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1.0 CHAIRPERSON’S FOREWORD

The Health Laws (Amendment) Bill (National Assembly Bill No. 2 of 2021) was published on 1
February, 2021, underwent First Reading on (i March, 2021 and thereafter committed to the
Departmental Committee on Health for consideration and reporting to the House.

In line with the provisions of Article 118(1) (b) of the Constitution of Kenya and Standing Order
127(3), the Committee placed print media advertisement on 11" March, 2021 requesting for
memoranda on the Bill from members of the public and stakeholders. The Committee received
thirty-five (35) memoranda. The Committee held six (6) meetings both in-house and with
different stakeholders where it received submissions and considered them. The Committee
considered and adopted its report on 29" September 2021.

However, during deliberations on the Floor of the House it was noted that the Committee did not
expressly indicate how it considered the submissions it received from the public. It was also
noted that the Committee did not provide reasons either in agreement or disagreement with the
submissions and that the conduct of public participation on the Bill did not meet the threshold
required by Article 118 of the Constitution and Standing Order 127.

Consequently on 21* October, 2021, the Honorable Speaker directed the Committee to conduct a
second round of public participation to afford members of the public and other critical
stakeholders more time to submit their views and recommendations, if any, on the said Bill. The
Honourable Speaker further directed that an addendum to the Report be tabled upon the
conclusion of that process. Accordingly, the National Assembly advertised, for the second time,
in the local dailies on 5" November, 2021, requesting the general public to submit their views on
the Health Laws (Amendment) Bill (National Assembly Bill No. 2 of 2021).

Pursuant to the directive of the Honourable Speaker made on 21* October, 2021 and the
subsequent advert of . November, 2021, the Committee invited members of the public and
relevant stakeholders to a physical meeting on 16" November, 2021 held at Ole Sereni Hotel,
Nairobi. Thereafter, the Committee held two sittings on 27" January and 1% February, 2022
where it considered the stakeholders' submissions and adopted the addendum to the Report.

The Committee is grateful to the Offices of the Speaker and Clerk of the National Assembly for
the logistical and technical support accorded to it during its sittings on consideration of the Bill.
The Committee further wishes to thank all stakeholders who submitted comments on the Bill.
Finally, I wish to express my appreciation to the Honorable Members of the Committee and the
Committee Secretariat who made valuable contribution towards the preparation and production
of this report.

On behalf of the Departmental Committee on Health and pursuant to the provisions of Standing
Order 199 (6), it is my pleasant privilege and honour to present to this House an addendum to the
report tabled on 28" September, 2021 on the consideration of the Health Laws (Amendment) Bill
(National Assembly Bill No. 2 of 2021).

Hon. Sabina Chege, MP
Chairperson, Departmental Committee on Health
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2.0 SUBMISSIONS ON HEALTH LAWS (AMENDMENT) (NATIONAL ASSEMBLY
BILL NO. 2 OF 2021) BILL

This addendum contains submissions made during the public participation exercise conducted on
Tuesday 16" November, 2021 at Ole Sereni Hotel, Nairobi. The Committee received memoranda

Ful il £ =
ITOLIT UHIC TOTTOWITLE.

PO SIUEN i R bR e

9.

10.
L.
v i
13.
14.
15,
16.
17-
18.
19.
20.
21,
22,
23.
24.

Ministry of Health

Council of Governors

Moi Teaching and Referral Hospital

Kenya Clinical Officers Association

Kenya Clinical Officers Council

The Association of Public Health Officers (Kenya)
The Pharmacy and Poisons Board

The Public Health Officers And Technicians’ Council
The Kenya Health Professions Oversight Authority
The National Health Insurance Fund

Kenya Medical Association

Kenya Medical Practitioners Pharmacists And Dentists” Union
Kenya Healthcare Federation

Nurses Associations, Midwives, Union

Kenya Medical Practitioners And Dentists Council
Nursing Council of Kenya

Kenya Association of Private Hospitals

Kenya Health Human Resource Advisory Council
Kenya Union of Clinical Officer’s

Kenya National Union of Nurses

Kenya National Union of Medical Laboratory Officers
Society of Radiography In Kenya

Kenya Medical Social Workers Association

Oral Health Association

AT
26.
27
28.
29,
30.
3L
32.
33.
34
35.
36.
37.

