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CHAI RPERSON'S FOREWORD

This report contains the proceedings of the Departmental Committee on Health on its
consideration of The Quality Healthcare and Patient Safety Bill, 2o25 (National Assembly
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Bill No. "\1 ol'2o"25) sponsored by the Hon. Leader of the Majority Party, which was published
on l2tr' .ldy, 2025. The Bill was read the First Time in the Hor.rse on Thursday,lr!tr'August
2o"25, and thereafter committed to the Departmental Committee on Health for consideration
and reporting to the IIouse pursuant to the provisions ofStanding Order 127.

The Bill has hundred (too) claLrses and seeks to give effect to Article +s(t)(a) of the
Constitution on the right to the highest attainable standard of health. It further seeks t<r

provide for the responsibility ofthe national and county governments in the realisation of
quality ofhealthcare lbr patients; to provide for the establishment, powers and functions of
the Quality Flealthcare and Patient Safety Authority, registration, I icensing and accreditation
ofhealth fhcilities and to provide for the setting ofstandards for quality ofhealthcare.

Follorving the placement of an advertisement in the print media on 22,',1 August 2025 seeking
public and stakeholder views on the Bill pursuant to Article l l s(t ) (b) of the Constitution and
Standing Order t27(3), the Committee received submissions from sixteen (to) stakeholders,
including the Ministry of Health (MOH), Office of the Attorney General and Departmentof
Justice (OAG), and the National Gender and Equality Commission (NGEC), Kenya
Accreditation Service(KENAS),Pharmacy and Poisons Board(PPB), Kenya Association of
Pharmaceutical I ndustry(KAPI ),Kenya Healthcare Federation (KHF),Pharmaceutical Society
of Kenya (PSK), Pharmaceutical Society of Kenya, Nairobi Branch, Kenya National
Commission on Human Rights(KNcHR),Kenya Medical Practitioners and Dentists
Council(KMPDC), Kenya Health Professions Oversight Authority (KI-IPOA), the Law
Society of Kenya (l.SK), Mr. George Otieno Agal, Dr. Kipruto Chesang and Dr. Richard
Mogeni, Consultant Obstetrician and Gynaecologist.

The Committee is grateful to the O{fices of the Speaker and the Clerk of the National
Assernbly lbr the logistical and technical support accorded to it during its sittings. The
Committee lirrther wishes to thank all stakeholders who submitted memoranda on the Bill.

Finally, I wish to express my appreciation to the Honourable Members of the Committee and
the Committee Secretariat for their valuable contributions towards the consideration of the
Bill and the production ofthis 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 the
Report of the Committee on its consideration of the Bill.

It is rny pleasr.rre to report that the Committee has considered the Quality Healthcare and
PatientSalbtyBlll,"2o2S(NationalAssemblyBillNo.4l ofeoas)andhasthehonourtoreport
back to the National Assembly with the recommendation that the Bill be approved with
amendments as reported by the Committee.
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The Committee also engaged various stakeholders, including the Ministry of Flealth (MOH),
KMI']DC, the Clinical Officers Council, the Nursing Council of Kenya, the Kenya Medical
Laboratory Technicians and Technologists Board, the Office of the Attorney General and
Department of .Iustice (OAG and DOJ), and the Kenya Law Reform Commission (KLRC), to
make oral submissions on the Bill.



JAMES WAMBURA, CBS, MP
CHAIRPERSON, DEPARTMENTAL COMMITTEE ON HEALTH
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CHAPTER ONE

I.O PREFACE

r.t Establishment and Mandate of the Committee
l. The Departmental Committee on Health is one of the Departmental Committees of

the National Assembly established under Standing Order 2 l6 whose mandates
pursuant to the Standing Order 216 (5) are as follows:

a) To investigate, inquire into, and report on all matters relating to the mandate,
management, activities, administration, operations and estimates of the
assigned ministries and departments;

b) To study the programme and policy objectives of ministries and departments
and the effbctiveness of the implementation;

c) on a quarterly basis, monitorand report on the implementation of the national
budget in respect ofits mandate;

d) To study and review all legislation referred to it;
e) To study, assess and analyse the relative success of the rninistries and

departments as measured by the results obtained as compared rvith their stated
objectives;

f) To investigate and inquire into all matters relating to the assigned ministries
and departments as they may deem necessary, and as may be referred to them
by the House;

g) To vet and report on all appointments where the Constitution or any law
requires the National Assembly to approve, except those under Standing
Order 2o4 (Committee on Appointments);

h) To examine treaties, agreements and conventions;

i) To make reports and recommendations to the House as olten as possible,
including recommendations of proposed legislation;

j) To consider reports of Commissions and Independent Offices submitted to the
House pursuant to the provisions of Article z5+ of the Constitution; and

k) To examine any questions raised by Members on a matter within its mandate.

r.2 Subjects under the Committee
2. In accordance with the Second Schedule of the Standing Orders, the Committeeis

mandated to consider matters related to health, medical care and health insurance,
including universal health coverage.

r.9 Oversight
3. In executing its mandate, the Committee on Health oversees the:

i. State Department for Medical Services and;
ii. State Department for Public Health and Professional Standards.
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r.4 Committee Membership
4. The Departmental Committee on Health was constituted by the House on 27 tl'

October 2022 and comprises the following Members:

Chairperson
Hon. Dr. Nyikal .lames Wambura, MP

Seme Constitrrency
ODM Partv

Vice-Chairperson
Hon. Ntwiga, Patrick Munene MP

Chuka/l gambang'ombe Constituency
UDA Partv

Hon. Owino Martin Peters, MP
Ndhiwa Constituency
ODM Party

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

Hon. Wanyonyi Martin Pepela, MP
Webuye East Constituency
Ford Kenva Partv

Hon. Kipng'ok Reuben Kiborek , MP
Mogotio Constituency
UDA Partv

FIon. (Dr) Robert Pukose, MP
Endebess Constituency
UDA Party

Hon. Kibagendi Antoney, MP
Kitutu Chache South Constituency
ODM Part.v

Hon. Julius Ole Sunkuli Lekakeny, MP
Kilgoris Constituency
KANU

Hon. Maingi Mary, N{P
Mwea Constituency
UDA Party

Hon. Mathenge Duncan Maina, MP
Nyeri Torvn Constituency
UDA Partv

Hon. l,enguris Pau]ine, MP
Samburu (C.WR)
UDA Partv

Hon. Oron Joshua Odongo, MP
Kisumu Central Constituency
ODM Party

I lon. Mukhrvana Titus Kharnala, MP
I-urambi Constitrrency
ODM Partv
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Hon. (Prof) Jaldesa Guyo Waqo, MP
Moyale Constituency
UPIA Partv



1.5 Committee Secretariat
5. The Committee is facilitated by the following staffsecretariat

NIr. Adan Gindicha
Principal Clerk Assistant II-HOD

Mr. Ellam Onruhinda
Clerk Assistant III

Ms. Gladys .lepkoech Kiprotich
Clerk Assistant III

Ms. Marlene Ayiro
Principal Legal Counsel I

Ms. Ii-aith Chepkemoi
Legal Counsel II

N{r. Fliram Kimuhu
Fiscal Analyst II

Mr [']ric Lrrngai
Hansard Reporter II

Ms. Sheila Chebotibin
Principal Serjeant-At-Arms

Ms. Abigael Muinde
Research Officer III

Ms. Mercylyn Kenrbo
Audio Recording Officer

Mr. Flillary Mageka
Media Relations Officer III
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I CHAPTER T\vO
2.O THE QUALITY HEALTHCARE AND PATIENT SAFETY BILL, 9095
(NATIONAL ASSEMBLY BILL NO. 4t OF eoss)

9.I BACKGROUND ON THE BILL

The Quality Healthcare and Patient Safety Bill, 2o25 (hereinafter referred to as "the
Bill"), sponsored by the Hon. Leader of the Majority Party was referred to the
Departmental Committee on Health for consideration after First read on Thurdsay,
l4th August 2O25.

The Bill seeks to give effect to Article +s( t)(a) of the Constitution on the right to the
highest attainable standard of health. It further seeks to provide for the
responsibility ofthe national and county governments in the realisation ofquality of
healthcare for patients; to provide lor the establishment, powers and functions ofthe

Quality Healthcare and Patient Safety Authority, registration, licensing and
accreditation ofhealth facilities and to provide for the setting ofstandards for quality
of heal thcare

2.9 OVERVIEW OF THE BILL

Part I (clause I to 6) provides for preliminary matters including the short title, the
objects of the Act and guiding principles on the implementation ofthe law when it
becomes operational. The objects ofthe law are to guarantee patient rights and
patient safety, provide a framework for the setting of standards for healthcare
services and health facilities, improve the quality ofhealthcare services and health
outcomes; ensure health facilities provide healthcare services in a manner that
guarantees high-quality care, safety, effbctiveness and efficiency and establish
mechanisms for the implementation and monitoring of standards of quality
healthcare.

It also provides various definitions such as quality of healthcare and accreditation
for quality of healthcare among others. It further sets out the role of the Cabinet
Secretary responsible for health as well as those of the county governments in
implementation of the Act.

10. Part II (clause i to 25) outlines the rights ofpatients who seek healthcare services
from a health facility. These rights are to be read with those provided for under the
HealthAct, Cap.z+t. The rights include right tosafeandqualitycare, right to timely
and effective care, right to safb and accessible health facilities, right to safe processes

and practices, right to care by a qualified health professional, right to dignity and
equity, right to information and decision making, right to be heard and right to safe

and quality health products and technologies. A health facility that fails to comply
rvith the provisions on patient safety and quality assurance measures commits an

offence and is liable to a fine not exceeding fifty million shillings or to imprisonment
for a term not exceeding ten years.

11. Part III (clause 26 to +l) provides for the establishment of the Authority as the
primary regulator of health facilities for purposes of quality of healthcare, its
functions, powers; the composition, term of office, functions and qualifications of the
Board of Directors of the Authority. It further provides for the appointment of a

Chief Executive O1Ticer and the staffof the Authority.

6
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13. Under clause 29, the puality Healthcare and Patient Safety Authority is to be
managed by a Board of Directors consisting of- (a) a chairperson appointed by the
President; (b) the Principal Secretary in the Ministry for the time being responsible
for matters relating to quality ofhealthcare standards or a representative designated
in writing; (c) the Principal Secretary for the National Treasury or a representatire
designated in writing; (d) the Attorney-General or a representative designated in
writing; (e) the Director-General; (f) one person appointed by the Cabinet Secretary,
not being a Governor, nominated by the Council of County Governors with
knowledge in matters of health, quality improvement; management and quality (g)
one person appointed by the Cabinet Secretary, not being a public officer, to
represent healthcare providers; (h) one person appointed by the Cabinet Secretary to
represent the public; and (i) the Chief Executive Officer, rvho shall be an ex officio
member of the Board.

14. Part IV (clause 42 to ir) provides for the process of registration, licensing and
accreditation ofhealth lacilities including timelines and prerequisites for grant of
certificates for registration, licensing and accreditation, the validity period and
instances where the Authority can order suspension or revocation ofthe certificates.
Accreditation is based on compliance rvith quality standards and will be valid for two
(z) years. Fraudulent accreditation attracts fines up to Kshs. one million or
imprisonment of up to one year.

15. The Part also provides for consequences of operating health facilities which are not
registered or licensed. This will constitute an olfence punishable by a fine of up to
Kshs. ten million or imprisonment of up to five (5) years. Whereas operating a health
facility whose licence has been revoked attracts a fine of trventy million shillings or
imprisonment for a term not exceeding ten years.

16. The Part further sets out the quality impro'u'ement in a health facility, the procedure
for quality scoring and rating, arvard of perfbrmance rating and monitoring of
compliance by the Authority. The Part requires health f acilities to implement quality
improvement plans, undergo scoring and rating, be subject to sanctions for non-

a
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12. Under this Part, the lunctions ol the Quality Healthcare and Patient Safety
Authority are to:(a) regulate the development of health facilities' infrastructure; (b)
register, license and accredit health facilities; (c) regulate the conduct of health
facilities; (d) enfbrce compliance rvith quality of healthcare standards; (e) inspect
health facilities for compliance with the quality of'healthcare standards; (f) undertake
or cause to be undertaken, regular inspections, monitoringand evaluation ofhealth
facilities to ensure compliance with the provisions of this Act; (g) establish and
implement a system of accreditation of health lacilities for quality of healthcare; (h)
accredit health facilities for purposes ofempanelment and contracting under section
33 and s+ of the Social Health Insurance Act; (i) maintain a register of registered,
licensed and accredited health facilities, [) inspect and accredit hea]th facilities for
purposes of internship and training; (k) promote public awareness on quality of
healthcare including on patient rights; (l) build capacity on matters related to quality
of healthcare; (m) provide policy advice and make recommendations to the Cabinet
Secretary on matters related to quality ofhealthcare; (n) advise the Cabinet Secretary
and county governments on the standards of quality of healthcare for health
facilities; and (o) perform such other functions as may be as necessary for the
promotion of the objects of this Act or prescribed by any other written law.



\ compliance including fines, warning or closure), and be entered into a national
register.

17. Part V (clause i2 to 82) provides for the conduct of inspections including
unannounced visits and investigations by the Authority including the appointmeng
qualifications, code of conduct and powers of inspectors. The Part empower
inspectors and the Authority to suspend unsafe services or close facilities in cases of
imminent danger. The Part also criminalizes obstruction of inspectors', an offence
which will attract penalties including fines of upto Kshs. two million or
imprisonment of up to two years.

18. Part VI (clause 83 to 86) provides for the establishment of a Health Care Tribunal,
its composition and its role in ad.iudicating disputes arising out of matters envisaged
by the Bill and the administration and enforcement of disputes in the health sector
once it is enacted. The Tribunal shall be a specialized forum for healthcare disputes
and will determine appeals against Authority decisions and complaints relating to
patient rights and safety.

20. PaTtVIII(clause93) providesforthedelegationofpowertotheCabinetSecretary
in the Ministry responsible for health, in consultation with the Board of Directors of
the Authority, to make regulations for the better carrying into eflect of the
provisions of the Act and the general provisions such as accreditation and
categorization of heal th facilities.

21. Part IX (clause 94 to 98) provides for the right ofreview ofa decision made under
the Act, appeal, offences such as such as falsification of records, obstruction of
inspectors and the general penalty.

