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CHAIRMAN'S FOREWORD

The Health Laws (Amendment) Bill No. 14 of 2018 was read a First Time on 26th April,

2018. Pursuant to the provisions of Standing Order 127(1) the Bill was committed to the

Departmental Committee on Health for consideration. The Committee tabled its report

on 7th August, 2018.

The Bill proposes to amend various sections of the following thirteen Acts of Parliament;

i. The Pharmacy and Poison s Act (Cap. 244)
ii. The Medical Practitioners and Dentists Act (Cap. 253)

iii. The Nurses Act (Cap. 257)
iv. The Kenya Medical Training College Act (Cap. 261)

v. The Nutritionists and Dieticians Act (No. 18 of 2OO7)

vi. The Kenya Medical Supplies Authority Act (No. 20 of 2013)

vii. The Counsellors and Psychologists Act (No. 14 of 2AV)
viii. Physiotherapists Act (No. 20 of 2014)

ix. The Health Records and lnformation Managers Act (No. 15 of 2015)

x. Clinical Officers ffraining, Registration and Licensing) Act (No. 20 of 2017)

The House duly considered the report and passed it with amendments, on 7th

November, 2018. The Bill was presented to H.E The President on 31" December, 2018. ln

exercise of powers under Article ll5(1)(b) of the Constitution, the President vide a

memorandum dated 9th January,2019 referred the Bill back to the National Assembly for

reconsideration of certain sections in five Acts. This report is a culmination of this

exercrse

The Committee sincerely thanks the Offices of the Speaker and the Clerk of the National

Assembly for the immense and timely technical and logistical support accorded to it in

the execution of its mandate. I also thank all the Members of the Committee and the

secretariat for their commitment and hard work which enabled us to complete the tasks

related to the scrutiny of the proposed amendments and compilation of this report.
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The Committee reiterates its gratitude to stakeholders who made submissions in relation

to the Consideration of the Bill, and especially the Ministry of Health that subsequently

appeared to consider the contents of the memorandum.

On behalf of the Departmental Committee on Health and pursuant to provisions of

Standing Order 127 (4), it is my pleasant privilege and honor to present the Report of

the Committee on its consideration of the Presidential memorandum on the Health Laws

(Amendments) Bill No. 18 of 2018.

SIGNED ..

HON. SABINA CHEGE, MP

(CHATRPERSON)

DATE.
4U
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ADOPTION OF REPORT OF THE COMMITTEE ON HEALTH ON THE

CONSIDERATION OF THE PRESIDENTIAL MEMORANDUM ON THE HEALTH LAWS

(AMEDMENT) BILL NO. 14 OF 2Or8

We, the Honourable Members of tJre Departmental Committee on Health, do

hereby affix our signatures to this report on the Presidentia-l memorandum on
the Health Laws (Amendment) Bill No. 14 of 2018, to affirm our approval and
confirm its accuracy, validity and affinticitv;

Hon. Sabina Chege, MP

2. Hon. SwarupRanjan Mishra, MP

3. Hon. (Dr.) EseliSimiyu, MP .......

4. Hon. (Dr.) James Nyikal, MP

5. Hon. Alfred AgoiMasadia, MP

6. Hon. (Dr.) James KipkosgeiMurgor, M

7. Hon. MuriukiNjagagua, MP

8. Hon. (Dr.) Mohamed DahirDuale, MP

9. Hon. Stephen Mule, MP..

10. Hon. Chris Karan, MP

11. Hon. Esther M. Passaris, MP

12. Hon. Gladwell JesireCheruiyot
I
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13. Hon. KipsengeretKoros, MP



14. Hon. Martin Peters Owino, MP

15. Hon. Mercy WanjikuGakuya, MP

16. Hon. Prof. Mohamud Sheikh Mohamed, MP

17. Hon. Patrick MuneneNtwiga, MP

18. Hon. Tongoyo Gabriel Koshal, MP

19. Hon. Zachary KwenyaThuku, MP
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COMMIfiEE MANDATE

Mr. Speaker Sir,

The Departmental Committee on Health is established pursuant to the provisions of

