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.REFUSAL TO ASSENI. IC TIIE ITEALTIT LA\,VS
(AIvLEI.l D MEN:tt) .B ILL, 20 i 8

MBN{ORAND'UNT

By His Excellency the HonouraLrle ilhuru
Kenyatta, President and Commander-in-Chief of
the Kenya Defence Forces.

Submitted to the Speaker of the National
Assembly.

IVI{EREAS a Bili entitied "An Act of parliament to make

arnendments to health-reiated laws", the short title of which is

"The Health Laws (Amendrnent) Bili, 2018'; was passed by the

National Assembly on the 7'l November, 201g; ,

AIID wI{EREas th,e l{eaith Lar,vs (Amendment) Bill, 201g,

was presented to me ioi- assent in accordance with the

provisions of the constitution, on the 3l't December,2olg;

Now TFIEB.EFORE, in exercise of the poweis confened on

rne by Article 115 (1) (b) of the constitution, I iefuse to assenr

to the Health Laws (Amendment) Bill,201g, for the reasons set

out her eunder:
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PROPOSED AMENDMENTS TO THE PHARMACY AND

'' ' Poisor\s acr ICAP.'244)

SECTION 2

(a)New definition of the term "pharmaceutical devicg"

The Bill proposes tct insert the definition of the tenn

"pharmaceutical device" in section Z of the Phartnacy and Poisons

Act, which reads as foiiows:.

"pharmaceutical d6vice" includes human and

veterinary medicines,' medical products, medicinal

substances, vaccines, diagnostics, blood products,

therapeutic fedds, nutritional formulations, beauty

products and related Pro{ucts;

The defrnition is identical to the definition of the term "health

pro'duct"- Further, the terrn is not usually used. internationally

and is not aligned to the World Health Organisation (WHO).

This may cause confusion in the application and affect
.i

international coliaboration and tade i

RECOMMENDATION: .

For the foregoing reasons, I recommend that the definition

of the term "pharmaceutical device" be deleted-

(b) New definition of the term "pharmaceutical equipment"
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The Bill proposes to inseit tl:e definition of the tenn

"pharmaceutical equipment" in section z of the phar-macy and

Poisons Act, which reads as follows:

"pharmaceutical equipment,, m.eans equipment used

in the manufaEture and qualify control of
pharmaceutical products ;

The term "pharmaceuticai equipment" has not been used in either
the Bill or the Act and therefore, the defurition is redundant.

RECOMMENDATION

For the foregoing reason, I recommend that the definition of the
term "pharmaceutical equipment,, be deleted.

(c) New definition of the term "pharmaceutical product,,

The Bill proposes to insqn the definition of the tenn
"pharmaceutical product" in section 2 of the pharrnacy and poisons

Act, which reads as foilows:

"pha.rmaceuticar product" means any m.ateri.al. or
product intended for human or rreterinary use

presented in its finished dosage or form, that is
subject to control by or under this Act;

It is noted that according to the world Fiealth arganization (wHo),
the term "pharmaceutical product', normally refers to medicines or
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drugs. The definition of the term "drug" has already be defined in

the Act. This additional defurition may cause confusion and affect

international collaboration and trdde-

RECOMMENDATION

For the foregoing reasons, I recommend that the definition of

the term "pharmaceutical product" be deleted'

(d) New definition of the term "Good Manuf,acturing

Practice"

The Bill proposes to insert the definition of the term "Good

manufacturing practice" in section 2 of the Pharmacy and Poisons

Act, which reads as follows:
!

"Good Manufacturing Practice" also known as

"GMP' means a system for ensuring that products

are consistently produced and controlled according

to quality standards, and is designed to minimize

risks involved in any pharmaceutical production

that cannot be eliminated through testing the final

product;

The proposed definition is not aligned to the World Health

Organisation (WHO) meaning of "Good Manufacturing Practice"-

This may cause confusion in the application and afflect international
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RECOMME}iDATION

For the foregoing reasons, I recommend that the clefinition of
tbe term "Good x1[anufacturing Practiee" be deleted and

replaced with the foilowing:

"Good Manufacturing Pracfice,, (GMp, also

referred to as 'eGMP, or ,current Good

Manufacfuring Practice,) is the part of quality

management which ensures that products are

consistently produced and controlled according to

their intended use as required by the marketing

authorization, clinical trial authorization or product

specification.