Kenya Medical Laboratory Technicians And Technologists Board
Kenya Association of Health Administrators

. Association of Kenya Medical Laboratory Scientific Officers

Kenya Medical Research Institute

Pharmaceutical Society of Kenya

Kenya Society of Physiotherapists

Kenya Nutritionists & Dieticians Institute
Association of Kenya Medical Laboratory Assessors
Clinical Officers Council

. National Spinal Injury Referral Hospital

Association of Medical Record officers-Kenya
Kenya Dental Association
Lab Medicine Society Of Kenya

Pgs&l%



2.1 KENYA CLINICAL OFFICERS ASSOCIATION

The Kenya Clinical Officers Association appeared before the Committee on Tuesday 16™
November, 2021. In their submissions, they proposed amendments to the Clinical Officers
(Training, Registration, and Licensing) Act No. 20 of 2017, Kenya Medical Training College
Act and Health Act, 2017 as follows-

Clinical Officers (Training, Registration, and Licensing) Act No. 20 of 2017
Section 2
1. Retain the definition of Kenya Clinical Officers Association and add the definition-
Director Clinical Services means a Clinical Officer serving in the position of Director Clinical
Services or its equivalent and registered under this Act

Justification
To recognize Kenya Clinical Officers Association

Committee Observation
The Committee agreed to the proposal since the Association nominates a member to the
Council.

2. New definition-
Of Specialized Clinical Services to mean the practice of Clinical Medicine by specialized
Clinical Officers offering specialized services or consultancy in accordance with the Act

Justification
To provide for and acknowledge the specialized clinical medicine practitioners.

Committee Observation
The Committee rejected the proposal since clinical services includes both general and
specialized clinical services.

Section 4(1)
3. To retain the composition of the Clinical Officers Council (as provided in Act 20 of 2017
revised 2019) with an amendment which shall now consist of the following persons—
(a) A chairperson appointed by the Cabinet Secretary and who shall have—
(1) A relevant Bachelors® degree from a recognized university;
(i1) At least ten years’ relevant experience;
(iii)  Be registered as a Clinical Officer under this Act
(b) The Director General for Health or his or her designated representative;
(c) Delete the Chief Clinical Officer” and replace with “-a Clinical Officer serving in the
position of Director Clinical Services or its equivalent and registered under this Act.”
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(d) One Clinical Officer elected by members of faculty of Clinical Medicine from Kenya
Medical Training College;

(e) Delete one clinical officer representing the Kenya Clinical Officers Association who shall
be nominated by the Association and appointed by the Cabinet Secretary and replaced
with: The Chairperson of Kenya Clinical Officers Association.

— () One —chnicalofficer representing universities training Climical-Officers; elected by the —— —

teaching staff from among their members; -

(g) The registrar who shall be the CEO of the council and an ex-officio member and
secretary to the Council;

(h) Two clinical officers, one in public practice and the other in private practice from each
gender nominated by the Kenya Clinical Officers Association;

(1) One person with knowledge and expertise in finance or audit registered by the Institute of
Certified Public Accountants Kenya (ICPAK) appointed by the Cabinet Secretary; and
One person representing the public nominated by consumer organisation and appointed by the
Cabinet Secretary.

Justification

a. Inclusion of the Principal Secretary of Health whom the council reports to negates the
council’s core mandate of advising the Ministry on the training and practice of clinical
officers.

b. It also deprives the council the technical advice from the Director General.

