,

| the persons licenced under this Act or by any?
: i _...'fclass of those persons, R i
| (u) exempting from any of the provnsnons of th1s Act

L G relating to the sale of any arncle _ Al
(V) prohtbttmg, regulatmg or reétnctmg thej"

| manufacture, sale or adverttsmg of health ;

! products or technologles i i

(t) Pl'Othttmg. regulatmg or restnctmg the sale of-’: i i
. 'specified health product or technology by any of | = =

o (w) the safe custody and storage of health products or.___' _'

technologles S

”.."prescrlblng the procedure for the declaratton ofi_'::i'. e

- and Committees of the Authority;
y) | 5govermng the electromc sale of medtcmes

i . of medical dev1ces, i S _
"j"(aa) governing administration of clinical tnals of
‘drugs and any other health product and s
technology, it '

: (bb) governing  the. compllmg, | processing,
. keeping, and submission of the information

| commercial interest by members. of the. Boardf' it

_ providing for the categonzatlon and classnﬁcatton el

.~ on donation, collection, testmg, processing, i

 distribution, transfusion and other wuse, .

e may be supphed

“exportation, Jmportatlon and destruction of ::_'- i
" blood and blood products; the containers in. | i
-'-I_whlch scheduled sub_stance health products_._- Bl






404'"

The Kenya Food and Dr ugr Aurhorrry Bill, 201 9 it

(2) The authonty shall adhere to the prmcrple of il
pubhc pa1 [ICIpatl()ll in makmg regulatrons ;

b b I ) Upon the date of coming into operatron of
this Act the former Board shall be drssolved and—

(a)

o

©

Transition and
‘savings, '

all assets and habllrtres of the former Boards

shall be transferred to and vest in the Authority
without further assurance and the Authority shall

such lrabrlmes

every agreement whether n wntmg or not and
every deed, bond or other instrument to which the

~have all powers necessary to take possession of,
recover and deal with such assets and, drscharge

former Boards was a party or which affected the i
former Boards, and whether or not of such a.

nature that the rights, liabilities and obligations
thereunder could be ass1gned shall have effect as )
- if the Authority were a party thereto or affected

thereby instead of the former Boards and as if for
every reference (however worded and whether

any proceedmgs pendmg unmedrately before

. such date of coming into operation to which the
" former Boards was a party shall be continued as

if the Authonty was a party thereto in heu of the
former Boards Y !

-all offrcers of the former Boards shall become the

{ ofﬁcers of the ‘Authority and, subject to the

. provisions of any rules made under this Act, shall
‘continue in office for the period for whrch they

‘express or implied) therein to the former Boards il
' there were subsututed in respect of anythmg to be

‘done on'or after such date of coming mto

.operanon a reference to the Authorlty i

| were appomted or e]ected as ofﬁcers of the: |

(2)

] former B oards

In thrs seetron “the former Boards” means the

i Pharmacy and Poisons Board and the Board of the National '

Quality Control Laboratory established under the Phamlacy'.\

- and Poisons Act, and, the Public Health (Standards) Board S
i estabhshed under the Food and Dru gs Act : ol
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| . SECONDSCHEDULE (5.9
: OATH/AFFIRMATION OF THE OFFICE OF CHAIRPERSON/A

i MEMBER/DIRECTOR i
| I, : AR RS P S E P PR e e hiaraaa e Wil Wialnlls-ate aral e 678) it ' 014 uca 4y o it
having been appointed (t_hé'chairper’sonfm‘ember!director of) the Keny
Food and Drugs Authority under the Kenya Food and Drugs
'Administration Act, 2012, do solemnly (swear/declare and affirm) that I
~ will at all times obey, act and uphold the Constitution 'of Kenya and all
other written laws of the Republic, that I faithfully and fully, and
impartially and to the best of my ability, will discharge the trust and
- affirm the functions and exercise the powers devolving upon me by
virtue of this appointment without favour, bias, affection, ill-will or
prejudice. (SOHELP MEGOD). '

i De_plafe& by'_’_thé said '

............... L

..........................................................................

SR e als wiewiadcr Winw(e Kibiaihainieaininldidin e ieie iiuinn e le R nnle nate o e e

A O THIRDSCHEDULE (8} 1/ .
~ PROVISIONS RELATING TO MEMBERS OF THE BOARD
) This paragraph provides for the appointment of a
- member of the Board nominated by a body under Section
. 8@ ()and (k) of this Act. ha L
. (a) The nominating body shall submit the names of the
L s i . nominees to the Cabinet Secretary. i
. (b)being satisfied that the -'nomjna_t.ihg' 'bodies have
i, complied with the conditions under the Act, the Cabinet
' Secretary shall by notice in the gazette appoint the said

‘members.