22. Part X (clause 99 to loo) provides for the transitional provisions in relation to the
registration of existing health facilities as well as consequential amendments to other
statutes in light of the introduction of this Bill. These amendments are necessarJ
since the Bill seeks to separate the regulation of health facilities from that of the
practitioners.

23. The First Schedule provides for the conduct ofthe business and affairs ofthe Board
of the Authority in terms of minutes, quorum among others.

24. The Second Schedrrle provides the consequential amendments which ensure
harmonization of related laws including the Health Act, the Pharmacy and Poisons
Act, Mental Health Act, Medical Practitioners and Dentists Act, Medical Laboratory
Technicians and Technologists Act, Nutritionists and Dieticians Act, Counsellors
and Psychologists Act, Physiotherapists Act, Clinical Officers (Training,
Registration and I-icensing) Act, Radiographers Act, Public Health OlTicers

(Training, Registration and Licensing) Act, Occupational Therapists (Training,
Registration and Licensing) Act, Nurses and Midwives Act, Health Records and

Information Managers Act and the Social Health Insurance Act.

6

19. Part VII (clause 87 to 92) pro'u'ides the sources of funds of the Authority including
appropriations by the National Assembly, donations, and grants; the modalities on

annual reporting by the Authority and handling of the accounts of the Authority
including the audit of its finances.



CHAPTER TI-IREE

3.O CONSIDERATION OF THE BILL BY THE COMMITTEE

3.1 LEGAL PROVISION ON PUBLIC PARTICIPATION

25. Article I ls (l) (b) of the Constitution of Kenya provides as follows-

"Parliament shall facilitate public participation and inaolaement in the lzgislatioe and other
business of Parliament and its Committees."

26. Standing Order tez(s) provides that-
"The Departmental Committee to which a Bill is committed shallfacilitate public participatint
on the Bill through an aPproPriate mechanism, incluling-

(a) inaiting submission of memoranda;

(b) holding public hearmgs;
(c) consulting relelant stakehold,ers in a sector; and
(d) consulting erperts on technical subjects.

27 . Standing Order t27(sA) further provides that-
"The Departmental Committee shall take into account the oians and recornmendations of the
public under paragraph (s) in its rc?ort to the Houe."

3.2 PUBLIC PARTICIPATION IN THE REVIEW OF THE BILL

28. The Quality Healthcare and Patient Safety Bill, 2o25 (National Assembly Bill No. +t Of
zozs)which was published on l2th .!dy,2025. Pursuant to Standing Order t27(t), the Bill
was referred to the Departmental Committee on Health, having been read the First Time
in the House on Thursday,l4tl' August 2O25.

29. Pursuant to the aforementioned provisions of the Constitution and the Standing Orders
on public participation, the Committee, through local daily newspapers (Nation and
Standard) of Friday, 22nd August 2026, published an advertisement inviting the public to
submit memoranda on the Bill.

30. The Committee also sought comments on the Bill from relevant stakeholders, namely the
Ministry of Health, the Office of the Attorney General, the Department ofJustice, and the
Kenya Law Reform Commission, vide letter dated 24,'h September 2o25.

31. Further, vide a letter dated 22nd October 2095, the Committee invited the Ministry of
Health, the Office of the Attorney General and Department of Justice (OAG & DOJ), and
the Kenya Law Reform Commission (KLRC) to submit memoranda on the Bill, which
were considered at a meeting held on Tuesday, 28th October 2O25. Subsequently, the
Committee held a further engagement with the Ministry of Health on Friday, 2l-'
November 2025 in Machakos County. The Committee also meet Kenya Health
Professions Oversight Authority (KHPOA) ,KMPDC, the Clinical Oflicers Council, the
Nursing Council and the Kenya Medical Laboratory Technicians and Technologists
Board in Mombasa County on lgtr, March 2026.

a
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3.3 SUBMISSIONS ON THE BILL

32. The Committee received submissions through oral presentations and rvritten
memoranda from the following institutions:

t. The Ministry of Health (MOH),
c. The Office of the Attorney General and Department of Justice (OAG and

DoJ)
3. The National Gender and Equality Commission (NGEC)
4. Pharmaceutical Society of Kenya (PSK) Nairobi Branch
5. Kenya Accreditation Service (KENAS)
6. Pharmacy and Poisons Board (PPB),
i . Kenya Association of Pharmaceutical I ndustry (KAPI ),
8. Kenya Healthcare Federation (KHF),
9. Kenya Health Professions Oversight Authority (KHPOA)
lo. Law Society of Kenya (tSK)
11. Pharmaceutical Society of Kenya (PSK),
IP. Kenya National Commission on Human Rights (KNCHR)
13. Kenya Medical Practitioners and Dentists Council (KMPDC)
14. Mr. George Otieno Agal
15. Dr. Richard Mogeni, Consultant Obstetrician and Gynaecologist
16. Dr. Kipruto Chesang
l?.The Kenya Medical Laboratory Technicians and Technologists Board

(KMLTTB)
18. Nursing Council of Kenya (NCK)
tg. Clinical Officers Council

33. THE MTNTSTRY OF HEALTH (MOH)

The Ministry of Health vide a letter dated 4th August 2o25 submitted as follows

Background

The Government of Kenya has identified healthcare as one of the core pillars of its Bottom-
Up Economic Transformation Agenda (BETA). In the Plan, a number of commitments have
been identified towards the delivery of Universal Health Coverage (UHC). These
interventions incl ude:

(a) A fully publicly financed primary healthcare comprising of preventive, promotive,
curative, palliative and rehabilitative services;

(b) Integrating Information Communication and Technology systems to enhance
telemedicine and health management information systems;

(c) Ring-fencing funds for healthcare from facility improvement funds to allocations lrom
the National Treasury in collaboration with County Governments;

(d) Setting up an emergency medical treatment fund to cater for emergency, cancer
treatment and referrals; and

(e) Providing Social Health Insurance coverage for all of Kenyans without exclusion in
the policy of "Leaving No One Behind".

8



The commitments are in line with the Kenya Vision 2o3o which, under the social pillar,
envisions a nation that is healthy and prosperous. The commitments further, align with the
Sustainable Development Goal (SDG), Number 3 on "Good Health and Well-Being" which
seeks to ensure "healthy lir.'es and promote well-being for all at all ages". In order to achieve
this, a number of success indicators are to be realized including the reengineering ofhealth
care services and the provision of functional, efficient and sustainable health infrastructure
network across the country. Pursuant to the commitments identified under BETA, the
Government put in place four (+) pieces of legislation to provide the legislative framework
upon which UHC will be realized as fbllorvs:

(a) ThePrimaryLlealthcareAct(No. l3of2023)toprovideaframeworkforthedelivery
of access to and management of primary health care;

(b) TheDigital HealthAct(No. ts of2o2s)toprovidefortheestablishmentoftheDigital
Health Agency; to provide a framework for provision of digital health services; and to
establish a comprehensive integrated digital health information system;

(c) The Facility I mprovement FinancingAct (No. l+ of 2023) to provide for public health
facility improvement financing and the management and administration of facility
improvement financing; and

(d) The Social Health Insurance Act (No. t6 of 2023) to establish the framework for the
management of social health insurance; to provide for the establishment of the Social
Health Authority; and to give effect to Article +S(t)(a) of the Constitution.

Despite these progressive frameworks, a significant challenge persists: many health facilities
and healthcare pror.'iders are yet to fully grasp the principles and benefits of quality
healthcare. Premised on the need to ensure the quality of healthcare services and the
protection of the safety of patients, the Ministry of Health, in collaboration with the County
Governments and the Office of the Attorney General and Department of Justice, has

developed a draft Quality Healthcare and Patient Safety Bill, 2o25.

In line with Article to of the Constitution, the Ministry subjected the Bill to stakeholder
engagements and public participation rvhere interested stakeholders and members of the
public submitted comments and views, and made representations regardingthe proposed Bill;
which were thereafter reviewed and incorporated into the Bill, where appropriate. The
Ministry subsequently sought the approval of the Oflice of the Attorney General &
Department of Justice on the Bill; which was granted vide the OII'ice's letter Ref
AG/LDD/trg/r/l o and dated es,,t Jt)y,eoe|.

3. Cabinet Approval on the Quality Healthcare and Patient Safety Bill, gogS

Following the Attorney ()eneral's approval, the Ministry developed a Cabinet Memorandtun
on the Quality Healthcare and Patient Safety Bill, 2o25, seeking the Cabinet's approval on the
tabling of the Bill in Parliament. The Cabinet Office subsequently, vide the letter Re[
CAB/GEN. 3/t/r VOL.XLIV/45 and dated 29tr' July, 2o25, communicated the Cabinet's
approval on the Bill lbr its onward transmission to Parliament.

Following the Cabinet's approval, the Office of the Attorney General and Department of
Justice has, vide the letter Ref, AGILDD/tts/t/tlo and dated stst July,2025, forwarded
the approved Bill to the l.eader of the Majority Party in the National Assembly for

D
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\ introduction in Parliament. The Ministry then forwarded the follorving documentation for
the Committee's consideration,

(a) Report of the Public Participation and Stakeholder Engagement conducted for the
puality Flealthcare and Patient Safety Bill, 2o25;

(b) I nvitation letters to stakeholders to engagement forums for the Bill;
(c) Attendance Registers lor the public participation exercise and stakeholder

engagement conducted for the Bill;
(d) Feedback forms for the public participation exercise and stakeholder engagement

forums;
(e) Matrix of the comments raised during stakeholder engagement forums on the Bill;
(Q Matrix of the comments raised during public participation on the Bill; and
(g) Matrix of comments raised by County Directors of Health on the Bill.

Further, when the Cabinet Secretary appeared before the Committee on 28th October 2o25,
the Cabinet Secretary requested the Hon. Members to support the Bill so that we can have a

framework for the regulation of quality healthcare and the realization of patient rights and

safety and submitted as follows:

(a) Article +3 of the Constitution enshrines every individual's entitlement to the highest
attainable standard of health, encompassing access to healthcare services, including
reproductive health, and guarantees emergency medical treatment.

(b) Article 21(2) mandates the State to take legislative, policy and other measures,
including the setting ofstandards, to achieve the progressive realisation ofthe right
to the highest attainable standard of health. These constitutional provisions have
elevated public expectations for improved quality in health service delivery.

(c) The Go','ernment is undertaking legal reforms intended to provide the legislative basis

for the realization of Universal Health Coverage (UHC), including through the
enactment of,

(i) The Primary Healthcare Act (No. rs of 2o2s);
(ii) The Digital Health Act (No. 15 of 2o2s);
(iii)The Facility Improvement Financing Act (No. t+ of zozs); and
(iv)The Social Health Insurance Act (No. rG of 2023).

(d) Despite these progressive frameworks, a significant gap exists in the provision of
quality healthcare services and the protection ofthe safety of patients, which are a

critical determinant of the overall health and well-being of a nation's popdation.
(e) The Ministry called upon the Committee to note that, as a country, we have never had

a national body responsible for quality healthcare and patient safety. This gap has led
to inconsistencies in the quality of healthcare services provided and has resulted in
various regulatory bodies independently setting standards for health facilities within
their respective mandate, resulting in a flragmented system ',vith no overarching
oversight and weak enforcement mechanisms. For instance, the Kenya Medical
Practitioners and Dentists Council, Clinical Officers Council, Kenya Medical
I-aboratory Technicians and Technologists Board, and the Nursing Council of Kenya
all operate independently in regulating healthcare institutions. This fragmented
regulatory framework leads to inconsistent standards, and accountability gaps,
ultimately compromising patient safety and quality of healthcare services.

(f) 'fhe current fragmented regulatory framework has left some healthcare services
unregulated. For instance, there are currently no nationally recognized standards for
ambulance services, which poses risks to patient safety, quality of healthcare, and
coordination during medical emergencies. Additionally, the fragmentation in the

10



health sector has led to significant gaps in the oversight of emerging healthcare
practices and procedures. As a resuJt, new services often operate in regulatory grey
areas, exposing patients and providers to legal uncertainty and potential harm. This
regulatory vacuum undermines the ability of existing institutions to provide
consistent guidance or recourse rvhen disputes arise.

(g) The presence ofmuJtiple regulators overseeingdiflerent aspects ofhealthcare facilities
has also made the regulatory environment costly, uncoordinated, and inefficient.
I lealth sen'ice providers are often required to obtain multiple Iicenses from different
regulatory bodies, each with their own compliance requirements, timelines, and
attendant costs. This fragmented approach results in increased administrative burden
and compliance costs for healthcare providers rvhich are ultimately passed on to
consumers in the form of increased healthcare charges. These inefllciencies undermine
the ease of doing business in the health sector and lead to increase in the cost of
healthcare services.

(h) The inadequate regulation and oversight have led to preventable medical errors, poor
patient experiences, and suboptimal health outcomes. As a resu-lt, there is growing
recognition ofthe need to institutionalize quality and patient safety across all levels
of the healthcare system.

(i) I n order to promote streamlined regulation of the health sector, consistency in quality,
enhanced accountability and patient safety across the healthcare system, there was
need to develop the Quality Healthcare and Patient Safety Bill which seeks to establ ish
a globally-acceptable concept of a national entity with the mandate to set, monitor,
and enforce healthcare standards at all levels ofcare. This will strengthen the quality
assurance framework and support Kenya's efforts towards achieving Universal He alth
Coverage by establishing a centralized regulatory authority to ensure that all
healthcare practices including newly introduced procedures and services are sub.ject
to clear, consistent, and enforceable standards.

fi) The Bill also seeks to introduce the concept of "accreditation of health facilities" in
accordance with the globally accepted best practice by setting national quality ofcare
accreditation standards which will guide the proposed Quality Healthcare and Patient
Safety Authority in the accreditation ofhealth facilities. These standards play a vital
role in promoting quality of healthcare and safeguarding patient rights. They guide
the systematic evaluation of facilities against established benchmarks related to
service delivery, governance, and patient safety. By ensuring adherence to these
standards, accreditation enhances the credibility, efficiency, and accountability of
health services, thereby contributing to improved health outcomes and public trust in
the system.