Standing Order No. 216(5) of the National Assembly and in line with Article 124 of the

Constitution which provides for the establishment of the Committees by Parliament. The

mandate and functions of the Committee is to;

a) tnvestigate, inquire into, and report on all matters relating to the mandate,

management, activities, administration, operations and estimates of the assigned

Ministries and departments;

b) Study the programme and policy objectives of the Ministries and departments

and the effectiveness of the implementation;

c) Study and review all legislation referred to it:

d) Study, astest and analyze the relative success of the Ministries and departments as

measured by the results obtained as compared with its stated obiectives;

e) lnvestigate and inquire into all mattert relating to the assigned Ministries and

departments as they may deem necessary, and as may be referred to them by the

House;

0 Vet and report on all appointments where the constitution or any law requires

the National Assembly to approve, except those under Standing Order 204; and

g) Make reports and recommendations to the House as often as possible, including

recommendation of proposed legislation.

The Departmental Committee is mandated to cover the functions of the Ministry of

Health alongside its Semi-autonomous Covernment Agencies.

Committee Membership

The Committee comprises the following Honourable Members;
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1. Hon. Sabina Chege, MP - Chairperson



2. Hon. SwarupRanjan Mishra, MP - Vice ChairPerson

3. Hon. (Dr.) Eseli5imiyu, MP

4. Hon. (Dr.) James Nyikal, MP

5. Hon. Alfred AgoiMasadia, MP

5. Hon. (Dr.) James KipkosgeiMurgor, MP

7. Hon. MuriukiNjagagua, MP

8. Hon. (Dr.) Mohamed DahirDuale, MP

9. Hon. Stephen Mule, MP

10. Hon. Chris Karan, MP

11. Hon. Esther M. Passaris, MP

12. Hon. Cladwell JesireCheruiyot

13. Hon. KipsengeretKoros, MP

14. Hon. Martin Peters Owino, MP

15. Hon. Mercy WanjikuCakuya, MP

16. Hon. Prof. Mohamud Sheikh Mohamed, MP

17. Hon. Patrick MuneneNtwiga, MP

18. Hon. Tongoyo Gabriel Koshal, MP

19. Hon. Zachary KwenyaThuku, MP

The Committee is supported by the following members of the Secretariat;

l. Mr. Victor Weke

2. Mr. MuyodiMeldaki Emmanuel-

3. Mr. Ahmed Hassan Odhowa

4. Ms. Christine Odhiambo

5. Mr. Eric Kanyi

6. Ms. Winnie Kiziah

7. Ms. Catherine Wangui

8. Ms. Rahab Chepkilim

- Clerk Assistant I

Clerk Assistant lll

- Principal Research Officer

- Legal Counsel I

- Fiscal Analyst

- Media Officer

- Serjaent-at-Arms

- Audio Officer
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EXECUTIVE SUMMARY

Mr. Speaker Sir,

This report details the Consideration of thePresidential memorandum on his refusal to

assent to the Health Laws (Amendment) Bill No. 14 of 2018. The Bill was read a First

Time on 25th April, 2018 with the Committee tabling its report on 7th August, 2018. The

House passed the Bill with amendments on 7th November, 2018. On l2'h February, 2019,

the House committed the reconsideration of the Bill to the Committee. to table its

recommendations before 28'h February,2Ol9, in line with the strict timelines of Standing

Order 154.

The memorandum affected five Acts of Parliament, namely;

i) The Pharmacy and Poisons Act (Cap 244)

ii) The Medical Practitioners and Dentists Act (Cap 253)

iii) The Nurses Act (Cap 257)

iv) The Counsellors and Psychologists Act (No. 14 of 2014)

v) The Clinical Officers Rtt (No. 20 of 2017)

The Committee began this exercise with a briefing from the secretariat on 14th February,

209, and subsequently held a meeting with the Ministry of Health on 19th February 2019.