"'I;hi.si.zi)a;ég'raph provides_ for the appointr_n'ent of a member .
- of the Board under section 10(2)(a) of this Act— '
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-(a) L Al selecuon panel shall subxmt the names of the
. nominees to the Cabinet Secretary : -

 (b) bemg satisfied that the selection panel has comphed

with the condltlons under the Act, shall submit the

. names of the nominees to the Natronal Assembly for
approval Bl

(¢) "The National Assembly shall w1thm fourteen days
. after it first meets after recetvmg the names of the
nommees— - i ] '

(1) consrder the nommees and elther approve them'-
~orreject all or any one of them; and -

. (i) notify the Cabinet Secretary as to its approval or
Ie Jectlon under subparagraph (a) !

iy edy If the Nattona] Assembly approves a nommee the ' U
e Cabinet ! Secretary shall, within fourteen .days after

- receiving the notification of the Natlonal Assembly,

- forward the' name of the nominees to the President
and the President shall, within fourteen days after
" receiving the name, appomt the nominee as a.
- member of the Board. '

(e) If the National Assembly re_;ects any of the nommees
. submitted by the nominating body, the Cabinet
. Secretary shall, within fourteen days after receiving

~ the notification of 'the National Assembly, request
the nominating body to submit a new nominee to the
Cabinet Secretary and subparagraph (3), (4) and (5)
‘and’ this subparagraph apply  with necessary
~ modifications with respect to that new nominee.

(f) In nommatmg and approvmg persons to be members of
the Board, the selection panel and the Natlonal it
-Assembly shall have regard (SR -

¢ .(1) ‘the honesty and integrity of the person and the _' -I
. person’s knowledge and experience; and

(11) the 1rnportance of representing Kenya s
. gender, reglonal ancl other d1vers1tres on the‘ .
Board e g

r_(m) Absence of any commer01al mterest in the': i
1! pharmaceuttcal vetennary food or healthcare' g
mdustry il ; .
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=appomtment us Dtrector General of the Authonty as well as the functlon =
of the Director Generai :

Clause 8 of the Bill estabhshes the management of the Authonty gt
stipulates who shall sit on the Board of the Authority. It further states who
: shall qualify to be on the Board of the management .

Clause 9 of the Bill provides for the oath of ofﬁce = =

Clause 10 of the Bill states when the office of the chatrperson or member'
of the Board shall become vacant :

Clause 11 of the B111 states the procedure for removmg a member of the
-Boa:d and such apphcauon shall be copied to the Chalrpersorl :

'_:Clause 12-14 of the Bill provxde for the functions and the powers and.
~ affairs of the Authonty -

“Clause 21 of the Bill prowdes for the estabhshment and funct:lons of

scientific advisory committees. These committees shall be established as

- necessary for the performance of the cabmet secretary s functlons and
~powers under this Bill.

_Clause 22 of the Bill sttpulates that the Authonty shall regulate and
: __momtor the manufacture processmg, dlsmbutlon sale and 1mportatlon of i
food in Kenya. =

g Clause 23 of the Bill prov1des for the various types of foods that shall not
_ be sold in Kenya. These include foods that; contain poisonous or harmful

substances, unfit for human consumptton, contams rotten or dtseased
substances or is adulterated. -

~ Clause 24 of the Bill prov1des that a person who has reason to belleve that
~ any food that is not in compliance with the provmons of tlus Act has a
duty to notify the Authonty :

- Clause 25-26 of the Bill prov1de that any person who advemses, labcls or
sells any food or labels, packages any food in contraventton wzth this Act
commits an offence. :

~ Clause 27 of the Bill declares the act of selhng any food that is below the
= -nature substance or quality demanded connmts an offence -

Clause 28 of the Bill pmv1des for the foods that shall not be 1mported into
Kenya including unsafe food and food that has been treated with or that
~ contains a prohtblted substance : :