Including a Clinical Officer serving in the position of Director Clinical Services or its
equivalent will provide the council with vital technical policy information necessary
for the delivery of its functions.

d. The inclusion of the Director of Kenya Medical Training College which is the main
trainer of clinical officers creates a conflict of interest or undue influence on the
regulatory body. However, the KMTC representative from the faculty of Medicine and
Surgery should be retained.

e. Self-regulation is the best practice for any profession globally hence the council

should be allowed-to_continue self: rggnlaﬁqg

Committee Observation

The Committee agreed to retain the qualifications of the Chairperson and to include the Director
General for Health in the Council, as well as to include more members having the knowledge
and expertise in clinical medicine.

Section 4(2)

4. Delete section 4(2) and substitute therefor the following subsection
“All appointments shall take into consideration gender, regional balance, disability and the
mix of skills and competencies required for the achievement of the Council’s goals.”
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Justification

This is to provide a transparent process to elect and appoint Council members and avoid
undue interference from the Kenya Medical Training College.

Committee Observation

The Committee agreed to the proposal as it seeks to ensure that appointments shall be made
taking into consideration the gender, ethnicity, profession and regional balance.

Section 4(3)
5. Delete section 4(3) and substitute therefor with the following subsection “A person appointed
as a member of the council under subsections 1(a), (d), (e), (f), (h), (i) and (j) of this section

shall serve for a term of three years and shall be eligible for reappointment for a further and
final term of three years.”

Justification
There is need to include more subsections that apply to this section, that is 1(a), (d), (f), and

@.

Committee Observation
The Committee agreed to the proposal to set a clear tenure of the Board members.

Section 4(4)
6. Delete section 4(4) and substitute therefor the following subsection
“All appointments to be gazetted.”

Justification
To provide for the gazettment requirement.

This is intended to cure a situation where the Ministry of Health fails to gazette the council
members

Committee Observation

The Committee rejected the proposal since the operationalization of the appointments take
effect upon gazettement by the Cabinet Secretary.

New section 4(5)
7. Delete section 4(5) and substitute therefor the following subsection:
“4(5) The Chairperson shall preside all meetings of the Council but in the absence of the

Chairperson the members present shall appoint one of their members to preside at the
meeting.”
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Justification
To ensure that meetings can be held in the absence of the Chairperson.

Committee Observation
The Committee rejected the proposal since the provisions on the conduct of meetings of the
——Counetl-are-contained-in-the First Schedule-to-the Aet: —

Section 4(6)

8. Delete section 4(6) and substitute therefor the following subsection:
Delete 4(6) Substitute, therefor “a person appointed as a member of the council under
subsection 1(a), (d), (e), (f), (h), (i) may cease to be a member of the council
(a)at any time, the member resigns from office by giving notice, in, writing to the President or
Cabinet Secretary;
(b)has been absent from three consecutive meetings of the council without permission of the
chairperson;
(c)is convicted of an offense
(d) Prolonged physical or mental illness from performing his duties as a member of the
council.

Justification
Amendment to include more applicable subsections.

Committee Observation
The Committee agreed to the proposal to set clear circumstances in which a member cease to
be a member of the Board.

New provision
9. Delete the new section 8(a)

Justification
The proposed roles are being carried out by the Registrar who is the Chief Executive Officer
and the Secretary to the Council.

Committee Observation
The Committee rejected the proposal since the functions of the Corporation Secretary are
clear and distinct from the roles of the Chief Executive Officer.

Section 20 (5), (6), and (7)
10. Delete s20(5) and substitute therefor the following
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“The council shall inspect, register, license, and accredit medical centres, medical clinics, and
hospitals for private practice by clinical officers.

Delete 5.20(6) and substitute therefore with the following subsection

“(6) No premises shall be used for private practice unless such premises are inspected,
registered, licensed and accredited by the council.”

Delete S 20(7) and substitute therefore with the following subsection “The initial inspection
for licensing shall be conducted by a joint inspection team.”

Justification
To provide for accreditation of facilities.

Committee Observation
The Committee rejected the proposal because under Standing Order 133(5), the proposal deals
with a different subject matter and unduly expands the Bill.

Section 20(9)(e)
11. Delete S.20(9)(e) and substitute therefor with the following subsection
(9)e “Perform procedures and provide specialized services as per their scope of training .”