The Ministry submitted that the upon further interrogation of the proposed amendments

by the MOH it emerged that some were not in keeping with international definition of

terms, current government policy and the Constitution. Consequently His Excellenry, the

President of Kenya signed a Memorandum of Refusal in a bid to have the National

Assembly readdress these proposed amendments.

The Committee observes that the Ministry ought to have pursued these matters with the

Committee before the Bill was passed. While most of the recommendations contained in

the memorandum are beneficial, some are contrary to what the Committee agreed upon

8



with the Ministry and other stakeholders. Further, if the Ministry hastens full

operationalization of the Health Act,2017, a lot of these matters will be ironed out.

9
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2.O SUBMISSION FROM THE MINISTRY OF HEALTH

The Ministry of Health appeared before the Committee on 19th February, 2019 and

submitted as follows;

The Health Laws Bill seeks to make wide-ranging amendments to various health-related

statutes on the Health Policy. Further, the amendments seek to align the existing laws to

the Constitution 2O1O, Health Act of 2017 and facilitate implementation of Universal

Health Coverage. The Bill was published and tabled before the National Assembly in

April 2018. Following Parliament's ensuing deliberations, amendments were proposed to

the Bill and passed by the Committee of the Whole House in November 2018.

Upon further interrogation of the proposed amendments by the MOH it emerged that

some were not in keeping with international definition of terms. current government

policy and the Constitution. Consequently His Excellency, the President of Kenya signed

a Memorandum of Refusal in a bid to have the National Assembly readdress these

proposed amendments.

The Memorandum contains proposed amendments to the following laws;

A. Pharmary and Poisons Act Cap 244

The Bill proposes to amend the Pharmacy and Poisons Act to align the statues with the

current laws, strengthen regulation of health products, health devises and pharmaceutical

practice.

l. lnterpretation: Section 2

The Memorandum recommends changes in the following various provisions:-

i. Deletion of newly defined terminologies

The Memo proposes the deletion of the following terminologies to increase

clarity of terminology and enhance international collaboration and trade:-

a. "Pharmaceutical device". The new terminology is identical to the already

given definition of 'health product'.
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b. "Pharmaceutical equipment". This term has not been used in either the Bill

of the Act and therefore, the definition is redundant.

c. "Pharmaceutical product". This term normally refers to medicines or drugs.

However the definition of the term "drug" has already be defined in the

Act as 'any medicine, medicinal preparation or therapeutic substance'.

New definition of the term "Good Manufacturing Practice"

6ood manufacturing practice is really a part of quality management of health

products and technologies as opposed to an entire 'system' as alluded to in the

proposed amendments. As such, the Memo recommends use of the definition

that is recognized by the World Health Organization to avoid confusion in the

application of the term and enhance international collaboration.

2. Establishment of the Pharmacy and Poisons Board: Section 3

The effect of the proposed amendments on the composition of the Board is the

establishment of a large Board, which is contrary to Covernment poliry, Code of

6overnance, and best practice that enhances effectiveness and efficiency.

As such the Memo, recommends that one person be dropped without losing the

intended skill in community pharmacy that they would represent. This skill will be

represented by a pharmaceutical technologist nominated by Kenya Pharmaceutical

Association. Further, there was need to clarify the representation of training institutions

to expressly include those mid-level colleges as they train pharmaceutical technologists.

3. Functions of the Pharmacy and Poisons Board: Section 38.

ln the proposed amendments paragragh (3) (g) includes a function for the Board to

approve University level training institutions for training pharmacy practitioners.

ln view of this, the Memo recommends that the paragraph to be replaced by one that

ensures the Board has oversight of Universities training pharmacists and mid-level

institutions training pharmaceutical technologists. This will increase clarity and take into
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account oversight of mid-level institutions that offer training for pharmaceutical

technologists.