SECTION 3

The Bili proposes to amend fhe pharmacy and poisons Act by
deleting sectio' 3 and replacing it with a new section 3. paragraphs

(2) (d), (e) and (f) of tlie proposed new section 3 read as follows:

"(d) one enrolled pharmaceutical technologist rvith

expertise in community pharmacy appointed. by the

Cabinet Secretary;

(.) fwo 'persons representing the training
insti-tutions of which one shall be a phar-macist and

one shall be a pharmaceuticai technologist;
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(f) three other persons appointed by the Cabinet

Secretary, of whom-

(i) one shall bb

teehnologist

an enrolled pharmaceutical

nominated by the KenYa

Pharmaceutical Association; and

(ii) two shall be . registered pharmacists

nominated by the Pharmaceutical Society of

Kenya and one of whom shall have expertise

in industrial PharmacY"

The effect of the proposed amendments is to establish a large and

Board, contrary to the current Government policy of limiting the

membership of Boards to manageable numbers and ensuring that

while Boards containing core competencies and expertise, they do

not become difficuit to manage because of their sizes.

RECOMMENDATION:

For the foregoing reason, I recommend that paragraphs (d) and

(0 b" deleted, and paragraph (f) b" replaced with the following

new paragraph:

"(f) three other persons appointed by the Cabinet

Secretary, of whom-

one persox shal} be a- Pharmacist

representing institutions of higher learning;
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(ii) one persorr shall be a pha.rmztceuticzLl

tecbnologist r-epresenti.og nricl-lerrei colleges;

and

(iii) one person shall be an enrolled

pharmaceutical technologist with expertise

in community pharmacy nominated by the

Kenya Pharmaceutical Association,,.

PROPOSED SECTION 38

The Bill intends to insert new sections 34 and 3B immediately after

section 3. section 3B is intended to provide for the functions of the

Phaimacy and Poisons Board. Parliament d,eieted paragraph (3) (g)

and replaced it with a new pa.ragraph (:) (g) which reads as follows:

"(g) approve institutions to be established or accredited

under the universities Act, zalz far training of the

phannacy practiticiners".

The proposed amendment fails to take into account the oversight of
mid-ievei training institutions that off,er training for persons who

intend to b ecome pharrnaceutical technolo gists.

RECOMMENDATION

For the forgoing reason, I recommend that the proposed

paragraph (g) be deleted and repiaced witb. the follou,ing new

paragraph (g),

7



"(g) approye institutions to be established or

accredited under the Universities Act, ?;A12 training

pharmacists and 
" 
mid-level institutions training

pharmaceutical technologists".

SECTION 24

The Bill did not initially propose ulny zmendments to section 24 of

the Phannacy and Poisons Act. The House, however, amended

section 24 of the Act by deleting the words "a pharmacist" and

substituting therefor the words "phar:rraceutical practice".

The effect of the amendment is that poisons may be handled by

persons who do not possess the requisite competencies to handle

them, putting the public at grave risk.

RECOMMENDATION

For the foregoing reason' I recommend that the proposed

amendment to section 24 of the Pharmacy and Poisons Act be

deleted from the Bill-

PROPOSED AMENDMENTS TO THE MEDICAL

PRACTITIOIYERS AND DENTISTS ACT (CAP. 253)

PROPOSED SECTION 48

8



The Bill proposes to amend the Medi cal Practitioners and Dentists

Act by inserting a nev/ seotion 48. Paragaph (0 of the proposed

section 4B reads as foliows:

(f) invest any funds of the council not immecliately

required for its purposes;

The provision gives the Councii untimited power to invest any firnds

of the Council that are not immediately required for its purposes

without reference to the Public Finance Managern errt Ae,t, z}Lz,
which provides for the mzrrrner in which pubiic funds may be

invested. This may iead to the investment of public firnds in a

manner which is inconsistent with the public Finance Management

4ct,2A72.

RECOMMENDATION

For the foregoing reasons) I recommend that the proposed

paragraph (f) be deleted and replaced with the following:

(f) invest any funds of the council not imraediately

required for its pu.rposes, in accordance with the

Public Finance Management Act, Z}LZ and other

relevant laws.

PROPOSED AMENDMENTS TO THE I{URSES ACT (CAP

zs7)
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Section 4 of the Nurses Act provides for the membership of the

Nursing Council of Kenya. The Bill initially provided for the

deletion of section 4 and its replecement with a new section 4 that

included the Director General of Health as a member of the Council

but the House deleted the proposal. The initiat proposal in the Bill is

in line with the current policy in respect of regulatory bodies in the

health sector.

RECOMMENDATION:

For the ioregoing reason, I recommend the amendment of the

proposed new section for by inserting the following paragraph

immediately after paragraph (1) (i):

"CI) the Directory General of Health or a

representative appointed in writing by the Director

General of Health".