(k) The concept and practice of "accreditation" already exists in the country. However, it
is not applied in a uniform manner across sectors. Instead, diflerent industries and
professions have developed their own accreditation frameworks, each rvith distinct
standards, processes, and outcomes. Within our healthcare system, there are pockets
of accreditation carried out by different professional regulators which prescribe
different standards for health facilities resulting in a lack of uniformity in
accreditation.

(l) The Ministry noted that the concept of accreditation has come to be widely associated
with the Kenya Accreditation Service (KENAS) which, as provided under the Kenya
Accreditation Service Act (Cap. a96A), is specifically limited to the function of
assessing and accrediting conformity assessment bodies (CABs) in Kenya. For
instance, KENAS accredits international bodies such as the Joint Commission
International Accreditation (JCI), SafeCare and the International Organization for
Standardization (lSO) which operate under international standards, to ensure
conformity with global benchmarks, but does not set or enforce standards for

,
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accreditation of institutions. It is evident that the mandate of KENAS is limited to
assessing and accrediting conformity assessment bodies in Kenya and should not be

misconstrued as extending to the setting and enforcement o1'health standards. As
demonstrated by internationally recognized best practice, the responsibility for
setting health standards rests with the Cabinet Secretary for lJealth and their
enforcement must be carried out through a body established u,ithin the health sector.

(m)One of the primary functions of accreditation is to institutional ize continuous quality
improvement (CQI) within the healthcare system. Health Iacilities certified by the
proposed Quality Healthcare and Patient Safety Authority are required to adhere to
evidence-based clinical protocols, maintain adequate infrastructure, and provide safe

and effective care. This not only reduces medical errors and adverse events but also
improves treatment outcomes and overall patient satisfaction. 'fhe process of
accreditation also empowers patients to make informed choices by providing them
with reliable information about the quality of services across facilities. This fosters
public trust locally and internationally in the health system and increases demand for
services that meet acceptable standards.

(n) From the perspective ofpatient rights, accreditation also supports the enforcementof
key principles such as informed consent, confidentiality, dignity, non -discrimination,
and the right to timely and appropriate care.

(o) In developing this Bill, the Ministry drew upon best practices and conducted extensire
stakeholder engagements and public participation across all 47 Counties, in line with
Article to of the Constitution. Key stakeholders and members of the public were
granted the opportunity to submit comments, views, and representations on the Bill.
We carefully reviewed the feedback received and amended the Bill, where appropriate,
to ensure that it accurately reflects the needs and expectations ofour society.

(p) It is also evident that there has been a gap in the uniform regulation of healthcare,
which has created room for the entry and practice ofquacks. This lack ofconsistency
in reguJation has allowed unqualified individuals and unauthorized health facilities to
operate within the health sector, often without oversight or accountability. The
presence of such quacks undermines patient safety, exposes the public to preventable
harm, erodes trust in the health system, and compromises the quality of care and
patient safety delivered to citizens.

(q) The proposed Bill seeks to address these challenges by creating a unified regulatory
system for the oversight, registration, licensing and accreditation ofhealth facilities,
thereby promoting consistency, accountability, and improved healthcare outcomes. It
also seeks to establisha unified health sector tribunal to harmonize dispute resolution
within the health sector and to serve as a platform to interpret and adjudicate on
emerging health issues, thereby reinforcing oversight, fostering innovation within a

regulated framework, and safeguarding the rights ofall stakeholders.
(r) Clauses l-6 provides for preliminary matters including the short title, the ob.iects of

the Act and guiding principles on the implementation of the larv rvhen it becomes
operational. It further provides various definitions such as quality of healthcare and
accreditation for quality of healthcare among others. It sets or.rt the role of the Cabinet
Secretary responsible for health as well as those of the county governments in
implementation of the Act.

(s) Clauses 7- 25 outlines the rights ofpatients who seek healthcare services from a hea]th
facility. These rights are to be read with those provided lbr under the Health Act, Cap.
241. The rights include right to safe and quality care, right to timely and effecti'"e
care, right to safe and accessible health facilities, right to salb processes and practices,
right to care by a qualified health professional, right to dignity and equity, right to
information and decision making, right to be heard and right to safe and quality health
products and technologies.



(t) Clauses 26-4,1 provides for the establishment of the Authority as the primary regulator
ol' health Iacilities for purposes of quality of healthcare, its functions, porvers; the
composition, term of office, functions and qualifications of the Board of Directors of
the A uthority. I t further provides for the appointment of a Chief Executive Olficer and
the staffof the Authority.

(u) Clauses,l,2-7 I provides for the process ofregistration, licensing and accreditation of
health facilities including timelines and prerequisites for grant of certificates for
registration, licencing and accreditation, the validity period and instances where the
Authority can order suspension or revocation of the certificates. I t also provides for
consequences ofoperating health facilities which are not registered or licensed. It sets
out the quality improvement in a health facility, the procedure lbr quality scoring and
rating, aw'ard of performance rating and monitoring of compliance by the Authority.

(v) Clauses i2-82 provides for the conduct of inspections and investigations by the
Authority including the qualifications and powers of inspectors.

(w) Clauses 83-86 provides for the establishment of a Health Care Tribunal, its
composition and its role in adjudicating disputes arising out of matters envisaged by
the Bill and the administration and enforcement of disputes in the health sector once
it is enacted.

(x) Clauses 87-92 provides the sources offunds ofthe Authority, the modalities on annual
reporting by the Authority and handling of the accounts of the Authority including
the audit of its finances.

(y) Clauses 93-lOO provides for the delegation ofpower to the Cabinet Secretary in the
Ministry responsible for health, in consultation with the Board of Directors of the
Authority, to make regulations for the better carrying into eflect of the provisions of
the Act and the general provisions such as categorization of ambu-lances, right of
review ofa decision and appeal, offences and penalties and the transitional provisions
in relation to the registration existing health facilities as well as consequential
amendments to other statutes in light of the introduction of this Bill.

(z) The First Schedule provides for the conduct ofthe business and affairs ofthe Board of
the Authority while the Second Schedule provides the consequential amendments.

In addition, the Ministry of Health made an additional submission in response to the letter
dated 22"n October, 2025 referenced NA/DDC/DC-H/goqslgg and the in'"'itation to
appear belbre the Committee to discuss the Bill. The submission clarified the issues raised
on 7tl' October 2025 especially on the consequential amendments made to other health
laws. In this regard, the Ministry submitted as follows:

(a) The proposed amendments are intended to align existing health laws with the new
structure set out in the Quality Healthcare and Patient Safety Bill, especially in
areas related to registration, licensing, and accreditation. These changes are also
meant to clearly separate the regulation ofhealth professionals from the regulation
of' health facilities. This follows international best practice, which promotes
fairness and avoids conflicts ofinterest in regulating the health sector.

(b) Regarding the Health Act (Cap. 24,1), the Bill expands the definition of several
terms. Notably, the definition of "healthfacility"has been broadened to include
digital platforms used to provide healthcare services, as well as pharmacies and
ambulances. Other health laws, such as the Medical Practitioners and Dentists Act
(Cap. 253) and the Clinical Officers (Training, Registration and Licensing) Act
(Cap. zssE), attempted to define the terms health institution, clinic, and medical
centre,but these definitions were neither consistent nor standardized. The Quality
Healthcare and Patient Safety Bill now provides one clear and uniform definition
of the term "healthfacility " to harmonize all related aspects under a single law.
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(c) The proposed amendments to the Health Act concerning the Kenya Health
Professions Oversight Authority (KHPOA) are meant only to align its functions
with the proposed Quality Llealthcare and Patient Salety Authority. Under Clause
27 of the Bill, the proposed Authority will be responsible for registering,licensing,
accrediting and inspecting health facilities. The amendments don't change
KHPOA's core role of promoting and regulating inter-professional liaison
between statutory regulatory bodies. The changes mainly relate to inspections,
dispute resolution, and setting of standards, which will now fall under the
proposed Authority's mandate.

(d) For the Medical Practitioners and Dentists Act (Cap. 253), the Quality Healthcare
and Patient Safety BiU separates the regulation of health facilities by the Kenya
Medical Practitioners and Dentists Council (KMPDC) from the regulation of
individual medical practitioners and dentists. Currently KMPDC is responsible for
both registering, licensing, and inspecting health facilities, as well as registering
and licensing practitioners. The proposed amendment seeks to ensure that the
regulation ofhealth facilities is solely assigned to the proposed Authority.

(e) Similarly, the Clinical Officers (Training, Registration and Licensing) Act (Cap.
z55E) will be amended to separate the regulation of health institutions from that
of clinical officers.

(Q The proposed amendments also seek to assign the role of dispute resolution in the
health sector to the proposed Authority, as provided under Clauses I I and l6 of
the Bill. Where parties have exhausted the remedies available before the Authority
and are not satisfied with its decision, they may appeal to the Healthcare Tribunal
established under Part V ofthe Bill.

(g) As provided under Clause s+ of the Quality Healthcare and Patient Safety Bill, the
Tribunal is mandated to hear and determine all matters relating to the health
sector, including disputes between health facilities, patients, healthcare providers,
and regulatory bodies. Parties who have exhausted these remedies may thereafter
approach the High Court for further redress.

(h) Assured the Committee that all professional regulatory bodies, through their
respective Councils, will continue to regulate their respective professionals to
uphold integrity and professional ism. 'fhese core functions remain unchanged.
The only functions being transferred to the proposed Authority are the
registration, licensing, accreditation, and inspection of health facilities, as well as

the resolution of disputes within the health sector so as to ensure fairness and
efficiency.

(i) Called upon the Hon. Members to support the Bill so that we can transform our
country's health sector together and ensure the delivery of quality healthcare
services to all our patients.

Committee resolution: The Committee noted the comments from the Ministry of Health.

34. THE PHARMACEUTICAL SOCIETY OF KENYA

The Pharmaceutical Society of Kenya submitted as follows,

(a) Delete paragraph 19 and 20 ofthe Second Schedule. Section 23A proposed for
deletion relates to the power ofthe Pharmacy and Poisons Board to register and
close premises. Registration and licensing of pharmacy premises ought to be a
preserve of the Pharmacy and Poisons Board in line with Kenya's maturity level's
goal.
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(b) Delete paragraph 2t of the Second Schedule. Consider retaining the current
section *+( t )(mb) which ctrrrently gives the Cabinet Secretary responsible for
health in consultation with the Pharmacy and Poisons Board the power to make
rules on the standards and practice of pharmacy. This the role will still be
undertaken by the Cabinet Secretary responsible Ibr health under the Bill. The
attainment of the MLs status by Kenya is an ongoing process being undertaken
by the Ministry in collaboration with the PPB. 'fhe proposed amendment is not
only defective but also in breach of Kenya's commitment to international
obligations under WHO. While this paragraph proposes to delete section ++ of the
Pharmacy and Poisons Act, Cap. 244.

(c) Article +s of the Constitution provides for social and economic rights which
include the right to the highest attainablestandard ofhealth including the right
to health care services. The health function is devolved, rvith functions distributed
between the National Government and County Governments in the Fourth
Schedule. The National Government is tasked ',vith formulation of the Health
Policy while the County Governments are assigned the role of managing county
health facilities and pharmacies, ambulance services and the promotion of primary
health care.

(d) The HealthAct, Cap.24t, which seeks to implement the Constitutional provisions
on health matters further stipulates that the National Government shall
coordinate development of standards for quality health service delivery and
promote the use of appropriate health technologies ibr improving the quality of
healthcare.

(e) International instruments that Kenya has ratified also speak to this issue and
especially in line with health products and technologies and the practice of
pharmacy. WHO recognizes health products and technologies as one of the key
building blocks ofa health system. For instance, the WHO's Global Benchmarking
Tool (GBT) which defines nine core regu.latory functions including licensing of
premises and regulatory inspection, requires all medicine-handling facilities of
member states (manufacturers, wholesalers and retail pharmacies) to be regulated
by one regulatory body.

(f) The GBT which classifies national regulatory systems into maturity levels, has
classified Kenya at Maturity Level g which means Kenya has foundational
regulatory structures in place. The aim is to elevate Kenya to MLs status which
means aligning Kenya's ability to independently regulate medical products in line
with international good practices.

(g) I n line with this, the Pharmacy and Poisons Board in collaboration with the
Ministry of Health has made great strides in driving reforms to align the
regulatory framework with the WHO standards. This includes establishing
quality management systems, digitization of licensing and enhancing post-
marketing surveillance.

(h) Attainment of MLs status for Kenya would be a huge achievement as it would
accelerate access to safe and effective medical products through faster approval
processes, elevate public trust by ensuring quality and salety in health products
and technologies and open up opportunities lbr mutual recognition arrangements
and inclusion into the WHO Listed Authorities netrvorks.
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(i) The Bill addresses some of the issues and challenges raised in health sector
policies. It has made some progressive proposals, for instance, in clause l8 ofthe
Bill, on patient safety and quality assurance measures, it states that every health
facility shall adhere to the scope for healthcare pror.'iders employed or contracted
by them. This aligns with the proposals around the anticipated Pharmacy Practice
legislative framew'ork. However, some suggestions on how to improve the Bill
incl ude;-

3. In line with the above, the PSK r.rrges the Committee to consider recognizing
Pharmacy as a unique cadre based on how the healthcare service relating to
pharmacy is oflered across the world. Furthermore, we propose that
registration and licensing of community pharmacies is left to the Pharmacy
and Poisons Board or to be carried out jointly with the proposed Quality
Healthcare and Patient Safety Authority(Authority). This will be integral in
safeguarding Kenya's MLs goal by preserving this integration. Borrowing
from the UK example, we propose that the Authority retains the role of
accreditation ofpharmacies in line with the standards and guidelines developed

by the Cabinet Secretary and Director-General respectively.

Committee resolution: The Committee noted the comments by the PSK. Paragraph ts, eo
and q,t of the Second Schedule are proposed by deletion due to the overall objective of
separating the reguJation of health facilities from the regulation of healthcare professionals.
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t. There is need to ensure that, in line rvith global good practice, regulation of
the premises and practice of pharmacists is not separated. This is because the
practice is linked to the product held within the premises that is to be dispensed
to a patient. Furthermore, Kenya risks losing the MLs pathway if licensing is

split between the Pharmacy and Poisons Board and the proposed Quality
Healthcare and Patient Safety Authority. In the UK for example, the Medicines
and Healthcare Products ReguJatory Agency (MHRA), which is the equivalent
ofthe Pharmacy and Poisons Board in Kenya, undertakes the registration and
licensing of pharmacies in order to ensure that all pharmacies in the UK are

legally compliant and meet standards lor the safe handling and provision of
medicines. The scope of this regulation entails regulating the pharmacy
premises, the medicines they handle, and the sale of medicines, classifying them
into legal categories like General Sales List (GSL) and Pharmacy (P).