Justification
There are currently 18 specialties within Clinical Medicine which over the years have
increased coverage and access to specialized, quality, and affordable health services.

Committee Observation
The Committee rejected the proposal because under Standing Order 133(5), the proposal deals
with a different subject matter and unduly expands the Bill.

Section 24(2)
12. Concur with the proposed changes

Committee Observation

The Committee rejected the proposal and recommended to set the quorum for the conduct of
meetings of the Council at five members, since the Council will be comprised of nine
members.

First Schedule Paragraph 1(5)
13. No Proposal

Kenya Medical Training College Act
Section 9(1)(e)
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14. Retain subsection e “The Chief nursing officer insert (1) after (k);
(Da clinical officer serving in the position of the director of Clinical Services or its
equivalent.

Justification

a—To-ensure-training standards-are-maintained-and-adhered-to-

b. The quality of training in KMTC has been an 1ssue of concern for the Ministry lately due
to non-compliance to laid standards.
c. Clinical medicine and nursing are the two signature programs for KMTC.

Committee Observation

The Committee rejected the proposal and recommended to delete the proposed amendment in
the Bill, so as to ensure that the Director General for health is retained in the membership of
the Board of Directors of the Kenya Medical Training College.

Health Act, 2017
Section 33(2)
15. Delete section 33(2) and substitute therefor the following new subsection—
(2) A person shall be qualified to be appointed as the Chief Executive Officer to the
Authority if the person—
(a) is a health professional and possesses at least a degree or its equivalent from a university
recognized in Kenya;
(b) has at least ten years’ experience at management level; and
(c)meets the requirements of Chapter Six of the Constitution.

Justification
The proposal is progressive and shall allow other professionals with relevant qualifications to

compete. It will also cure the discriminative provisions in the original document.

Committee Observation

The Committee rejected the proposal since the regulation of human resource within the
health sector does not need to be headed by a health professional.

First Schedule on the qualifications of the in-charge of Level 4, 5 and 6 hospitals

16. Delete “holds a Master’s degree in medicine, law, business, management, physical science,
social sciences or any other relevant field,”
And substitute therefor with the following subsection “is a registered health professional who
holds a master’s degree in Medicine, Health System Management, Law, Business
Management, Physical sciences, Social Sciences or any other relevant field.”
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Justification
Opening Management of health facilities to non-health professionals will negatively impact
service delivery for they lack the technical skills necessary for sound decision making.

Committee Observation

The Committee agreed with the proposal so as to ensure that the persons in charge of the
various levels of health facilities shall be only those within the medical profession, so as to
ensure efficient management and administration of public health services.

Section 18
17. Introduce item (vi) immediately after (v) to read:
(vi) Clinical services

Justification
The lack of a Directorate for Clinical Services to advise the Director-General on clinical
services has deprived the Ministry of important information necessary for policymaking.

Committee Observation
The Committee rejected the proposal since in terms of Standing Order 133(5), the proposed
amendment deals with a different subject matter that is not contained in the Bill.

2.3 THE ASSOCIATION OF PUBLIC HEALTH OFFICERS (KENYA)

The Association of Public Health Officers (Kenya) appeared before the Committee on Tuesday
16™ November, 2021. In their submissions, they proposed amendments to the Public Health
Officers, Training, Registration and Licensing Act, No 12 of 2013, NHIF Act, No 9 of 1999,
Tobacco Control Act, 2007 and Health Act, 2017, No 21 of 2017 as follows-

Public Health Officers, Training, Registration and Licensing Act

Section 3(3)(h)

18. Let the professionals regulate themselves as they have the technical competence to oversee
compliance of health workers in their practice and training.

Justification
The other nominees namely, the representative of the Attorney General, the representative of
the Permanent Secretary of Health, and others may bring other qualifications other than

public health and can be sourced when required.

Committee Observation
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The Committee rejected the proposal and recommended the reconstitution of the Council to
include members having the necessary knowledge and expertise in public health which is
relevant to fulfill the objects and functions of the Board.

NHIF Act, No 9 of 1999.