_Clause 31 of the Bill provndes for when and how a reg‘u]atory ofﬁcer may
examine food intended for human consumption which has been sold or is
_ exposed for sale. This Clause further provides for the actions that shall be
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~ taken by the regulatory officer in the event that the food is unfit for human
comsumption. -~ = -~~~ -~ ¢ e
Clause 32-33 of the Bill concern Therapeutic foods. These Clauses
classify therapeutic food as well as establish a Therapeutic Food Register.
Clause 34 of the Bill provides the prohibition of a number of medicines.
This Clause further declares the offence and punishment for any person
who sells any medicine that is prohibited under this Act or any other
~written Law. It also provides for an exception to this rule in the case of
medicine compounded by a pharmacist or _pharmaceut_ical.technplog’is(_._ e

~ Clause 36 of the Bill provides for various offences that can be committed
_ in respect to the standard of medicines including their content, packaging
and advertising. . oS s gt S ke n e
~ Clause 37-38 of 'flfle Bill ensure tha_t_'tfh_e- sale and prep'éi_fafid'n of medicines _
~ is up to standard by declaring it an offence to sell medicine that is not of
- the correct standard or preparing medicine in a manner that does not meet
- ﬁptescribedrstant_;!grd_s__; e - g = =
Clause 39 of the Bill detail the factors that the Authority shall take into

- consideration before granting a product licence. - =
- 'Clause_'_él()_"df.thc'B‘ill.es_tabl'is_he_s;a_ M_edicines__'Regj_Stér.:'; SSETe s
 Clause 41-45 of the Bill provides for the process of registration of
- medicines and medical devices, these clauses also detail the process of
amendment, transfer and cancellation of registration. =~ - - -
- Clause 46 of the Bill provides for measures that the Cabinet Secretary
~ shall be able to pursue in order to ensure supply of more affordable
Clause 47 of the Bill provides for when and how a pharmacist can
dispense interchangeable ‘multi-source  medicine instead of what was
_prescribed E_iy.a-me_djc’al doctor or dental practitioner. \ S
~ Clause 48 of the Bill regulates the sale;.mahufécturc,_'-c}cpoﬁati()n and
'i__mportatior_l_of'herbalmedicines_.'._ =
Clauses 59-60 of the Bill provide for the formalities relating to licences
for the manufacture of medicinal substances. e

~ Clause 61 of the BiI_l' provides for the types. of therapeutic cosmetics
- Wwhose sale is prohibited and makes the sale of any such therapeutic
~_ cosmetics an offence. o e
Clause 62 of the Bill prohibits the sale of therapeutic cosmetics in such a
manner as to make it likely for a therapeutic cosmetic that is not up to set



7 "Tke{ Kenya Food am‘.’ Drugs Authof‘ity Bill, 201 9 ": = '4_21

: standards to be confused for. another therapeut.lc cosmetlc that is up to the._ =
~ standards and makes it an offence todoso. = :

Clause 63 prohibits the sale of therapeunc COSITICthS under msamtary:' :
conditions and nmakes it an offence to do so. .

= 'Clause 64 prov1des for the treatment of any therapeutlc cosmetic mhch
_e1ther contains a Scheduled Substance or clalms to have a therapeutlc =
effcctasamedxcme o e =7 : -

i Clause 65 of the B111 prov1des for the creatlon of a therapeutlc cosmencs_ .
register. - - : = : =

Clause 66 of the Bill provxdes for the proh1b1t10n of mgredlents contamed -

in therapeutic cosmetics by the Authority and makes the sale of any -

_-cosmetlcs comammg these proh1b1ted mgred1ents an offence

Clause 67 of the Bill prov1des for the creation of a Tegister contammg all
duly registered medical devices and which shall include all the particulars
- of the devices and the holders of the dev1ces that thlS Bill or any other law

requires to be contained i init. 5 . = =

Clause 68 of the Bill provxdes for the types of medlcal dev1ces whose sale__.
is prohlblted and makes the sale of any such medjcal devices an offence.

' :Clause 69 of the Bill proh1b1ts the sale of any medical device in a manner

~ thatis deceptlve regarding any of the attnbutes of the medlcal dev1ce and
- makes 1t an offence to do so. a :

Clause 70 of the Bill prov1des for the issuance of standards by the.'