2,. The process involves an initial inspection and approval, followed by applying
for staff licensing and a final inspection and fee payment. Afterward, a

mandatory licence to operate as a pharmacy is issued. National Health
Service/Care Quality Commission carries out accreditation whose purpose is

to demonstrate a pharmacy's commitment to delivering continuous high-
quality patient care, setting high standards, and fostering continuous
improvement within the National Health Service. It encompasses various
aspects, such as accreditation of specific programmes for staffdevelopment or
quality assurance of services like hygienic preparation of medicines within
National Health Service facilities. This involves gathering evidence on
whether requirements have been met for roles like training officers and
adherence to quality standards, the outcome of which is a voluntary quality
benchmark and a route to recognition for practitioners and services within the
National Health Service.



35. THE LAW SOCTETY OF KENYA (LSK)

The Law Society of Kenya (l,SK) Submitted as follows;
a) Clause 2;

i. The definition of "emergency treatment" in the Health Act (Cap.2+t)(as amended) can
be retained (and the Health Act relbrred to in the definition).The word 'medical'in
'emergency medical treatment can be done away with as it is superfluous. The
definition would therefore read as fbllows: "E,mergency medical treatment" has the
same meaning assigned to it under Section z of the Health Act.

Alternatively: The definition of "emelgency treatment" that is used in the Health Act (Cap.
24,1) can be expanded, if the sponsor ofthe bill specifically intends to include in the definition
the transportation of patients who require emergency care.

In this case, the proposed definition can read as follorvs: "Emergency treatment" refers to
necessary immediate healthcare that mr.rst be administered to prevent death or worsening of
a medical situation, and includes healthcare services administered to patients while in transit
to or from a health facility.

Justification: The clause fails to capture the urgency of an emergency in its description, and
further, is drafted in a way that is quite vague and lacking in clarity. It prevents ambiguity
and incorporates the urgency and immediacy of emergencycare, which is a defining element
of emergencies.

Committee resolution: Not adopted. The proposed definition is more appropriate and is
aligned to the Health Act, Cap. 241.

ii. Proposes that in the Health Act, "healthcare professionals" is used instead of
"healthcare providers", yet the definition of "healthcare provider" includes a health
professional. The better phrase to be used in the definition (as it is all -encompassing),
is therefore "healthcare providers".

The proposed definition should read as follows: "Healthcare services" means the prevention,
promotion, management or alleviation of disease, illness, injury, and other physical and
mental impairments in individuals, delivered by healthcare professionals' providers through
the healthcare system's routine health services, or its emergency health services."

Justification: The definition of"healthcare services" in the Health Act, although broad, could
benefit from a slight but significant change that would make it more comprehensive. Since
the definition of"healthcare services" in the Health Act is also shared by this Bill, this change
to the Health Act is recommended. I t ensures the definition of "healthcare services" fully
captures the broad spectrum ofhealthcare delivery.

Committee resolution: Adopted rvith amendment. The definition of the term "healthcare
provider" is more comprehensive as it includes a healthcare professional providing healthcare
services.

iii. Thedefinedtermshouldbe"qualityhealthcare".Thervord'of inqualityofhealthcare'
should therefore be deleted where appropriate (since there are instances in the Bill
where "of' may be correctly used).

Justification: It prevents ambiguity.'fhe phrase being defined is not very clear. The 'Quality
of heal thcare' can be good, bad, mediocre, or have other descriptors. "Quality healthcare", on
the other hand, connotes positive attributes, which may be what the defined terms should be
referring to.
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Committee resolution: Noted. The minor error u,ill be edited

b) Clause s

Reword clause 3(a) as follows:"(a) implement measures that sa{'eguard patient rights and
patient safety.

Justification: Larvs generally require reasonable measures and standards rather than
absolute guarantees, particularly in areas involving risk and human error. One should hesitate
to use the word "guarantee" in legislation rvhen it comes to patient rights and safety, but
rather, take a more realistic approach that speaks to effbrts to ensure that patient rights and
safety are emphasized. This is because (as has been acknorvledged in the Bill), adverse events
can happen in the course of treatment. What then happens to the 'guarantee' of safety that
had been promised in the Bill on the occurrence of an ad.,'erse event? The patient's safety will
already have been breached (thereby nullifying the guarantee),and the only recourse might
be some form of compensation or damages.

Committee resolution: Not adopted. The clause is in order as drafted.

c) Clause 5
i. Clause 5(a) should be re-worded as follorvs' The Cabinet Secretary shall-

a)ln consultation with healthcare regulatory bodies or rele'"'ant healthcare bodies or agencies
develop and ensure implementation of policies, standards, guidelines and protocols that
ensure the provision of quality healthcare services including stallng norms and standards".

Justification: It ensures that policies, standards and guidelines are informed by the
knowledge and experience of regulatory bodies and other relevant stakeholders.The main
issue in this sub-clause is the absence ofa requirement for the Cabinet Secretary to act in
consultation with other bodies or persons rvhen developing and ensuring standards,
protocols, etc. This lack of participation and consultation with relevant healthcare bodies is

inadvisable, given the expertise present in, say, regulatory bodies, and further, the clause as

drafted deprives itselfofthe benefit ofenrichment through the views ofdiflerent stakeholders.

Committee resolution: Not adopted. The clause is in order as drafted.

ii. In relation to clause s(c)(iv), it is paramount to clarify what 'experience' means in this
context since the two senses of'experience' that are described would call for different
measures to gauge continuous improvement. The first sense would call for enhanced
training.and knowledge to be given to healthcare providers, while the second would
require improvement in the terms of employment and the working environment of
healthcare providers.

Justification: It prevents ambiguity. It is not clear what 'experience' means here -ls it
'experience'in terms of the length of time and expertise that a healthcare provider has, or is
it 'experience' in the sense oftheir day-to-day feel in gs /observatio ns pertaining to their work?

Committee resolution: Not adopted. The clause is in order as drafted.

d) Clause 6

Amend Clause O (e) by inserting the rvord "county" after the words "healthcare in all" and by
deleting the words "private and faith-based health facilities".

Justification: The responsibility of monitoring the quality of healthcare in private and public
facilities should be left to the Authority as assigned under clause 27(f).Assigning this
responsibility to the counties creates conflict ofinterest since the county government are also
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providers of similar health services. In addition, it will amount to duplication of regulatory
mandate and roles because both the county governments and the Authority will be seeking
to monitor the same facilities, which rvill negatively affbct business of the private sector and
faith-based facilities. Clause 6(e)assigns county governments the responsibility ofmonitoring
the quality ofhealthcare in private and faith-based health facilities which is the responsibility
of the Quality Health Care and Patient Salbty Authority as assigned under clause 27(f).

Committee resolution: Not adopted. The clause is in order as drafted.

e) Clause r o

We propose that the clause be amended to read as follows: "Further to Section g of the Health
Act, every patient has the right to clear, comprehensive and accessible information about their
care to enable them make informed decisions about their health".

Justification

'Further to" clarifies that the Bill complements Section 8 rather than overrides it. The use of
the word "Notwithstanding" in Clause tO(a) of the Bill is not the most appropriate, given that
it appears to water down Section g of the Health Act, which contains important provisions.

0 Clause I I

Clause tt(t)(c) shou.ld read as follows: "Every person has the right to access quality
healthcare services that are- c)Compliant with quality healthcare standards prescribed under
this Act".

Justification: The proposal regarding the phrase Quality of healthcare" articulated above
should also apply to Clause t t(c)-the applicable phrase should be "quality healthcare" and not
"quality of healthcare". This amendment should also be made to all clauses in the Bill where
this change is applicable-e.g. Clauses l7( l),17(3),18(t)(a), and several others. It ensures that
there is consistency in the use of terminology.

Committee resolution: Not adopted. The clause is in order as drafted.

g) Clause 18

i. Clause ta( t)(c) can be amended as fbllows: "l8(l)A health facility shall-
(c) adhere to the scope ofpractice for the healthcare providers employed or contracted health
facilities as prescribed by the relevant healthcare regulatory bodies;

Alternatively, (c) Adhere to the scope ofpractice for the healthcare providers employed or
contracted in health facilities as prescribed by the Cabinet Secretary following the
recommendation of the relevant healthcare regu-latory bodies;

Justification: It is inappropriate for the Cabinet Secretary to prescribe scopes ofpractice, as
this is the exclusive mandate of the respective professional regulatory bodies established
under statute.

Clause ts(t)(c) is problematic as it fails to acknorvledge the critical role of healthcare
regulators, when it comes to scopes ofpractice. The Cabinet Secretary ought not to prescribe
scopes ofpractice, but simply provide oversight to the relevant regulatory bodies.

Committee resolution: Adopted with amendment. The Director-General for l{ealth ought
to perform the role ofdeveloping scope ofpractice as the Director-General is the technical
advisor on matters touching on the health sector.

ii. There are two main issues with Clause t s(e):
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i)The outsized fine for anon-compliant health facility raises questions as to whether the actual
intention in the Bill is to grind such facilities to a halt. The Bill does not seem to have taken
into account that health facilities come in all sizes - some fairly modest-and therefore such a
fine would sound the death-knell for many facilities.There are undoubtedly some health
facilities in existence that really ought not to be running, given the poor quality of services
provided. However, KES soMn is extremelypunitive by any standard, and it is doubtful that
exorbitant fines would necessarily cure/deter quality and safety issues, which may have

systemic roots.

ii)The reference to a jail term/imprisonment for a health facility is peculiar and cannot be

implemented. The Bill must correctly locate and specify the person who should be held
responsible for the failures ofquality care and patient safety. Again, such failures may be due
to systemic issues outside the control of health facilities, and the sponsor of the Bill ought to
bear this in mind.

Committee resolution: Adopted with amendment.The proposed penalty was too punitive
and yet most of the issues may be systemic in nature.

h) Clause zo

Clause zo(2) could be improved by expressly permitting the Director-General to consult with
other persons/bodies in the making of guidelines.

Justification: It ensures that the guidelines are informed by the knowledge and experience
ofother persons/ bodies and other relevant stakeholders.

Committee resolution: Not adopted. The clause is in order as drafted.

i) Clause 4 t

Several concerns arise with Clause zt(z) as follows:

i)ls the health facility expected to audit its own safety through an internal audit?

ii)What assures the independence or impartiality of an audit emanating from the health
facility itselP

iii).Why are there no provisions for an independent entity to audit the health facility?

iv)A requirement for an independent audit wou.ld certainly have financial implications for the
health facility. Who,/what would the most suitable party to absorb this cost?

v)Given the varying sizes/types of health facilities, some may need to pay more funds to be

audited than others. How can the Bill put in place measures to ensure that there are no corrupt
dealings that would influence the making of a favorable report when the situation on the
ground calls for sanctions including closure ofthe health facility?

In view ofall these concerns, the most ethical route is for the Bill to provide for either:

a)the envisaged Quality Healthcare and Patient Safety Authority ("the Authority") to
undertake this role-;or,

b) require health facilities to pick an independent auditor from a pre-approved/prequalified
list (these measures, however, may also have their cons-including the possibility of a health
facility compromising any such entities).

In the eventthe Authority is to carry out the Audit, funds should be budgeted for this task
by national government.
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Justification: To preserve the integrity ofaudits, the most ethical and effective approach is
to vest responsibility either in the Authority or in independent auditor. This rvill ensure
impartiality, accountability and fairness.

Committee resolution: Not adopted. The clause is in order as drafted.

j) Clause ee

The t-SK proposes as follows: "The Cabinet Secretary, in consultation with relevant
healthcare and patient safety bodies, shall der.'elop a quality improvement framework for
health facilities, vvhich shall...".

Justification: There is a lack ofa requirement for the Cabinet Secretary to act in consultation
with other bodies or persons. It ensures that the framework is informed by the knowledge
and experience of other persons/bodies and other relevant stakeholders.

Committee resolution: Not adopted. The clause is in order as drafted.

k) Clause 9a

I^SK proposed that since omissions cannot strictly be 'committed', the word 'committed'
should be deleted in clause 2+( l).

Justification: Deleting the word committed eliminates potential interpretive confusion,
enhances clarity and ensures the clause accurately reflects the legal intent to cover all forms
of liability arising from acts or omissions in the course of providing health services.

Committee resolution: Not adopted. The clause is in order as drafted.

l) Clause e7

LSK proposed the deletion of"as" that is between the words be and necessary in clause 27(o).

Justification: There is some repetition of the word 'as'. This amendment enhances readability
and ensures consistency with standard drafting practice.

Committee resolution: Noted. The minor error to be edited.

m) Clause 29

The composition of the Board of Directors of the Authority in Clause ss should be
reconsidered, so as to include a diversity of appointees, recommended by healthcare
stakeholders who are outside of the National Government's Executive arm. Healthcare
professional bodies, healthcare stakeholders, and patient safety representatives must be
included in the Board of Directors. Proposed the amendment ofClause 2s (S) by inserting the
words "private and faith- based" after the words "to represent" and by inserting the words
"nominated by the forum ofprivate and faith-based healthcare providers".

Justification: Private and faith-based healthcare service providers play a critical role in
health care service delivery in Kenya; therefore, they should be represented in the Board of
the Authority. The person representing the public should have knowledge and experience in
healthcare management or quality improvement. This will ensure there is value addition to
the representation in the Board. This clause concerns the composition of the Board of
Directors of the Authority. Clause 29 as drafted is overwhelmingly populated by appointees
of the National Government's Executive arm. The Cabinet Secretary is given undue latitude
to appoint persons to the Board without the involvement ofhealthcare stakeholders, who are
better placed to recommend their own representatives to the Board. This clause is
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exclusionary, and increases the perception (rightly so), of the Board being a preserve of
political appointees. Further, the clause as drafted fails to give space to other healthcare
professional bodies and healthcare stakeholders, as well as patient representatives, who have
expertise and broad perspectives that wouJd enrich the Board. Clause zs (g) provides
generally for representation of health care providers, which includes individuals or
organizations. The clause does not provide for representation of private and faith-based
healthcare providers, rvho are leading service providers in the country Clause 29 (g) provides
for appointment of a person to represent the public. This leaves room for the Cabinet
Secretary to appoint any person irrespective of their expertise on health-related matters.