— Section4

19. Representatives 1n the board of NHIF should be nominees of or appointed by joint health
workers on a rotational basis.

Justification
It would be discriminatory and unconstitutional to neglect other cadres who have the
necessary competencies.

Committee Observation

The Committee rejected the amendment since all proposed amendments to the National
Hospital Insurance Fund Act, No. 9 of 1998 were considered in the National Hospital
Insurance Fund (Amendment) Bill, 2021 which was passed by the House on 21* December,
2021.

Tobacco Control Act, 2007

Section 5

20. The Tobacco Control Act should be reconstituted in line with Mwongozo Code. It should
however retain the key sectors for example Health, Agriculture, etc.
Add a representative from the Association of Public Health Officers of Kenya (APHOK).

Justification

A representative to be nominated from APHOK as they represent the public health officers
and technicians who are the field enforcers of the Tobacco Control Act.

It is important to make the board more geared to the needs of the public as opposed to the
government.

Committee Observation

The Committee agreed to the proposal to have the representation of public health officers in
the Board, as well as to include persons having relevant expertise and representatives of the
relevant stakeholders.

First Schedule: Levels 4, 5 and 6.

21. The position is to be subjected to a competitive process open to all qualified health
professionals with requisite managerial competence.
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Justification
The proposal seeks to promote fairness.

Committee Observation
The Committee agreed to the proposal to retain the health professionals to be in charge of
public health facilities.

Health Act, 2017. No 21 of 2017.

Section 49

22. Remove the qualification that limits the Chief Executive Officer (C.E.O) to be a medical
practitioner and substitute it with the C.E.O to be a health professional with a degree in a
health-related field and a masters in a relevant health science field.

Justification
Limiting the qualifications of the C.E.O to the practice of medicine is discriminatory to other
health professionals.

Committee Observation

The Committee rejected the proposal since the Bill provides that the Chief Executive Officer
shall possess a degree from a university recognized in Kenya, without specifying that the
degree must be in the health profession.

2.4 THE PHARMACY AND POISONS BOARD

The Pharmacy and Poisons Board appeared before the Committee on Tuesday 16™ November,
2021. In their submission, they proposed amendments to the Pharmacy and Poisons Act, Cap 244
and the Medical Laboratory Technicians and Technologists Act No. 10 of 1999 as follows-

Pharmacy and Poisons Act, Cap 244
Clause 3
23. Clause 3(1) should be amended by—
Amending subsection (a) by inserting the qualifications of the Chairperson
(1) Be a registered pharmacist of good standing with a degree in Pharmacy; and
(i)  Have at least ten years of experience in the pharmaceutical sector.
Deleting subsection (d) and replacing it with-
(d) Director of pharmaceutical services
Deleting subsection (c¢) and subsection (e)
Deleting subsection (f)(i), (ii), and (iii) and replacing it with- _
@ ...... appointed by the Cabinet Secretary by virtue of their knowledge or expertise to
represent-
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1) community pharmacy

i1) industrial pharmacy

1i1) Hospital pharmacy

iv) Pharmacy training institutions

——  Justifieation
a. To comply with the limits set in the Mwongozo to have a maximum of 9 members in the
Board.

b. Pharmacy and its regulation is complex and requires a Chairperson and members with the
technical knowhow to be able to offer strategic direction to the organization

c. The office of the Chief Pharmacist is now known as Directorate of pharmaceutical
services.

d. To ensure the Board has members with relevant qualifications and experience for the
achievement of the mandate of the PPB.

Committee Observation
The Committee agreed with the proposal to set the qualifications for the chairperson, as well
as to have persons with the relevant knowledge and expertise in pharmacy within the Board.

Clause 3B
24. Delete this amendment

Justification
The National Quality Control Laboratory is a Directorate under the Pharmacy and Poisons
Board.

The amendment seeks to comply with international best practices proposed by the World
Health Organization (WHO) and the African Union (AU) Model Law on Regulation of
Medical Products and Health Technologies by proposing that the National Quality Control

DPR

Committee Observation
The Committee rejected the proposal since a deletion of section 3B would amount to the
deletion of the functions of the Pharmacy and Poisons Board.