= Authonty to ensure that the exposure of patients to radiation is minimised - =

and pI‘OhlbltS the sale of any medical device that does not conform to these
_ standards in such a manner that it is hkely to be confused for a med1cal'
_devu:e that does conform to the standards e -

: C]ause 71

of the Bill prov1des for certam offences reIatmg to the sale of medlcal'
~ devices, including: : i

(a) Sale of any medlcal device under 1nsan1tary COIIdlthIlS

(b) Sale of any medlcal dev1ce that has a measurmg functlon that =
' does not provide accurate measurements. : =

(c) SaIe of unapproved medical devices

~ Clause 72 of the Bill provides for the hcensmg of persons that deal in
~ blood and blood products settmg out the manner in which a licence may be
: obtamed reglstered and revoked
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~ Clause 73 of the Bill provides for the collection of blood in exchange for

= payment and establishes a register for blood and blood products containing

- components.

 healthcare establishments that deal with blood and blood products and
_serious incidents associated with the collection and use of blood and blood

~ Clause 74 of the Bill provides for the manner in which the Authority shall
‘handle serious and adverse - incidents relating to blood and blood

Soomponents = St s e il e
Clauses 75-77 of the Bill provide for the manner in which the Authority

shall regulate the manufacture of tobacco. e L

~ Clauses 78-79 of the Bill provide for the establishment of the National -

Quality Control Laboratory whose functions include: - e

: (a) Examination and testing of drugs to ensure quality control
drugs and medicinal-:sub_s_tanc;ﬁs- : e

(b) Performing 'phanna_cémipal cValqjatibn

(c) Conducting research and trammg and testing the qualfity' of
locally manufactured and imported medicines, medical devices

or therapeutic foods on behalf of the Authority with a view to

_ determining whether they comply with set standards. _
- Clauses 8087 of the Bill provide for the manner in which the Authority
shall regulate the advertisement and labelling of health products and
~ technologies. =~ S o : e
Clause 88 of the Bill provides the Cabinet Secretary with the authority to
prohibit or control certain medicines and makes the contravention of any
~ order of prohibition made by the Cabinet Secretary in -exercise of this
~authority an offence. = = e
Clause 89 of the Bill provides for the situations under which the Authority
may permit persons to supply health products or technologies that are not

~ registered.

Clause 90 of the Bill provides for the retention and disp'q'sal of any.cimgs
= _s_gized under this Bill. i T : :
- Clause 91 of the Bill provides for the situations under which the Al_ithority '
- may compel a person handling health products to provide the Authority
with information regarding the health products. e

Clauses 92-95 of the Bill provide for the inspection of licences and
certificates of registration by regulatory officers and makes the obstruction

of regulatory officers from exercising their powers an offence.
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: '.:Clause 96 of the Bﬂl prov1des for the crnmnal respon51b1hty of dn‘ectors,
_ secretaries and managers where an act that is an offence under this Act is
'commltted by a body corporate and apphes the same to partners.

= Clause 97 of the Bill provndes for the 1nspectlon of animals and seizure of
“meat meant for human consumption that is deemed to be unfit for -~

S consumptxon by regulatory officers.

~ Clause 98 of the Bill provides for the powers of regulatory officers and
prescnbes the manner in which they shall carry out their duties. ==

= 'Clause 99 of the Bill provrdes for the powers of the Director of Medlcal =
~ Services, Director of Veterinary Services or the Director of Agriculture to
~order a pubhc ofﬁcer to have artlcles of food or health products analysed.

':Clause 101 of the Bill provrdes for the power of the Cablnet Secretary to = "__

= obtain the pamculars of any substance. : |
Clause 102 of the Bill provides for the power of the court to order the = -

= cancellatlon of a licence issued under the Act.

_. : Clause 103 of the Bill provxdes for the prosecutlon of any person for an
'offence under this Act . . _

~ Clause 104 of the Bill provldes for the penaltles to whlch a person shall be T

~hable for offences comnutted under this Act.

~ Clauses 106-1120f the B111 contams ﬁnancral prOVlSlOl'lS relatmg to the: s
3 Authonty mcludmg 2 : _ =

(a) The funds of the Authorlty :
_(b) The ﬁnancral year of the Authonty
.. : :-(c) The preparation of the annual esttrnates of the Authonty
(@ The keeping of accounts and auditing of the Authonty —
(e) The manner in which the Authonty may invest 1ts funds
- ® The preparatton of annual reports by the Authority
~(g) The subnussnon of special reports to the National Assembly

_ Clauses 112-115 of the Bill contain- mlsce]laneous prowsmns relatmg to
the functioning of the Authonty including: : . :

(a) Makmg of regulattons for the effecttve enforcement of the Act -
(b)Transmonal provnslons = = ' :
(c) The laws or sections thereof repeaied by the enactment of tlus Act 2