Further, the term 'pharmacy practitioners' is not used in the law or Bill and in fact it does

not describe any known cadre.

4. Qualifications for Registration: Section I (2)

The Memo recommends that the proposed amendments be changed to provide for

qualified pharmaceutical technologists to be included in a 'Roll' as opposed to a

'Register' in line with section 6(2) of the Act, thereby enhancing congruence.

5. Authorized sellers of Poisons: Section 24.

The proposed amendment provides for any person undertaking'pharmaceutical practice'

to sell poisons. The effea of the amendment is that poisons may be handled by persons

who do not possess the requisite training and competencies to deal with them. putting

the public at grave risk. As such, the Memo recommends the deletion of the amendment.

B. The Medical Practitioners and Dentists Act, (Cap. 253)

Powers of the Council: Section 48

The proposed amendment introduces powers to invest surplus_funds without qualifying

the guiding regulations, thus giving the Council unlimited power to invest. The Memo

recommends that investments be done with reference to the Public Finance Management

Act, 2012 and other relevant laws which provide for the manner in which public funds

may be invested. This will ensure prudent management of public funds.

C. The Nurses Ac.. (Cap 257)

l. Membership of the Council: Section 4

The Memo recommends for the inclusion of the Director Ceneral of Health, as a member

of the Council as in the original Bill, in line with current policy with respect to regulatory

bodies in the sector and ensuring skills mix in governing bodies. The inclusion of this

policy maker would also seek to improve oversight and governance of the regulatory

body.
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2. Functions of Council and Annual Report: Section 9 (l) (i)

The Memo recommends the deletion of the words 'nursing commodities' as per the

original Bill. The proposal was intended to implement section 62 of the Health Act,

2017, which requires that a single regulatory body regulate health products and health

technologies. lt is intended that this latter regulatory body should have a

multidisciplinary staff complement, including nurtes.

Additionally the Memo's proposal will serve to increase efficienry, effectiveness and

reduce the cost of doing business in respect to commodity regulation.

3. Appointment of The Registrar and other officers: Section ll (5)

The proposed amendment gives the Council powers to determine the remuneration and

allowances of its recruited officers, without reference to the Salaries and Remuneration

Commission (SRC), which is mandated by Article 23O (4) (b) of the Constitution to

advise on the remuneration of public officers. As such, the provision contravenes the

Constitution. Hence the Memo recommends that the provision be qualified to include

the consultation and advice from SRC.

D. The Counselors and Psychologists Act, 2014, (No. 14 of 2014). Sections: 15, 16, 17,18

The original Bill sought to amend the Counselors and Psychologists Act, 2014, (No. l4 of

2014) to streamline the regulation, operations and practice of counselors and

psychologists in line with Article a3(1)(a) of the Constitution, Government poliry and

health professional regulation in the Sector.

1. Section 15. Establishment of the Counselors and Psychologists Society of

Kenya: The original Bill included provisions that deleted the establishment of the

Society, since the latter ought to have been established under the Societies Act

(Cap. 108).

2. Section l6Member of the Society: The Act provides that each person

registered under the Act be a member of the Society. Mandatory membershiP to a

Society is unconstitutional as it goes contrary to Article 36 (2) of the Constitution

which provides for voluntary membership in associations of any kind.
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3. Section lTElection of the chairperson of the Society: The Act provides for

the election of a Chairperson. The Memo recommends deletion of the proposed

amendment as a consequence to the proposed deletion of Section 15.

4. Section lsFunctions of the Society: The sectionprovides for a function

which is regulatory in nature. Specifically, l8(a) mandates the Society to establish

standards of professional competence and practice among the members of the

Society, which ought to be a function of the regulating body.

5. Section t9 and 2o:Council and Committees of the Society: These sections

provide for the Council and its committees. The Memo recommends the deletion

of these sections as a consequence to the proposed deletion of Section 15.