(b) sEcrIoN e

Section 9 (1) of the Nurses Act provides for the functions and

annual report of the Nursing Council of Kenya. Paragraph (r)

provides:

(D to have regard to the standards of nursing care,

qualified staff, nursing commodities, facilities,

conditions and environment of health institutions,

and to take ,,rtn disciplinary or appropriate
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measures as m y be necessarJr to mai.ntain a

proper stzrndard of nursing care in health

institutions;

The provision gives the Nursing Council of Kenya a rnandate over

standards of among others, nursing commodities. The Bili initially

proposed the deletion of the wotrds "nursing commodities" in section

9 (1) (i) of the Nurses Act. The rationale for the proposal was the

need to align the provision with the curent policy of separating the

regulation of commodities fiom the regulation of health

professionals to increase efficiency, effectiveness and reduce the

cost of doing business. The proposal was aiso intended to irnpiement

section 62 of the Heaith Act,2a17, which requires the establishment

of a single regulatory body to regulate heaith products and healflr

technologies. However, the amendment was rejected by the House

thus the words remain in the Act.

RECOi\{MENDATION:

For the foregoing reasons, I recommend that section 9 (1) (i) of
the Nurses Act be amended by deteting the words ,,nursing

commodities".

(c) SECTION 11

The Bill proposes to amend section 11 (5) of the Nurses Act by

deleting the existing provision and substituting therefor the

following new subsection:
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(5) The officers appointed under this section shall be

paid such remuneration and allowances as the

Council may decide.

The amendment vests upon the Council the power to determine the

remuneration and allowances of the ofhcers appointed under the

section, without reference to the Salaries and Remuneration

Commission, which is mandated by Article 230 (4) (b) of the

Con'stitution to advise on the remuneration of public officers. The

provision contravenes Article 230 (4) (b) of the Constitution.

RECOMMENDATION:

For the foregoing reason, I "recommend 
that the proposed

section 11 (5) of the Nurses Act be deleted and replaced with the

following:

(5) The officers appointed under this section shall be

paid such remuneration and allowances as the

Council EAy, on the advice of the Salaries and

Remuneration Commission, determine-

PROPOSED AMENDMENTS TO THE COUNSELLORS A]\D

PSYCHOLOGISTS ACT (NO. 14 OF 2AL4)

(a)SECTION ls

The Bill initially proposed the deletion of section 15 of the

Counselior and Psychologists Act, 2AI4 which provides for the
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establishment of the Kenya counsellors ani psychologists society

of Kenya. The rationale of the proposal was that the Socieiy is a
welfale organization titat is independent of the Cabinet Secretary for
Health- The society ought to have been estabiished under the

societies Act (cap. 108). The proposal to delete the provision was

rejected by the House.

RECOMMENDATION:

For the foregoing reasons, I recommend that the counsellors
and Psychologists Act,z0l4 be amended by deleting section 15.

(b) SECTTON 16

The Bill initially proposed the deietion of section i6 of the

counsellors and Psychoiogists Act which provides for the

membership of the society. The provision rnakes each person

registered under the Act a member of the society. The membership

of each person who is registered under the Act is mandatoiy
contrary to alicle 3G (z) of the constitution which provides for
voluntary mernbership in associations of any kind. The provision
contuavenes Article 36 (Z).

RECOMMENDATION:

For the foregoing reasons, I recommend that the counsellors
and Psychologists Act,z"0r4 be amended by deleting section 16.

(c) SECTION 17
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The Bilt initially proposed the deletion of section L7 of the

counsellors and Psychologists dct which provides for election of

the chairperson of the Society in accordance with the Third

Schedule and qualifications for election of the chairperson of the

Society. The proposal was rejected by the House- However, as a

consequence to the proposal that section 15 be deleted, a chairperson

shall not be required.

RECOMMENDATION:

For the foregoing reason, I recommend that the counsellors and

Psychologists Actr}Al4 be amended by deleting section 17.

(d) SECTION 18 
s

The Bill initially proposed the deletion of section 18 of the

counsellors and Psychologists Act which provides for the functions

of the Society. Section 18 (a) mandates the Society to estabiish

standards of professional competencq and practice among the

members of the Society. This is a regulatory function, which ought

to be the mandate of the Cognsellors and Psychologists Board

established under section 3 of the Act, as the regulator of

counsellors and PsYchologists-

RECOMMENDATION:

For the foregoing reason, I recdmmend that the Counsellors and

Psychologists Act,7014 be amended by deleting section 18-
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(e) SECTION 19

The Bill initiall1, proposed the deletion of section 19 of the

counsellors a*d Psychologists Act which provides for co,ncil of
the society. The proposai was rejected by the Flouse. FIowever, as a

consequence to the proposal that section i5 be deleted, a Council of
the Society shall not be required.