Committee resolution: Adopted with amendment. This will ensure that the interests of
statutory regulatory bodies are well take into account by the proposed Authority. The clause

already makes provision for the representation of healthcare providers.

n) Clause 3o

Clause 30(l) must raise the bar regarding the educational qualifications ofthe Chairperson of
the Board of Directors of the Authority, by at the very least, requiring a minimum of a

Master's degree in a relevant area (in addition to the other requirements listed).

p) Clause +2

I,SK proposed to amend clause az(z) to: "The Cabinet Secretary shall in consultation rvith
relevant experts and healthcare bodies, prescribe the requirements for-
a) health facilities
b) ambulances
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Justification: This clause concerns the qualifications and experience of the Chairperson of
the Board ofDirectors ofthe Authority. Clause so(t),by pegging the educational level ofthe
Chairperson of the Board of Directors of the Authority to a Bachelor's degree,is settingthe
bar rather low. Given that the Board will be required to set standards for other healthcare
professionals to follow(many trained to high levels), it surely shodd require a Chairperson
with credible post-graduate qualifications of_at least a Master's level, in addition to the years
of working experience required. Pegging the minimum educational qualification of the
Chairperson at a Bachelor's degree risks undermining the credibility and eflectiveness ofthe
Authority's governance framework. This higher standard strengthens the Authority's
legitimacy, enhances stakeholder confidence, and aligns the leadership ofthe Board with the
level of responsibility it carries in shaping national healthcare standards and safeguarding
public health.

Committee resolution: Not adopted. The clause is in order as drafted as a Bachelor's Degree
is suflicient in the circumstances.

o) Clause ,1o

ISK proposed to amend the word "act" to "acts" in cause 4O(2).

Justification: This is more a typographical rather than substantive error-to add the letter to
the word 'act', so that it is in plural form. Retaining the singular act" could be misinterpreted
to mean that liability only attaches to one unlawful or criminal act, leaving a loophole where
multiple unlawful or criminal acts might not be captured. Changing it to "acts" ensures
comprehensive coverage and closes any potential interpretive gap.

Committee resolution: Noted. The minor error will be edited.



c) aircraft designated for use in medical evacuation and transport;
d) medical camps; and
e) such other health facility as may be prescribed by the Cabinet Secretary."

Justification: It ensures that policies, standards and guidelines are informed by the
knowledge and experience ofregulatory bodies and other relevant stakeholders.

Committee resolution: Not adopted. The clause is in order as drafted.

i. Amendment olclause +2(6) to: "(0) The Cabinet Secretary shall in consultation with
relevant experts and healthcare bodies develop standards for the construction,
operation and decommissioning of a health facility."

Justification: It ensures that policies, standards and guidelines are informed by the
knowledge and experience ofregulatory bodies and other relevant stakeholders.

Committee resolution: Not adopted. 'l-he clause is in order as drafted.

q) Clause a6

Clause +6(2) must make it mandatory for the Authority to communicate a decision to suspend
the registration ofa facility, so as to give the facility sulficient opportunity to appeal if it so
wishes.

Justification: Our proposal aligns with Article +; of the Constitution and Sections 3&+ of
the Fair Administrative Action Act,2ol5,which require adequate notice, reasons for decisions
and an adequate opportunity to challenge adverse decisions. The current drafting risks
violating these standards and exposing the Authority's decisions to judicial review for
procedural unfairness. Clause 46(3) must clarify its timelines to give a health facility sufficient
time to lodge an appeal if it so rvishes. Therefore, the clock for a facility facing the threat of
suspension should only start ticking from the date of service of the notification from the
Authority, and not "from the day ofthe notification under subsection (z)"-this is confusing,
unclear, and is bound to be a litigation question in future if not amended. Clause +z(z)
concerns a non-mandatory (i.e.optional) notification by the Authority to a health facility
whose registration it intends to suspend, while Clause +3(9)concerns the health facility's right
of appeal to a Tribunal upon receipt of such notice from the Authority. The provisions and
timelines set out in Clause +6(z) and +6(9)do not give a health facility sufficient notice or
opportunity to challenge/appeal a decision by the Authority to suspend a certificate of
registration. The questions arising therefrom are:

i) If the Authority may (in Clause ,r0(z),notify a person/health facility (an optional act),how
then can an affected person lodge an appeal in the event they are not notified by the
Authority? The affected person cannot appeal that which they know not about.

ii) If the Authority rnay (in Clause +6(s),notify a person "twenty-onedays before the date of
the intended suspension", yet the aflected person is also to lodge an appeal "within twenty-
one days from the day ofthe notiflcation under subsection (z)", it is surely clear that for the
aflected person/health facility, their twenty-one days run outjust as soon aslon the day the
intended suspension kicks in. There is therefore, in reality, no twenty-one-day period for the
affected party to lodge an appeal, but a much shorter time-if at all-since they may not even
have been notified ofthe intention to suspend in the first place.
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Ifthe intention ofClause +a(s)is for the twenty-on day period to run from the date ofservice
of the notice(rather than "from the date of the notification" as it currently states),it should
make this clear by appropriate re-drafting of the subsections.

Cornmittee resolution
circrrrnstances.

Not adopted. The clause is in order as drafted in light of the

r) Clause 47
Proposed that the provision be made mandatory by replacing the word 'may' with
"shall" in clause +7(2).

Justification: Clause ,1,7(2) concerns a non-mandatory(i.e. optional) notification by the
Authority to a health facility whose registration it intends to revoke, rvhile Clause +7(3)
concerns the health facility's right of appeal to a Tribunal upon receipt ofsuch notice from
the Authority. The tSK proposal aligns with Article 4,? of the Constitution and Sections 3&.1,

of the Fair Administrative Action Act,zolS,which require adequate notice, reasons for
decisions and an adequate opportunity to challenge adverse decisions. The current drafting
risks '"'iolating these standards and exposing the Authority's decisions to judicial rer,'iew for
procedural unfairness.

Committee resolution: Not adopted. The clause is in order as drafted.

Proposed that the word 'licence'should be deleted and replaced with 'certificate of
registration' in clause +;(S) for consistency.

Justification: Correcting the error ensures consistency, legal certainty, and prevents
interpretive confusion. An additional issue in Clause rl7(3) concerns the use of the word
"licence" rather than "certificate ofregistration" in Clause +z(s), which appears to be an error.

Committee resolution: Not adopted. The clause is in order as drafted.

s) Clause 5+

The amendments proposed for Clause +0(2)and(s);and Clause +i(z) and (S) above, also apply
to Clauses 5+(2) and (a).Further the erroneous reference in Clause 54(4)to "notification under
subsection (t)", should be corrected to read "notification under subsection (z)".

Justification: Clause 5+(2) concerns a non-mandatory(i.e. optional) notification by the
Authority to a health facility whose licence it intends to suspend, while Clause 54(4) concerns
the health facility's right of appeal to a Tribunal upon receipt of such notice from the
Authority.

Committee resolution: Not adopted. The clause is in order as drafted.

t) Clause 55

Clause 55(4) should include an obligation on the Authority to render its decision concerning
revocation within a gi'"'en time-frame-Fourteen, or Twenty-One Days, seems to be a

reasonable time for a facility to receive a written decision from the Authority

Justification: Clatrse 55(+) concerns the discretion ofthe Authority to revoke a licence after
receiving reasons from a health facility. The issue of timelines arises in Clause 55(+),where
"the Authority shall, after considering the reasons, decide on whether or not to revoke the
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licence". Setting a specific timeline provides certainty. It strikes a balance between allorving
the Authority sufficient time to fairly consider the reasons advanced by the facility and
ensuring that the facility receives a timely written decision.

Committee resolution: Not adopted. The clause is in order as drafted.

u) Clause 57 to 64

Proposed the amendment of Clause 5i to 64 by deleting the rvord "Authority" and
substituting therefor the words "Kenya Accreditation Service", save for any section that may
specifically be referringto the reasonability ofthe Authority to issue licenses under the Bill.
Justification: Clause 5i to 6+ provides for accreditation of health facilities by the Quality
Health Care and Patient Safety Authority, which is conflict of mandates and roles because the
Authority's mandate is to regulate the healthcare facilities and not accredit the facilities. In
addition, the clauses usurp the function and mandate of the Kenya Accreditation Service
(KENAS),which is the go\.ernment body responsible for accreditation services for standards
and quality management. Licensing of healthcare facilities should be separated from
accreditation. The conventional practice is that the function ofaccreditation is carried out by
an independentbody from the one issuing licenses. The Authority should focus on licensing
and regulating the healthcare facilities. The Kenya Accreditation Service (KENAS), is the
government body responsible for accreditation services for standards and quality
management. By separating the licensing and accreditation roles and having them being
carried out by different bodies, the Bill will enhance accountability and improvement of
quality services.

Committee resolution: Not adopted. The clauses are in order as drafted. The Authority will
accredit for purposes of quality healthcare.

v) Clause 63

The amendments proposed for Clauses 46(2) & (s); n(e) & (s);and 5+@) e. (+), also apply to
Clauses 6s(2)and (+). The applicable date from which any time should begin to run (where a

health facility is facing suspension ofaccreditation),should be from the date ofservice ofthe
notification of suspension. The typographical error in Clause 65(2) where "the",(between

'suspend' and 'accreditation'), has been typed as "he", should also be corrected. Subclause (+)
be amended to "A person aggrieved by the decision of the Authority under this section may,
within twenty-onedays from the day ofthe notification ofsuspension lodge an appeal before
the Tribunal."

Justification: The provisions and timelines set out in Clause 0s(z) and oS(+)do not gir,'e a
health facility sufficient notice or opportunity to challenge/appeal a decision by the Authority
to suspend its accreditation -firstly, because it is couched as non-mandatory(i.e. optional) for
the Authority to notify a facility, and secondly, because the timelines given overlap/expire
before a health facility has any meaningful opportunity to respond. The same issues pointed
out above concerning Clauses 4,6(2) & (s);+i (z) & (3); and 5+(2)&. (+) are replicated here, but
with one difference-Clause 63(+) clarifies that the notification at issue is The "notification of'
suspension", and notjust a general "notification. This clarification cannot be assumed to apply
to pre'u'iolrs sections pointed out here. However, that addition still does not give a health
facility sufficient notice (time-wise) to respond, since, as pointed out earlier, the time given to
a health facility for response may run out even before a health facility has been notilied (if at
all). Questions arise as to whether the applicable date is "the day of the notification of'
suspension" (as currently stated in the Bill),or; "the date of service of the notification of
suspension "(rvhich the Bill fails to frame as such). The latter ought to be the
applicabl e/preferable).
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Committee resolution: Not adopted. The clause is in order as drafted.

w) Clause 75

The phrase "duly qualified" is rather vague and non-specific; Recommends that the
Regulations under this Act sets out at the very least, the minimum qualifications and
experience expected of an inspector of the Authority.

Justification: Such a requirement will aid in enhancing the Authority's transparency, as well
as ensuring a high level of accountability for the inspectors.

Committee resolution: Not adopted. The clause is in order as drafted.

x) Clause 8 3

The proposal in Clause 8s(2) to subsume what should have been a separate Dispute
Resolution Tribunal into the proposed Healthcare Tribunal, is likely to leave persons affected
by disputes arising from social health insurance without specialist expertise and
determinations of their complaints. Further, complaints arising from the Social Health
Insurance Act, 2023, may be numerous, and therefore, dominate other types of matters
brought before the Healthcare Tribunal at the expense of complaints that touch on quality
healthcare and patient safety.

Clause as(z) should be carefully reconsidered, and the final Bill must reflect a decision that
best serves wananchi without their having to suffer undue delays, as well as one that bears in
mind the need for prudent use ofthe nation's already-strained finances.

Justification: Merging the functions of the proposed Healthcare Tribunal with the Dispute
Resolution Tribunal established under the Social Health Insurance Act,2o23, risks
undermining the eflectiveness and efficiency of both bodies. This clause generally concerns
the proposed 'Healthcare Tribunal'. It is inadvisable to mix the functions and mandate of the
Dispute Resolution Tribunal under the Social Health Insurance Act, 2o9s,with what is clearly
a mandate (Quality Health and Patient Safety),that requires a different set of knowledge, skills
and approach. The expertise required to fulfill the mandate ofthe BiIl is vastly diflerent from
potential disputes that cou-ld arise under the Social Health Insurance Act, which disputes are
likely to concern matters such as levels ofinsurance coverage, refusals to approve treatment,
etc.

Committee resolution: Adopted with amendment. The proposed Health Care'fribunal will
only have jurisdiction over complaints and disputes in relation to the functions of the Quality
Healthcare and Patient Safety Authority in the regulation of health facilities.

Amend Clause 83 to provide that one member shall be an Advocate ol the High Court of
Kenya.

Justification: Given that the Tribunal exercises quasi-judicial functions, requiring that at
least one memberof the Tribunal be an Advocate of the High Court of Kenya, it ensures that
the Tribunal's deliberations and decisions benefit from legal expertise, particularly in the
interpretation and application of the law.

Committee resolution: Not Adopted. The clause already makes provision for three
advocates.

y) Clause 8a
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Clause 8.tr must confine the Tribunal to quality healthcare and patient safety disputes that
broadly invol'"'e healthcare facilities, and not exceed its anticipated role and powers to veer
into the territory of healthcare regulatory bodies and the professionals they oversee
(including that of the Kenya Health Professions Oversight Authority).Even where a

healthcare profbssional is implicated in an unlawful act, and the Authority's inspector say,
temporarily suspends the operations ofa health facility under Clause 79,the inspector should
be at liberty to refer the healthcare professional to his/her relevant regulatory body for
disciplinary action under Clause i9( t )(b).