6. Section 2lMembership of the Council of the Society: The Section provides

for election of the Council Members in the manner prescribed in the Fourth

Schedule. The Memo recommends the deletion of this section as a consequence to

the proposed deletion of Section l5 and 19.

7 . Section 22Secretary to the Council of the Society: The Section provides for

the Secretary. The Memo recommends the deletion of this section as a

consequence to the proposed deletion of Section 15 and 19.

8. Third and Fourth Schedule: Election of the chairperson and members of the

Council of the Society: The Schedule provide for the manner of elections. The

Memo recommends the deletion of this section as a consequence to the proposed

deletion of Section 15, l9 and 21.

E. The Clinical Officers flraining, Registration and Licensing) Act, 2017, (No.20 of

2017).

The proposed amendments to the Clinical Officers (-[raining, Registration and

Licensing) Act, 2017 provide for the composition of the Council as follows:-

l. The qualification of the Chairperson: Section a (l) (a). The proposed provision

does not stipulate that the chairperson of the Clinical Officers Council shall be
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a clinical officer. This is unlike other similar legislation that require that the

chairpersons of the respective regulatort come from their respective disciplines.

As such, in a bid to clarify the appointment of the chairperson, the Memo

recommends an additional subparagraph (a) (iii) which articulates that the

Chair be a registered Clinical Officer.

Two representatives from Universities training clinical officers: Sedion 4(1) (0.

The Memo recommends deletion of one position to avoid over-representation

from Universities since most clinical officers are trained in mid-level colleges.
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3.0 OBSERVATIONS

The Committee made the following observations;

1. The Speaker in a ruling made on 28thJuly,2015 guided the House on the procedure

for processing of Presidential Memoranda by the House including, inter alia, that the

President is not prohibited from including his preferred text of the particular clause,

section, subsection or paragraph of the Bill. Fufther these texts need not be subjected

to other stages of a Bill;

2. tt is on this basis that the Committee, already constrained by the strict timelines, could

not open up the process to views from other stakeholders. The Committee is

however open to further consultations on any future proposed amendments;

3. The Ministry submitted proposed amendments to Section 8 (2) of the Pharmary and

Poisons Act. This specific section was not part of the President's memorandum and

were therefore rejected;

4. Most of the reservations by the H.E The President were sound, as they kept with

international best practices, and in Iine with efforts to streamline the health sector in

the country;

5. The Committee however observes that the matters were not fundamental and may

not have warranted a rejection at assent. The Ministry which was given ample time.

severally. before the Bill went to second reading should have diligently pursued these

matters with the Committee;

6. Further, the Health Act 2017 would streamline many of the issues raised in the

Presidential memorandum and the Ministry should expedite its full

operationalization;

7. The proposal to Section 9 (l) (i) of the Nurses Act by H.E The President is contrary to

what the Committee had agreed on unanimously with the stakeholders, and most

importantly the Ministry of Health.
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4.O RECOMMENDATIONS

The Committee having considered the President's reservations and recommendations

makes the following recommendations;

. THAT, the following amendments as proposed in the Presidential memorandum be

Agreed to-

(1) in the proposed amendments to the Pharmaqy and Poisons Act' Cap.244-

(a) in section 2, by-
(i) deleting the definition of the term "pharmaceutical device";

(ii) deleting the definition of the term "pharmaceutical equipment";

(iii)deleting the definition of the term "pharmaceutical product";

(iv)deleting the definition of the term "6ood Manufacturing Practice" and

substituting therefor the following new definition-

"Good Manufacturing Practice", also referred to as "GMP", "cGMP"

or "current Good Manufacturing Practice" is the part of quality

management which enrures that products are consistently produced

and controlled according to their intended use as required by the

marketing authorization, clinical trial authorization or product

specification;

(b) in section 3(l), by-
(i) deleting paragraph (d);