New Clause

25. Insert the following new amendment immediately after the proposed amendment to section
3

P _.




(4) The Board shall be a body corporate with perpetual succession and a common seal, and
shall be capable in its corporate name, of—

a) suing and being sued;

b) acquiring, holding and disposing of property; and

¢) borrowing and lending money.

Justification

Introducing the corporate nature of the Board ensures continuous indefinite succession of the
Pharmacy and Poisons Board until otherwise dissolved by Parliament.

Committee Observation
The Committee agreed to the proposal providing for the corporate status of the Board to
ensure continuity in the functions of the Pharmacy and Poisons Board.

New Clause

26. Section 3B (2) (k) of the Pharmacy and Poisons Act, Cap 244 is amended by inserting the
following words-
...conduct laboratory testing of health products and technologies and issue certificates of
analysis.

Justification
To provide for the board’s function to conduct laboratory testing and issuance of certificates
of analysis to align with the Health Act, 2017.

Committee Observation
The Committee rejected the proposal since the functions of the Board are provided in the Act.

Section 35C
27. Delete the proposed amendments to section 35C

Justification

A single national medicines regulatory agency with an inspection and laboratory testing
component is in line with global best practices and would thus be considered reasonable in the
Kenyan context.

Committee Observation

The Committee agreed to the amendment to retain the National Quality Control Laboratory as
a body corporate, since it plays a vital role in the examination, testing and analysis of drugs.

Section 35D
28. Delete the proposed amendments to section 35D
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Justification

The practice world over is such that the national medicines regulatory authorities have a
quality control facility as part and parcel of the authority.

Countries in the European Economic Area (EEA) and European Union (EU), UK, Australia,

USA,—Canada,—Japan,—ameng—others—have—quality —control—and—inspection—departments

domiciled in the medicine’s regulatory authority.

Regionally, the quality control laboratory is a department of the Regulatory authority that is
the National Drug Authority of Uganda (NDA) and the Tanzania Medicines and Drugs
Authority (TMDA).

Committee Observation
The Committee agreed to the amendment to retain the National Quality Control Laboratory as
a body corporate, since it plays a vital role in the examination, testing and analysis of drugs.

Section 35E
29. Delete the proposed amendments

Justification

The practice world over is such that the national medicines regulatory authorities have a
quality control facility as part and parcel of the authority. Countries in the European
Economic Area (EEA) and European Union (EU), UK, Australia, USA, Canada, Japan,
among others have quality control and inspection departments domiciled in the medicine’s
regulatory authority.

Regionally, the quality control laboratory is a department of the Regulatory authority that is
the National Drug Authority of Uganda (NDA) and the Tanzania Medicines and Drugs
Authority (TMDA).

Committee Observation
The Committee agreed to the amendment to retain the National Quality Control Laboratory as
a body corporate, since it plays a vital role in the examination, testing and analysis of drugs.

Section 35F
30. Delete the proposed amendments to section 35F.

Committee Observation

The Committee agreed to the amendment to retain the National Quality Control Laboratory as
a body corporate, since it plays a vital role in the examination, testing and analysis of drugs.
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Section 35G
31. Deleting the proposed amendments to section 35G.

Committee Observation
The Committee agreed to the amendment to retain the National Quality Control Laboratory as
a body corporate, since it plays a vital role in the examination, testing and analysis of drugs.

Section 35H
32. Deleting the proposed amendments to section 35H.

Committee Observation
The Committee agreed to the amendment to retain the National Quality Control Laboratory as
a body corporate, since it plays a vital role in the examination, testing and analysis of drugs.

Section 351 :
33. Deleting the proposed amendments to section 35I.

Committee Observation

The Committee agreed to the amendment to retain the National Quality Control Laboratory
as a body corporate, since it plays a vital role in the examination, testing and analysis of
drugs.

Section 35J
34. Deleting the proposed amendments to section 35J.