RECOMI\{ENDATION:

For the foregoing reason, r recommend that the counsellors and
Psychologists Act,z0L4 be amended by deleting section 19.

(0 SECTTON 20

The Bill initialty proposed, the deietioir of section z0 of tire
counsellors and psycriologists Act which provides for the
committees of the Council of the society. The proposal was rejected

by the House. However, as a consequeirce to the proposal that
section 15 and 19 be deleted, committees shall not be required.

RECOMMENDATION:

For the foregoing reason, I recommend that the counsellors and
Psychologists Act,z0l4 be amended by deleting section 20.

(g)SECTION z1

The Bill initiaily proposed the deretion of section zr of trre

counseliors and Psychologists Aci which provides for the
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membership of the Council of the Society and their election in the

marlner prescribed in the Fourth Schedule- The proposal was

rejected by the House. However, as a consequence to the proposal

that section 15 and 19 be deleted, members shall not be required-

RECOMMENDATION:

For the foregoing reason, I recommend that the counsellors and

Psychologists Lct,20t4 be amended by deleting section 21-

(h) sEcrIoN 22

The BiIl initially proposed the deletion of section 22 of the

counsellors and Psychologists Act which provides for the Secretary

to the Council of the Society. The proposal was rejected by the

House. However, as a consequence to the proposal that section 15

and 19 be deleted, the Secretary to the council shall not be required.

RECOMMENDATION:

For the foregoing reason, I recommend that the Counsellors and

Psychologists Act,2014 be amended by deleting section 22-

(i) THIRD SCHEDULE

The Bill initially proposed the deletion of the Third schedule to the

counsellors and Psychologists Act which provides for the manner of

the election of the chairperson Cbuncil of the Society- The proposal

was rejected by the House. However, as a consequence to the
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proposal that section 15 and 17 be dereted, tlre procedure for the

election of the chairperson sirail not be required.

RECOMMENDATION:

For the foregoing reason, I recommend that the counsellors ancl

Psychologists Act, z0r4 be amended by deleting the Third
Schedule.

(,) FOTTRTH SCHEDULE:

The Bill initialiy proposed the deietion of the Fourth Schedule to the

counsellors and Psychologists Act which provides for the manner of
electing the members of council of the socief. The proposal was

rejected by the House. However, as a consequence to the pr.oposal

that section 15, 19 and zr be deleted, the proced,ure for the election
of the mernbers shali not Le required.

RECOMMENDATION:

For the tbregoing reason, I recommend that the counsellors anc
Psychologists Acr, ?.0L4 be amended by deleting the Fourth
Schedule.

PROPOSED AMENDMENTS TO THE CLINICAL
OFFICERS ACT (t\O. 20 oF 2,017)

Section 4 (1)
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The Bill proposes to amend section 4 (1) of the Clinical Officers

Act, 201 7 by deleting the provision u.rd substituting therefor a new

provision. The new paragraph (1) (a) reads as follows:

4.(1) The council shall consist of the following

persons-

(a) a chairperson to be appointed by the President

who shall have-

(i) a relevant bachelors' degree from a recognized

universitY; -and

(ii) at Ieast ten years' relevant experiencel

This provision does not stipulate that the chairperson of the Clinical

Officers Council shall be a clinical officer. This is unlike other

legislation that establish regulatory bodies in the health sector which

require that the chairpersons of the respective regulators come from

their respective disciplines. There is need for clarity on who may be

appointed as the chairperson of the clinical officers council.

RECOMMENDATION:

For the foregoin,g reason, I recommend that the proposed

paragraph (") be amended by' inserting the following new

subparagraph immediately after subparagraph (a) (ii):

(iii) be registered as a clinical officer under this

Act:
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Further, the proposed paragaph (0 of section 4 (I), reads as

follows:

(0 Tv'o clinical officers representing universities

training clinical officers elected amongst the

teaching staff;

The proposed paragraph (0 provides for two representatives of
universities in the Coirncil resulting in the over-representation of
university-level institutions in the Council, yet most clinical officers
have been educated to the diploma 1evel.

RECOMMENDATION:

For the foregoing reason, I recommend that the proposed
paragraph (f) be deleted and repraced with the following:

(f) one Clinical officer representing universities

training clinicar officers elected by the teaching staff
from amongst their number;

ftDated the Cr'n"t-.*Cr .,zALg

A,

l_9

UITURU
President.
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