(ii) deleting paragraph (0 and substituting therefor the following new

paragraph-

"(f) three other persons appointed by the Cabinet Secretary,

of whom-

(i) one person shall be a pharmacist representing

institutions of higher learning;

(ii) one person shall be a pharmaceutical

technologist representing mid-level colleges;

and
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(iii)one person shall be an enrolled pharmaceutical

technologist with expertise in community

pharmary nominated by the Kenya

Pharmaceutical Association;"

(c) in section 38, by deleting paragraph (3)(d and substituting therefor the

following new paragraph -
"(g) approve institutions to be established or accredited under the

Universities Act, training pharmacists and mid-level institutions

training pharmaceutical technologists"

(d) by deleting the proposed amendment to section 24;

(2) in section 48 of the proposed amendments to the Medical Practitioners and

Dentists Act, Cap 253, by inserting the words "in accordance with the Public

Finance Management Act and other relevant laws" immediately after the words

"its purposes" appearing in paragraph (f);

(3) in the proposed amendments to the Nurses Act, Cap 257 -
(a) in section a(l), by inserting the following new paragraph immediately after

paragraph (i)-
"(i) the Director General of health or a representative appointed in

writing by the Director General of health"

(b) in section ll, by deleting subsection (5) and substituting therefor the

following new subsection-

"(5) The officers appointed under this section shall be paid such

remuneration and allowances as the Council may, on the advice of

the Salaries and remuneration Commission, determine."
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(4)bV inserting the following new amendments in the Schedule to the proposed

amendments to the Counsellors and Psychologists Act,2Ol4, No. 14 of 2Ol4-

s.15 Delete.

s.l6 Delete.

s.17 Delete.

s.l8 Delete.

s.l9 Delete.

s.2O Delete.

s.21 Delete.

s.22 Delete.

Third Delete.

Schedule.

Fourth Delete.

Schedule.

(5) in section 4(l) of the proposed amendments to the Clinical Officers ffraining,

Registration and Licensing) Act, No. 20 of 2017, by-
(a) inserting the following new sub-paragraph immediately after sub-paragraph

(a)(ii) -
"(iii) be registered as a clinical officer under this Act"

(b) deleting paragraph (0 and substituting therefor the following new

paragraph-

"(0 one clinical officer representing universities training clinical

officers elected by the teaching staff from amonS their number;"

THAT, the following amendment as proposed in the Presidential memorandum be

Rejected-

Section 9(1) of the Nurses Act, Cap 257, be amended by deleting the words "nursing

commodities" appearing in paragraph (i);
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Justification

The regulation of the standards of nursing commodities is a function that should be

retained by the Nursing Council until such time as Parliament enacts a single

regulatory body for the regulation of health products and health technologies, as

provided in section 62 of the Health Act, No. 21 of 20'17.

THAT, the following new amendments be incorporated in the Presidential

memorandum-

l) Section 3(l) of the Pharmacy and Poisons Act, Cap. 244 be amended by deleting

paragraph (e);

Justification

The new paragraph (f) as contained in the Presidential memorandum provides for the

appointment of two representatives of training institutions into the Pharmary and

Poisons Board. This new paragraph introduces the appointment of a pharmacist

representing institutions of higher learning as well as a pharmaceutical technologist

representing mid-level colleges.

Paragraph (e) as contained in the Bill also provides for the appointment of two

persons representing pharmary training institutions into the Board. lt is therefore

necersary to delete paragraph (e) so as to avoid the over-representation of training

institutions in the Board.

2) Section a(1) of the Nurses Act, Cap.257 be amended by deleting the word "t\^,,o"

appearing in paragraph (h) and substituting therefor the word "one";

Justification

The Presidential memorandum introduces the Director General of health in the

membership of the Nursing Council, thereby increasing the total membership of the

Council. The Committee is therefore of the view that to retain the membership at eleven.
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it is necessary to reduce the number of persons nominated by the Cabinet Secretary to

represent the public, from two people to one person.
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