Committee Observation
The Committee agreed to the amendment to retain the National Quality Control Laboratory as
a body corporate, since it plays a vital role in the examination, testing and analysis of drugs.

Section 35K ;
35. Deleting the proposed amendments to section 35K.

Committee Observation
The Committee agreed to the amendment to retain the National Quality Control Laboratory as
a body corporate, since it plays a vital role in the examination, testing and analysis of drugs.

New Clause
36. Insert the following transitional provisions-
(1) In this Section-
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(a) “effective date™ means the day upon which this Act comes into operation; and
(b) “Laboratory” means the National Drug Quality Control Laboratory established by
section 35D of the Act;

(2) On the effective date, all the funds, assets and other property, both movable and
immovable, which immediately before such date were vested in the Laboratory, shall by

virtue-of this subsection: vest-in-the Board-

(3) On the effective date, all rights, powers and liabilities, whether arising under any written
law or otherwise which immediately before such day were vested in, imposed on or
enforceable against the Laboratory shall, by virtue of this subsection, be deemed to be
vested in, imposed on or enforceable against the Board.

(4) On the effective date, any staff employed by the National Quality Control Laboratory
shall be deemed to be an employee of the Pharmacy and Poisons Board.

(5) The Board of Management existing before the effective date shall be dissolved and any
appointments thereof revoked by Legal Notice.

(6) The person who immediately before the effective date occupies the office of the Director
appointed by the Board of Management shall serve as head of a Directorate as determined
by the Pharmacy and Poisons Board.

(7) Any reference in any written law or in any document or instrument to the Laboratory
shall on and after the appointed day, be construed to be a reference to the Board.

The annual estimates of the Laboratory for the financial year in which the appointed day
occurs shall be deemed to be part of the annual estimates of the Board for the remainder of
that financial year but such estimates may be varied by the Board in such a manner as the
Cabinet Secretary may approve.

Justification
To make provision for the transitional arrangements in view of the merger of the Board and
the NQCL.

— Committee Observation
The Committee rejected the proposal since the Committee recommended the retention of the
National Quality Control Laboratory as a body corporate.

The Medical Laboratory Technicians and Technologists Act No. 10 of 1999
Section 25(2)
37. Proposed amendments.

Justification
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It is important to note that in framing the right to health, the Kenyan Constitution under
Article 43(1) adopted the right to the highest attainable standard of health.

. A unified health system has been envisaged by the law and policy documents, more
specifically the mother law, Health Act, 2017.

Further, WHO recommends that in essence, governments are encouraged to follow the
growing movement towards harmonized regulatory systems because a proliferation of
different national regulations increases costs, hinders access to health care technologies,
and can even unwittingly jeopardize the safety of the patient.

. The Pharmacy and Poisons Board is established under the Pharmacy and Poisons Act
(Cap 244) as the national medicines regulatory authority in Kenya mandated to protect
the health of the public by regulating the profession of pharmacy and ensuring the safety,
quality and efficacy of health products and health technologies.

The Kenya Medical Laboratory Technicians and Technologists Board (KMLTTB) is
established by the Medical Laboratory Technicians and Technologists Act No. 10 of
1999. The object and purpose for which the Board is established is to exercise general
supervision and control over the training, business, practice and employment of
laboratory technicians and technologists in Kenya and to advise the Government in
relations to all aspects thereof.

The PPB is responsible for the regulation of health products and technologies, as
stipulated under section 3B of the Pharmacy and Poisons Act.

. The KMLTTB has continuously purported to be the regulator for reagents, medical
devices and diagnostics including in-vitro diagnostics, which is strictly within the
purview of the PPB. This has continuously led to confusion among stakeholders as to the
proper regulatory body.

. The move by each profession seeking to regulate its own commodities ultimately results
in fragmentation and double taxation thus posing a risk to the public as the PPB is unable
to assure the public on safety, quality and efficacy in line with its mandate.

A single national medicines regulatory agency is in line with global best practices and
would thus be considered reasonable in the Kenyan context.