Justification-The Clause as currently drafted grants the Tribunal an excessively broad
jurisdiction that overlaps rvith the mandates of healthcare regulatory bodies, thereby
undermining their statutory roles and professional expertise. The Tribunal's jurisdiction
should be confined to disputes on quality healthcare and patient safety within health facilities,
leaving professional regulation to the respective regulators. Further, to safeguard efficiency
and.iustice, the Tribunal should be required to hear and determine matters within ninety days
of filing and where delays occur, furnish written reasons and a clear time-frame for
determination. This ensures accountability, timeliness, and alignment with constitutional
principles of good governance. The excessively wide jurisdiction Clause a+(s) is bound to cast
aside the role of healthcare regulatory bodies in providing oversight, and disciplinary
measures, over their professionals. The composition proposed of the Healthcare Tribunal as

set out in Clause 83 cannot, even with the best of intentions, match or supersede the expertise
found in healthcare regu]atory bodies, which have clearly-defined statutory roles.

Committee resolution: Adopted with amendment. The proposed Health Care Tribunal rvill
only have jurisdiction over complaints and disputes in relation to the functions of the Quality
Healthcare and Patient Safety Authority in the reguJation of health facilities.

Proposed amendments to Clause a+(o)(a) and an additional 84(6Xb) as follows:
"o(a) "The'fribunal shall hear and determine matters referred to it expeditiously, and shall
endear,our to do so rvithin ninety days of the filing of the matter."
(b)Where a matter remains undetermined after ninety days, the Tribunal shall furnish the
parties with written reasons for the delay, and a time-frame rvithin which the matter shall be
determin ed.

Justification: A single Tribunal is not capable of resolving such a wide array of potential
disputes, with such a diverse array of players-healthcare facilities, providers, patients, etc.-
,and numerous health professional cadres, as is beinggranted by its jurisdiction. There ought
to be a requirement that the Tribunal hear and determine matters within a specific time-frame
from the date the matter is filed with the Tribunal.

Committee resolution: Not adopted. The clause is in order as drafted, the timelines will be
set out in subsidiary legislation.

z) Clause 93

Amend Clause 93 (z)(i)) Uy deleting the rvord "ambulances services" and substituting therefor
the words "emergency medical services or pre-hospital care"

Justification: Clause 93 provides for to prescribe for ambulances services. Horvever, this is a
narrow approach as it only focuses on ambulances, which are part ofthe wider pre-hospital
care or emelgency medical sen'ices. The appropriate terms are emergency medical services
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or pre-hospital care, which are more comprehensive, inclusive and covers with wider
spectrum of the services, including ambu-lance services.

Committee resolution: Not adopted. The clause is in order as drafted as the clause makes
provision for both ambulance services and emergency medical treatment.

FIRST SCHEDULE
Amendment of paragraph t(s) by replacing the rvord "an" rvith "a"

Justification: The word 'an' is a typographical error, and should be replaced with 'a'. The
current wording is a typographical error that should be corrected to ensure grammatical
accuracy, clarity and consistency with standard legislative drafting practice.

Committee resolution: Noted. The minor error will be edited.

SECOND SCHEDULE- CONSEQUENTIAL AMENDMENT

Paragraph t

The existing definition of 'healthcare provider' and "health flacility" as defined in the Hea]th
Actshouldberetained. Althoughthecurrentdefinitionofhealthfacility'intheHealthAct
suffices, elements such as morgues, may be incorporated.

a)The re-definition of"healthcare provider" is problematic, unnecessary, and is inferior to the
existing definition in the Health Act for the following reason;-

The proposed definition of healthcare provider in the Bill does not distinguish between
persons currently regulated by a healthcare professionals' regulatory body (e.g. KMPDC,
Nursing Council of Kenya, etc.).,and persons currently not reguJated, or at best, are only
peripherally regulated (e.g. Herbal medicine practitioners).

b) The proposed re-definition of "healthcare services", it states that healthcare services are

"delivered by healthcare professionals". If this is the case, why then not let the Health Act's
prevailing/existing defi nition of "healthcare providers "stand?

i)The Bill employs he word "healthcare professional" in the definition of healthcare services,
but ignores Point (i) (b) above -that in Kenya, currently, not all persons providing healthcare
services are regulated,and so not all 'healthcare providers'are health professionals. In other
words, a'healthcare professional'is a healthcare provider, but not all 'healthcare providers'
are healthcare professionals.

c)The re-definition of 'health facility' manages to miss out important elements that are
currently in the Health Act, even as it expands the definition of a 'health facility'. For instance,
going by the proposed (new)definition in the Bill, is a doctor's consulting room a health
facility? If so, the removal of the word 'out-patient' from the new definition (while it exists in
the current definition in the Health Act), is an anomaly that ought to be rectified.

Further omissions in the proposed definition that are key, include leaving out the phrase "the
whole or partof a public orprivate institution, building or place", Describing a 'health facility'
primarily as "an institution" (in the Bill),is also limiting its scope.

Generally: All other 'Consequential Amendments to other Acts' listed in the Second Schedule
of the Bill must be-re-checked, re- drafted and/or deleted where their effect is to propose the
extension ofthe Authority's or Tribunal's powers into rvhat should be the remit of healthcare



regulatory bodies, and in particular, scopes ofwork, oversight, and discipline ofhealthcare
professionals.

Justification: The proposed re-definitions are unnecessary and risk creating confusion.

Committee resolution: Adopted with amendment.The deirnition of the term "healthcare
provider" is more comprehensive as it includes a healthcare professional providing healthcare
services.

General Comments by the Law Society of Kenya on the Bill

t. TheBillfirstcametotheattentionofmembersoftheLauSocietyofKenyathrough
an invitation to the LSK from the Ministry of Ilealth to attend a Stakeholder
Engagement Forum on the Bill. Subsequently, members ol'the LSK Medico-kgal
Committee who attended the Forum on l9th.)une 2o25 at Weston Hotel, Nairobi,
prepared and submitted a Report to LSK, noting several concerns pertaining to the
Bilt.

2. At the time the Forum took place, the Bill had yet to be submitted to the National
Assembly and was still a legislative proposal. In its Report, the LSK stated that it was

premature for t-SK members to comment, hoping the Forum's discussions would
prompt the Ministry of I-lealth to consult healthcare stakeholders and make necessary
amendments before sending the Bill to the National Assembly.

3. The LSK acknowledged that the Ministry of I-Iealth indeed, took into consideration
some of the concerns raised at the Forum (inclLrding by the LSK) and rnade the
following amendments to the Bill:

i. The Bill submitted to the National Assembly spared the HIV and AIDS
Tribunal which was previously slated for disestablishment. The Dispute
Resolution Tribunal established under the Social Flealth Insurance Act is

however still to be done away with (see Clause 83 ofthe Bill) and be succeeded
by a proposed Health Care Tribunal; and

ii. The BiIl now gives the Director-General for I-lealth the power to developand
publish clinical guidelines, rather than the Cabinet Secretary. However, this
would neither cure the objections previously raised by healthcare stakeholders
in the Forum concerning misplaced expertise nor cure potential conflicts of
interest on the part ofthe Director-General. Still, some clauses in the Bill make
reference to the Cabinet Secretary prescribing scopes ofpractice (e.g. Clause
ts(t)(c). This was one ofthe objections to the Bill that was raised by attendees
at the Forum and articulated in our Report. The ISK has revie'"ved the
published Bill and note that while some earlier concerns \\,ere addressed,
several provisions remain problematic.

+. I t is important to note that flor the Bill to meet its objectives, it requires adequate
resources in terms of human, infrastructural, financial and capacity -building among
others. If the Bill is enacted, the National and County Gor,'ernments must be prepared
to commit sull'icient resources to see to it that the Bill's aims are not frustrated.

Committee resolution: The Committee noted the general comments

36. KENYA ACCREDITATION SERVICE (KENAS)
The Kenya Accreditation Service (KENAS) submitted as lbllorvs;

a) Clarrse.z
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Substitute the phrase "accreditation for quality of healthcare" with "certification for
quality healthcare".

Justification: The nature ofaccreditation defined in the clause and assigned to the Authority
under Section zs(Q in the Bill is third party attestation of competence, to international
standards for healthcare facilities. This is a mandate allocated to National Accreditation
Bodies (in Kenya, the KenyaAccreditation Service) under ISO/lEC lTooo Standards series
more specifically ISO/lEC lioll:2o12 rvhich is domesticated in Kenya through the Kenya
Accreditation Service Act CAP ,i97A Laws of'Kenya. The Quality Healthcare and Patient
Safety Authority may therefore be a certifier certifying quality healthcare to ISO iror:2o23
(Management systems for healthcare organizations)or a locally established standard but not
an accreditation body under ISO/lEC lTooo Standards series. The change will ensure that
the Bill does not conflict with the Kenya accreditation Ser'"'ice Act and that there is coherence
with the established principles on structuring of national quality infrastructure institutions.

Committee resolution: Not adopted. The clauses are in order as drafted. The Authority will
accredit for purposes of quality healthcare.

Introduce a delinition of the term accreditation reading as follows: "Accreditation"
means an attestation by the Service established under the Kenya accreditation Service
Act that a medical laboratory is competent to carry out specific conformity assessment
tasks

ll

Justification: Defines the word accreditation as shall be used under the proposed section
+6(cc), 6 t (e).

Committee resolution: Not adopted. The clauses are in order as drafted. The Authority will
accredit for purposes of quality healthcare.

b) Clause 19

Introduce a new subsection after subsection (t)(c) to read as follows: "provide diagnostic
services or perform diagnostic procedures using equipment calibrated by calibration
laboratory accredited under the relevant law."

Justification: The use of non-calibrated diagnostic equipment is the panacea of misdiagnosis
in healthcare. When diagnostic tools yield uncertain or inaccurate results, the entire
continuum of care is compromised, leading to wrong treatment, delayed interventions,
wastage of resources, and in the worst cases, preventable morbidity and mortality. Certainty
in diagnosis outcomes, on the other hand, promotes certainty in treatment, safeguarding
patient safety and improving health outcomes. Calibration of diagnostic equipment by
accredited laboratories ensures that diagnostic equipment produces accurate and reliable
results. This reduces the risks ofmisdiagnosis and guarantees that clinical decisions are based
on trustworthy data.

Global health frameworks, including those advocated by WHO, emphasize the reliability of
diagnostic results as fundamental to safe healthcare. Accreditation ofcalibration laboratories
according to international standards such as ISO/lEC |i025:2oti aligns Kenya's healthcare
quality requirements with international norms. The provision anchors calibration obligations
within the law, ensuring that all healthcare facilities uniformly adhere to the same standards.
This removes ambiguity and strengthens regulatory oversight. Embedding accreditation into
the law assures patients and stakeholders that diagnostic outcomes are scientifically valid,
thereby enhancing public trust in Kenya's healthcare system. The requirement leverages
existing legal and institutional framervorks i.e. the Kenya Accreditation Service Act, CAP.

(
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496A, promoting synergy between healthcare regulation and the national quality
infrastructure. Proper calibration averts unnecessary repeat testing, costly malpractice
claims, and inefficiencies caused by fadty equipment. Or,'er time, it reduces systemic risks and
healthcare expenditure.

Committee resolution: Not adopted. The clause is in order as drafted.

c) Clause 43

Subs titute the wo rd ac cr e d i t at ion with c e r t tft c at i on

Justification: The nature of accreditation defined in the clar.rse and assigned to the Authority
under Section zs(f) in the Bill is third party attestation of competence, to international
standards for healthcare facilities. This is a mandate allocated to National Accreditation
Bodies (in Kenya, the KenyaAccreditation Service) under ISO/lEC lTooo Standards series
more specifically ISO/lEC tiol7:2072 which is domesticated in Kenya through the Kenya
Accreditation Service Act CAP 497A Laws of Kenya. The Quality I{ealthcare and Patient
Safety Authority may therefore be a certifier certifying quality healthcare to ISO iTol:2o23
(Management systems for healthcare organizations) or a locally established standard but not
an accreditation body under ISO/lEC lTooo Standards series. The change will ensure that
the Bill does not conflict with the Kenya accreditation Sen'ice Act and that there is coherence
with the established principles on structuring of national quality infrastructure institutions.

Committee resolution: Not adopted. The clauses are in order as drafted. The Authority will
accredit for purposes of quality healthcare.

d) Clause 28
Substitute the word accreditation with certtfication

Justification: The nature ofaccreditation defined in the clause and assigned to the Authority
under Section zs(f) in the Bill is third party attestation of competence, to international
standards for healthcare facilities. This is a mandate allocated to National Accredit ation
Bodies (in Kenya, the Kenya Accreditation Service) under ISO/lEC l?ooo Standards series
more specifically ISO/IEC tiott.2or2 which is domesticated in Kenya through the Kenya
Accreditation Service Act CAP 4,97A Laws of Kenya. The Quality Healthcare and Patient
SafetyAuthoritymaythereforebeacertifiercertifyingqualityhealthcaretolSO Tlol:2o23
(Management systems for healthcare organizations)or a locally established standard but not
an accreditation body under ISO/lEC lTooo Standards series. The change will ensure that
the Bill does not conflict with the Kenya accreditation Service Act and that there is coherence
with the established principles on structuring of national quality infrastructure institutions.

Committee resolution: Not adopted. The clauses are in order as drafted. The Authority will
accredit for purposes of quality healthcare.

Part IV

In clauses 58, 59, 60,61,62,65,6+,65 and 6tj, substitute the word accreditation with certtficatiott.

Justification: The nature ofaccreditation defined in the clause and assigned to the Authority
under Section zs(f) in the Bill is third party attestation of competence, to international
standards for healthcare facilities. This is a mandate allocated to National Accreditation
Bodies (in Kenya, the Kenya Accreditation Service) under ISO/lEC lTooo Standards series
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t more specifically ISO/lEC lToll:2o12 which is domesticated in Kenya through the Kenya
Accreditation Service Act CAP 4974, Laws of Kenya. The Quality Healthcare and Patient
Safety Authority may therefore be a certifier certifying quality healthcare to ISO T lol:2o23
(Management systems for healthcare organizations)or a locally established standard but not
an accreditation body under ISO/lEC l?ooo Standards series. The change will ensure that
the Bill does not conflict with the Kenya accreditation Service Act and that there is coherence
with the established principles on structuring of national quality infrastructure institutions.

Committee resolution: Not adopted. The clauses are in order as drafted. The Authority will
accredit for prrrposes of quality healthcare.

e) Clause e6

Introduce a new paragraph after paragraph (c) worded as follows; "/cc) evidence that the
health facility laboratory and diagnostic imaging lacilities are accredited under the Kenya
Accreditation Service Act".