2.5 THE PUBLIC HEALTH OFFICERS AND TECHNICIANS’ COUNCIL

The Public Health Officers and Technicians’ Council appeared before the Committee on
Tuesday 16" November, 2021. In their submission, they proposed amendments as follows-

Section 3(3)
38. The section should read as follows-
(a) A non-executive chairperson appointed by the Cabinet Secretary for Health who shall

be—
1. A public health officer of not less than ten years standing registered under this

Act;
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ii. A holder of a degree from a university recognized in Kenya and is registered

under the Act:
1il. Has served in a position of Senior Management for a period of not less than six
years.
iv. Meets requirement of chapter six of the Constitution.
V- Meets-the requirement of fit-and-proper-test- =

(b) The principal secretary for Health or his/her representative, appointed in writing.

(c) The principal secretary for the time being responsible for finance or his or her
representative in writing.

(d) The Director General for Health or his/her representative appointed in writing.

(e) One registered public health officer being the Director Public Health at the National
Government

(f) One registered public Health Technician representing the County Governments and
nominated by the Council of Governors.

(2) One registered Public Health Officer representing training institutions nominated in a
forum of approved training institutions offering public health programmes.

(h) One registered member being not a public officer, nominated by the professional
Association by virtue of gender, disability, regional balance, and their knowledge.

Justification

a. That the Public Health Officers/Technicians Council is a mandated professional
regulatory body should exercise autonomy from direct control of the Ministry of Health
who should, to a large extent, have representation as a key stakeholder but not direct
control on appointments.

b. This will permit the regulatory body to oversight all professional matters and inform
independent advisory opinions to the Government.

c. Direct influence through appointments and representation of non-professional persons
would negate this function and lose oversight of this professional role and practise
standards.

d. It is also considered that a clear line should be drawn between regulatory hodies and state

corporations in the composition of the board members.

e. The recruitment of the staff members as the secretariat will add to a mix of skills and
expertise. Key professionals drawn from ICT, law, economics, accounting, ICT,
procurement amongst others to add value to the operations of the Council at the level of
secretariat and consultancies. However, corporate governance and strategy level should
be supported by professionals in the sector.

f. In addition, the representation of the principal secretaries of Health and Finance, the
Attorney General or his/her representative and one member, being not a public officer
appointed by the Cabinet Secretary will add to the mix of skills and knowledge from
different sectors that will inform governance and regulation.
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Committee Observation

The Committee agreed to set the qualifications for the chairperson, as well as to include
more persons having knowledge and expertise in public health which is necessary to
fulfill the objects and functions of the Board.

Section 3(3)(h)
39. (1) The Chief Executive Officer who shall be the Registrar and an ex-officio Member of the
Council
Section 37(1)(a) should read:
There is established the Disciplinary Committee of the council which shall consist of:
(a) The chairman of the committee which shall be nominated by the Council among the
Disciplinary committee members.

Justification

The section proposes deletion of section 3(3) particularly the deletion of the current
3(3)(h) which proposes that the appointee is the chairman of the Disciplinary Committee.
The proposal will cure the lacuna occasioned by the proposed deletion of the section.

Committee Observation
The Committee rejected the proposal since the Association of Public Health Officers is
retained as contained in the Act.

Section 3A
40. Delete the proposed new section 3(A)

Justification

The roles of the corporation secretary including direct communication with the
chairpersons of the Boards/Councils is a potential cause of conflict in the relationship
between the governance and management levels.

Currently, there are no gaps in the execution of the functions by the Registrar/CEOs and
the inclusion of this position. However, the functions of Corporation Secretary will create
an overlap in the execution of functions of the Registrars/CEOs.

Further provision of guidance to the Council on their roles is a function of effective
induction of the Council and, if need be, outsourcing of legal services including the
utilization of the Attorney General as a Government chief legal advisor.

Further, the mode of operations of regulatory bodies, unlike state corporations, do not
require the services of corporation secretaries. However, the Boards/Councils utilize the
services of Legal officers at the level of secretariat. Various boards and councils outsource
legal services as a cost-cutting mechanism.
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