Justifrcation: Section +6 of the Quality Healthcare and Patient Safety Bill 2o25 provides
criteria for registration of healthcare facilities. However, the current provisions do not
explicitly include medical laboratories and diagnostic imaging facilities, despite their central
role in clinical decision-making. Excl uding these facilities from registration requirements
creates a regulatory gap, exposing patients to the risk of inaccurate diagnostics and
undermining the quality ofhealthcare delivery. To close this gap, it is necessary to expressly
include them as part of the criteria for facility registration. Laboratories and imaging facilities
provide essential diagnostic information that directly influences treatment decisions.
Omitting them from registration requirements may allow substandard or unregulated
facilities to operate, weakening the integrity of the health system. Their inclusion ensures
that all critical aspects of patient care are subject to the same regulatory scrutiny as other
healthcare services.

More than i oo/o of clinical diagnoses rely on laboratory or imaging results. Inaccurate or
unreliable outputs can lead to misdiagnosis, delayed interventions, and patient harm.
Requiring accredited laboratories and imaging facilities as part of facility registration ensures
that diagnostic services meet rigorous quality and safety standards. Accreditation under the
Kenya Accreditation Service Act, 2o l9 verifies that a laboratory or imaging facility is
competent and compliant with international standards such as ISO 15189 for medical
laboratories and ISO/lEC 11025 for calibration and testing laboratories. Making
accreditation part of the registration requirement ensures that only competent facilities are
licensed to operate. Patients and practitioners must trust the resu-lts produced by diagnostic
facilities. Accreditation oflers that assurance by confirming the reliability and consistency of
test results, thereby reinforcing public confidence in registered health facilities.

Jurisdictions worldwide, including rvithin the African region, require diagnostic facilities to
demonstrate accreditation as a precondition for licensing. Inclusion of this requirement
ensures Kenya keeps pace with global health regulation standards and en hances international
recognition of its health services. Linking health facility registration to the Kenya
Accreditation Senice strengthens coordination between healthcare regulation and the
national quality in f'rastructure, ensuring efficiency, standardiz ation, and international
credibility.

The inclusion of medical laboratories and diagnostic imaging facilities in Section 4,6 as a
mandatory requirement for registration is critical for closing existing regulatory gaps,
safeguarding patient safety, and ensuring consistency in healthcare standards. Requiring
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Committee resolution: Not adopted. The clauses are in order as drafted. The Authority will
accredit for purposes of quality healthcare.

0 Clause 56

Introduce a new subsection after subsection ( I )(a) to read as follows:(aa) its medical laboratory
is suspended or withdrawn from accreditation under the Kenya Accreditation Service Act.

Justification: This will facilitate a one government approach in ensuring quality in
healthcare wherein sanctions for noncompliance to quality requirements will attract similar
consequences.

Committee resolution: Not adopted. The clauses are in order as drafted. The Authority will
accredit for purposes ofquality healthcare.

g) Clause 6r

Amend clause 6l(e) to read as follows; "(e) accreditation of medical laboratory and diagnostic
imaging facilities."

Justification: Accreditation is the already existing methodology of determining that
laboratories and imaging facilities comply with standards. (Further justification aligned with
clause 46 above.

Committee resolution: Not adopted. The clauses are in order as drafted. The Authority will
accredit for purposes of quality healthcare.

General Comments by KENAS on the Bill
KENAS submitted that its proposals align the Bill rvith international best practices

Committee resolution: The Committee noted the general comment

3], KENYA HEALTHCARE FEDERATION (KHF)
The Kenya Healthcare Federation (KHF) submitted as flollows;

a) Clause I
Consider including the followingnew definition: "Patient safety" means prevention of harm to
patients during the process ofhealthcare delivery. It focuses on minimizing risks, errors, and
adverse events that could result from medical care rather than from the patient's underlying
condition. It includes but not limited to ensuring accurate diagnoses and treatments, reducing
medication errors, preventing infections and surgical complications, creating systems for
reporting and Iearning from mistakes.

a
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evidence ofaccreditation further elevates the quality threshold, aligning Kenya's healthcare
system with international best practice and prornoting sustainable, reliable, and trusted
healthcare delivery. For medical laboratories, this accreditation is mandatory to ascertain
compliance to ISO l5 189 to ensure global al ignment; addresses high-risk areas; strengthens
patient safety; preserve Kenya's international credibility; and assist the authority carry out its
regulatory mandate by covering existing gaps.



a Justification: Provides clarity rvithin the meaning of the Act. Clear interpretation of terms
provides precision and consistency avoiding ambiguity and gives guidance for
implementation of laws.

Committee resolution: Not adopted. The term is used in its ordinary sense.

Justification: This rvill provide practical flexibility and avoids penalizing Health Facilities.
Further in instances where the scope olpractice is not yet published, facilities may continue
the existing duties for these cadres for up to two years as the relevant regulatory authority
finalizes and gazettes an ofTicial scope.

Committee resolution: Not adopted. The clause amended to provided that the Director-
General for Health ought to perlormthe role of developing scope ofpractice as the Director-
General is the technical advisor on matters touching on the health sector

d) Clause 2 r
Consider the following inclusion: "e. Establish and implement Clinical Risk Management
measures as prescribed by the Cabinet Secretary reviewed at least every three years".

Justification: Kenya lacks a harmonized IPC guideline framework; basing requirements on
evidence-aligned national standards improves clarity and feasibility. I nfection Prevention
Surveillance and Control measures is just an aspect of Clinical Risk Management and
therefore narrows the focus Risk Management in Patient Safety.

Committee resolution: Not adopted. This is already factored in the clause.

e) Clause 22

Amend clause 23(+) as follorvs: "(+) Compliance with quality improvement standards shall
inform accreditation and perlormance assessment. Access to the Social Health Insurance
Fund shall be subject to a transparent, phased framework with due process, allowing facilities
to align progressively with quality improvement benchmarks."

Consider the following inclusion: "(+a) The Authority shall collaborate with existing bodies
such as Kenya Accreditation Service for purposes of ascertaining technical competence.
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b) Clause t 8

Consider the following inclusion: "(cc) The Cabinet Secretary shall ensure that the scope of
practice for all healthcare cadres employed or contracted in health facilities are developed,
published, and reviewed at least every three years."

c) Clause 2O

Amend clause 2o(2) to: "(2) The Director-General, develop and publish clinical guidelines at
least every three years or in response to major public health developments, and shall maintain
a publicly accessible repository ofcurrent guidelines."

Justification: The stiprrlation by the Director-General to develop and publish clinical
guidelines from time to time is ambiguous and a clear definite time should be set to create
consistency in applicable.

Committee resolution: Not adopted. The clause is in order as drafted as clinical guidelines
will be published from time to time.



Justification: Compliance should be deemed as contribution but it should not be the sole
basis for SHA accleditation.

Committee resolution: Not adopted. The clauses are in order as drafted. The Authority will
accredit for purposes ofquality healthcare as contemplated in the social health insurance law.

f) Clause 23
Clause zs (a) is amended as follorvs: :(a) verify qualifications and active licensure, where such
licensure exists, from the relevant reguJatory body. For healthcare providers not yet formally
licensed, county governments shall maintain verified competency records and submit them
annually to the Authority for re','iew."

Justification: Given the expanded definition of healthcare providers in in Part I (z) of this
bill that includes up to community health workers, options should be provided for health
workers without regulatory bodies.

Committee resolution: Adopted with amendment. The clause amended to specify that the
training is for the employees of the owner of a health facility.

g) Clause e+
Clause 24( l) is amended as follows: " l)Every health facility shall maintain professional
indemnity cover appropriate to its level of risk, as prescribed by the Cabinet Secretary in
consultation with sector stakeholders"

Consider the following inclusion ":z+(z)(c) The Authority shall phase in individual
professional indemnity for healthcare providers based on cadre, risk exposure, and ability to
pay, and may coordinate subsidiz.ed schemes.".

Justification: This is the first-time indemnity is made mandatory. While globally aligned, it
could raise compliance costs and lead to risk-averse behavior or doctor attrition without
support mechanisms. Mandatory professional indemnity should be phased in with guidance
from respective regulators and tied to facility size and service complexity.

Committee resolution: Not adopted. The clause is in order as drafted and proposed issues

could be handled in subsidiary legislation.

h) Clause ez

Amend clause 27 as follows:
(a) Delete paragraph (a) and substitute therefor the following new paragraph: "regulate the

development ofhealth"
(b) Delate paragraph (b) and substitute therefor the following new paragraph: "register health

facilities"
(c) Under paragraph (e),add "or allow for sub contraction of independent entities, whereas

the authority provides oversight".

Justification: The functions of the Authority should be streamlined to give sufficient
attention to quality of care and patient safety while avoiding duplication with councils.
Inspection, accreditation, and policy oversight should involve co-regulation rvith councils
under a statutory Joint RegLrlatory Coordination Committee. Accreditation should be
done by an independent body such as KENAS. An equalization framework needs to be

)

I
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established by the authority for recognition of other certification frameworks and
international standards aligned to KQMH framervork.

i) Clause e9

Clause 29(t)(g) amended to (g) An individual appointed by the cabinet Secretary not being
public officers, nominated by:

(i) Private sector
(ii) Patient's association in Kenya;
(iii) Consortium of health care providers.

Justification: The inclusion broadens the level of representation and enhances more
accountability and informed decision making as well as balanced interests. Further the
stakeholder representation should be ratified by their respective groups, not merely
nominated and appointed by the Cabinet Secretary. The appointments should be subject to
public vetting or parliamentary approval for transparency.

Committee resolution: Not adopted. The clause is in order as drafted. Healthcare providers
and the public which includes patients are already provided for.

j) Clause 4,e

Delete clause 49(f).

Justification: This provision may not apply to all medical facilities. Clause 4,9 outlines crucial
mandatory documents that are required during application of a licence. However, the
requirement of(g) should not be mandatory. Prescribe the medical facilities that be appl icable
with specifics to their level of operations.

Committee resolution: Not adopted. The clause is in order as drafted. Conditions for
licensing are necessary for uniformity.

k) Clause 56,57 
^nd 

58
Delete clause 56, 57 and 58

Justification: Registration, Licensing, accreditation and practice oversight ofhealth facilities
is rightly placed away from the professional regulatory bodies which has always brought
fractured oversight ofquality ofcare in the facilities.

Committee resolution: Not adopted. The clauses are in order as drafted. The Authority will
accredit for purposes of quality healthcare.

l) Clause 6e
Amend clause 62 by insertinga new sub-clause (z)"(z) Once the health tacility has fulfilled
all reaccreditation application requirements, the authority shall issue a provisional
accreditation for another 90 days".

Justification: This will be a recourse for health facilities in instances where there is delay
from the Authority in issuance ofthe accreditation or inaction due to technical hitches.
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Committee resolution: Not adopted. The clause is in order as dratted. The Authority
will accredit lbr purposes ofquality healthcare.



Committee resolution: Not adopted.'fhe clauses is in order as drafted. -fhere is no need Ibr
a provisional accreditation.

m) Clause 67
Amend clause 67(2Xb) to: (b) used to determine eligibility for transparent, performance-based
incentives as defined in regulations, provided that such incentives are structured to avoid
penalizing lou,-resource or underserved facilities and include a clear appeals process.

Justification: Saf'eguards against misuse or politicization, promotes equity across public and
private facilities, enfbrces regLrlatory clarity, and minimizes the risk of manipulation.

Committee resolution: Not adopted. 'fhe clarrse is in order as drafted. The details of
incentives rvill be handled in subsidiary legislation.

n) Clause 79
Amended clause 79( I )(a) as follorvs: "a)Order the temporary suspension of the healthcare
service or health facility only in cases of imminent risk to patient safety or serious legal
violation, and shall issue a written suspension notice within 24 hours outlining reasons and
appeal options, with due regard to continuity ofpatient care".

Justification: Prevents arbitrary or disproportionate action; protects business continuity and
patient safety; aligns with Article +; of the Constitution on fair administrative action.

Committee resolution: Not adopted. The clauses are in order as drafted. Immediate closure
is necessary where there is grave risk for injury or damage to patients.

o) Clause 80
o Amend clause ao( t)(a) by inserting the following new paragraph immediately after

paragraph (a) 
-aa) 

Subject to (a) where the objection is valid, the facility shall be given
at least l4 days to be heard or provide further documentation in support ofthe objection
and an internal review process instituted to necessitate the proportionality ofthe proposed
action.

General Comments on the Bill by Kenya Healthcare Federation (KHF)

The term "patient safety" is not defined in the bill. The interpretation of patient safety
should be premised in the bill in order to assure the attainment of the objective of the bill

)1

o Insert the following new paragraph under clause 8o(2) as follows: (c)A review by a

designated quality assurance panel within the Authority, which includes representation
from professional councils and private sector stakeholders, has confirmed the necessity
and proportionality ofthe proposed action.

Justification: Prevents arbitrary closure or penalties. Establishes clear, fair, reviewable
procedure especially important for private sector viability and legal compliance. Ensures
decisions are proportionate and include technical and sectoral input; prevents arbitrary or
overly punitive actions; safeguards professional autonomy. The right to be heard should be

applied on a case by case basis ar.rd shouldn't be abused in instances where patients right have

been outrightly been prejudiced.

Committee resolution: Not adopted. The clauses are in order as drafted. Immediate closure
is necessary where there is grave risk for injury or damage to patients.



as set out in clause 5 which is "to guarantee patient rights and patient safety" and equally
set parameters that ascertain safety of patients in medical institutions.

c. The proposed Quality Health Care and Patient Safety Authority is granted extensive
powers across registration, licensing, inspection, enforcement, accreditation, penalty
imposition, and linkage to Social Health Insurance access without corresponding
accountability mechanisms. Even internal safeguards, such as requirement for multi-
stakeholder panels, cross-checks with professional councils, or audit transparency have
not been adequately reinforced in these proposed regulations.

3. The Bill should establish a well-structured board composition for the Authority, ensuring
inclusive representation of all stakeholders within the health sector including private
sector entities to promote eflective oversight, balanced governance, and sector-wide
accountability.

+. The Authority's mandate appears to extend into human resource managemenq
professional conduct and training which fall squarely under existing professional
regulators and the Ministry of Health's HRH units. For example, clauses around verifying
individual licensure, enforcing training obligations, and inspecting for internship
suitability duplicate and confuse mandates under KMPDC, NCK, and allied Acts.

5. Recommendation: Limit the Authority's Mandate
/ To improve clarity and eflectiveness, the Authority's functions should be strictly

limited to:
r' Oversight oflhealth facility infrastructure and operations
r' Development of quality of care standards at facility level
/ Coordination and monitoring of patient safety systems and outcomes
/ Not regtrlate individual professionals, training programs, or licensure, which are

better left to the existing constitutional and legal bodies.
6. The Bill lacks comprehensive mechanisms for routine reporting and analysis of medical

errors and near misses, as well as structured learningsystems that support continuous
quality improvement. Additionally, it does not provide for patient engagement strategies
or feedback loops, nor does it outline scalable and tiered quality frameworks suitable for
both large and small healthcare facilities.

7. The Bill does speak to the role of the Authority and Health Facilities in establishing saG

work environment for the healthcare professionals in the facilities which is a key input in
quality ofcare and patient safety frameworks, this should also include blame free culture
and an incident reporting mechanism that is free from victimization of the healthcare
professionals.

8. Risk of regulatory overload without supportive infrastructure due to introduction of
multiple new obligations-mandatory indemnity insurance, accreditation -linked
reimbursement, regular inspections etc. without providing capacity building, funding, or
tools to s upport implementation.

9. In line with international best practice, the role ofaccreditation and certification needs to
be separated from the role of registration and licensing of health care facilities.
Accreditation needs to be done by an independent entity, whereas the authority provides
oversight e.g., KENAS provides oversight to Conformity assessment bodies in Kenya and
the authority oversights KENAS Reffrom accreditationframeuorkfor Health sector Kenya

2ol g.These assessments bodies can then share the data and results from the facilities with
the authority for use ofempanelment. The authority could in addition identify and engage
independent certification bodies that would support the facilities in the accreditation
process using the existing and approved quality ofhealthcare standards.

lo. An equalization framework needs to be established by the authority for recognition of
other certification frameworks and international standards aligned to KQMH framework
This will ensure that global standards and best practices are recognized and integra ted

into the national healthcare system.
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I l. Upon licensing, facilities are free to choose existing and recognized quality frameworks
they prefer to pursue certification /accreditation processes in alignment rvith the set
national standards.

Additional Comments: Global lessons and Best Practice

To help der,elop the best practice for the QOC Bill of Kenya, it is important to first reflect on
the use of standards, licensing, quality improvement and accreditation in health systems. Use
ofregulations and standards is one strategy for improving quality ofpatient care provided in
both the public and private sector. It is important that the same rules and regulations apply
for the public and the private sector, especially in Kenya where over 5o% of healthcare
provision comes from the private sector, addressing healthcare needs from all layers of
society.

Common statutory regulatory processes include licensing, certification and accreditation.
However, a mechanical approach to "quality control" and inspection of inputs and processes
results in static compliance with minimum standards, without stimulating human behavior
towards a conscious dynamic improvement, often resulting in blame, punishment and ill -
motivated staff and managers.

To be effective, most countries are following these principles when it comes to regulating and
incentivizing improvement of quality of care:

Governmental accreditation programs should not be designed as an extension of
governmental "licensing" systems. Instead, accreditation of health provider institutions
that comply with standards for safe and reliable care should be undeltaken by a

government-approved, but independent & legal third-party institution(s) that represents
the interests of ministry ofhealth, insurers, providers and patients. Healthcare providers
should be able to choose an accreditation body that fits their mission, purpose and client
base.

Inspection carried out to assess whether health provider institutions comply rvith
minimum conditions for licensing and standards for patient safety, including determining
whether healthcare professionals providing those services meet the required minimum
educational qualifications and credentials, should be separate from determining whether
the health professionals are maximizing their training and skills through lifelong
learning. The former is the role of an independent body of the ministry with a legal
mandate, while the latter is the role ofprofessional regulatory bodies which also must deal
with indiscipline and malpractice within the profession. Often, inspection of health
provider institutions is undertaken by medical professional councils for doctors, nurses
and laboratory technicians. This could resu-lt in confusion and duplication of'efforts.

a

o

Health professional training and practice standards contribute to healthcare quality and
safety. Licensing is very helpful when the health care market does not adequately guard
against under-qualified professionals. Licensing provides a legal underpinning for malpractice
and while it provides a means to remove fraudulent or incompetent health care pro viders from
practice, it is not enough. Therefore, in addition, re-certification is needed to ensure health
care providers remain up-to-date in their knowledge and practice within the continually
e'"'ol'"'ing evidence-based medicine. Licensing and re-certification by a nationwide professional
body might save time and money for employers by providing a short cut to confirm that a

candidate for a job meets basic qualifications.
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Within the Kenyan context, reguJatory reforms should ideally target five key aspects that
include: the health workers, the public and private health institutions, the quality and
availability of essential medical supplies and reform of public and private insurance.
Moreover, and to be effective, the three regulatory processes, narnely licensing, certification
and accreditation, should be designed as 'separate' programmes with different olrjectives,
incentives/ disincentives, staff and reporting structure.

1. C-ase Str.rdies

Case study - Ghana

In Ghana the Health Facilities Regulatory Agency (HeFRA) Ghana's legal licensing for
healthcare facilities. Professional licensing is governed by respective councils- Medical and
Dental Council, Nurses and Midwifery Council and Allied Health Council. Accreditation
entities, including COHSASA, ofler high-level accreditation; SafeCare provides a structured,
stepwise improvement path, widely used in Ghana and now incorporated into regulatory
practices.

Licensing structure:

Health Facilities Regulatory Agency (HeFRA)

Established under the Health Institutions and Facilities Act,2oll (Act 829), HeFRA is the
statutory body responsible for categorizing, registering, inspecting, licensing and
monitoring, all public and private healthcare facilities in Ghana. The HeFRA licensing is

considered the fundamental process for assuring quality in healthcare facilities in Ghana by
ensuring the basic requirement of staffrng, equipment, infrastructure and facilities, etc. are in
place for the services to be rendered. The Iicenses of facilities are renewed periodically (t - s

years) depending on the type otfacility.

Process overview:
o Registration: Facilities apply via HeFRA's rvebsite or offices
o Inspection: HeFRA assesses facility readiness.
o Licensing: A license is issued if standards are met.
o Monitoring: Ongoing inspections ensure compliance.

Professional Councils and Accreditation Bodies

These Councils regulate and license the healthcare professionals, with licenses that are
renewable annually through the required scores from continuous professional development
CPD programs.

Medical and Dental Council (MDC) regulates training and practice standards for
doctors and dentists.
Nurses and Midwifery Council (N&MC) regulates nursing and midwifery, including
examinations and licensing-established under the Health Professions Regulatory
Bodies Act, 20ls (Act 857).
Allied Health Professions Council oversees training, accreditation, licensing, and
regulation of allied health professionals, also under Act 857.
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National Health Insurance Authority - Credentialing

The Authority employs credentialing processes to verify the licenses, qualilications,
experience, and competence of the healthcare providers to deliver safe and ellective care. It is
the processes through which the Authority determines which facilities are allowed to be
empaneled in an insurance scheme, to receive subscribers. The outcome of the credentialing
process determines the facility's tariffassigned, and credentialing is renewed every two years.

COHSASA (Council for Health Service Accreditation of Southern Africa)

A not-fbr-proflt accreditation body founded in South Africa in the mid-lggos. It offers
accreditation programs for a wide range of healthcare facility types-from clinics to tertiary
hospitals-and is internationally accredited by ISQua.

Saf'eCare

Established in 2ol l, SafeCare is a stepwise quality improvement and certification system,
created by a partnership of COHSASA, PharmAccess (Netherlands), and Joint Commission
International. Designed for low-resource settings, SafeCare provides a graded approach-
facilities earn "Certificates of Improvement" from [rvel t (basic) to Lrvel 5 (advanced).
Achieving Level s can prepare facilities for full accreditation by COHSASA or JCI.

2.Case study in the Netherlands:

Healthcare Accreditation and Licensing Structure in The Netherlands

In the Netherlands, healthcare accreditation and licensing operate within a tightly regulated
framework to ensure high-quality care, patient safety, and professional accountability. The
system is overseen by the Ministry ofHealth, Welfare and Sport (VWS), in collaboration with
independent reguJatory and professional bodies.

Licensing Structure

l. Institutional Licensing

Healthcare institutions must be licensed under the Healthcare I nstitutions Admission
Act. This allows them to legally operate and receive funding under the Dutch Health
I nstrrance Act.

2. Professional Licensing

t. Institutional Accreditation

Accreditation ofhealthcare institutions is voluntary but rvidely adopted to ensure and
demonstrate quality improvement. Dutch organizations such as the Nederlands

4t

Healthcare professionals are licensed through the BIG-register, under the BIG Act.
This register ensures that professionals (e.g., doctors, nurses, pharmacists) meet the
required educational and ethical standards to practice.

Accreditation Structure



Instituut voor Accreditatie in de Zorg (NIAZ) ollbr assessments based

internationally recognized (lsqua) standards.

g. Professional Accreditation and Revalidation

olt

Healthcare professionals maintain their BIG registration through Continuous
Professional Development (CPD), rel'alidation, and in some cases, participation in
professional peer review and audit systems.

Role of International Accreditation Bodies in the Netherlands

International accreditation bodies like Joint Commission International (JCI) and ISQua
(lnternational Society for puality in Health Care) play an important influential role by:

. Providing globally recognized quality benchmarks fbr Dutch hospitals that serve
international patients or seek international repr.rtation.

. Enhancing internal quality systems through external peer-revierved audits aligned
with global best practices.

. Supporting harmonization with European and international healthcare standards,
which is particularly relevant for cross-border care and international collaboration.

. Acting as reference points for Dutch national accrediting bodies (e.9., NIAZ), many
of which align their methodologies with ISQua principles for broader credibility.

Interplay Between Licensing and Accreditation

. Licensing is mandatory and ensures legal and professional compliance, while
accreditation is voluntary and focused on continuous improvement.

. Accreditation can positively influence institutional reputation, patient trust, and even
financial contracts with insurers.

In summary, the Dutch system integrates mandatory licensing with voluntary national
and international accreditation, forming a robust framework for quality assurance,
professional accountability, and international alignment in healthcare delivery. Healthcare
providers may choose an accreditation body that meets that purpose. This can be local body
NIAZ, but also international body JCI. Large hospitals that cater to international patients
tend to prefer JCI accreditation, whereas smaller regional hospitals choose the Dutch
accreditation body NIAZ.

Case study in the US

Each U.S. state mandates healthcare facilities operating within its jurisdiction to obtain and
maintain a license. State licensure laws typically govern:

State departments of health are responsible for inspecting facilities for compliance with these

laws, often through their own surveyors or third-party contractors. These inspections may
occur every I to s years, depending on state policy and facility type (e.g., hospitals,
ambulatory surgery centers, long-term care).

Although accreditation and licensure are distinct, there is substantial overlap in the domains
they assess. Many states have moved toward recognizing national accreditation by
organizations like the Joint Commission (and by extension, JCI standards in aligned global
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facilities) as a proxy for part or all of state inspection requirements. This process, known as
"deemed s tat us," reflects:

Reduced duplication: Ifa hospital is accredited by a recognized body, states may
waive some or all inspection requirements.
Standard harmonization: States align their regulatory expectations with those
developed by private accreditation bodies.

For instance

Case study in Thailand

Healthcare Accreditation and Licensing Structure in Thailand

As of zo t9, Thailand's population of 68 million is served by 92i government hospitals and
363 private hospitals with g,zoe primary care health units (SHPH clinics), responsible for
Thai citizens'health at the sub-district level.

Universal health care is provided through three programs: the civil service r,velfare system
for civil servants and their families, Social Security for private employees, and the universal
coverage scheme, introduced in 2OO2, which is available to all other Thai nationals. Some
private hospitals are participants in the programs, but most are financed by patient self-
payment and private insurance. According to the World Bank, under Thailand's health
schemes, 99.5 percent of the population have health protectio n coverage.

Thailand has a mu-lti-layered healthcare licensing and accreditation structure, combining
mandatory government licensing under the Medical Facility Act with vol untary national and
international accreditation programs. The Healthcare Accreditation Institute (HAI) runs the
national Hospital Accreditation (HA) program, while international bodies like Joint
Commission International (JCI)provide global certification. Facilities must also adhere to
regulations from the Thai Food and Drug Administration (TFDA) for product and service
quality.

Licensing Structure

Licensing for healthcare organizations is mandatory.

This act requires hospitals to obtain two types of licenses to operate:

. a license to operate a medical facility, granted to the facility owner for 1o years and:

o a license to manage a medical facility granted to the supervising medical prof'essional for
two years.

Accreditation Structure

Accreditation for healthcare institutions is vol untary.

o The Healthcare Accreditation Institute ([IAI) develops and implements standards to
assess and certify the quality ofhealthcare facilities nationwide.

a

California and New York accept .loint Commission accreditation lor hospital
licensure compliance but retain authority to inspect under specific complaints or
adverse events.
Texas and Florida perform risk-based inspections, placing less frequent scrutiny on
accredited hospitals.
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The Healthcare Accreditation Institute (HAI)is a public organization responsible for quality
improvement and accreditation of healthcare organizations in Thailand. The status as a
government agency enhances the credibility of the I nstitute and pro,u'ides HA I getting some
budget support from the government. -fhe institLrte has been accredited by an international
organization, The International Society for Quality in Health Care External Evaluation
Association (IEEA).

Role of International Accreditation Bodies in the Thailand

Many Thai hospitals voluntarily seek accreditation from international bodies like Joint
Commission International (.lCI).

JCI accreditation is considered a global "gold standard" for quality and patient safefr
standards.

. Thailand has a high number of .lCI -accredited hospitals, particularly in the private sector.

r As of February 2025, there are 63 ,loint Commission International (JCI )-accredited
medical institutes in Thailand, making it a leading country in the Asia-Pacific region for
high-quality, internationally recognized healthcare facilities. These accreditations
highlight the Thai healthcare sector's commitment to patient safety and quality of care,
which has helped establish Thailand as a top destination for medical tourism.

Interplay Between Licensing and Accreditation

In summary, the Thai system integrates mandatory licensing with voluntary nationaland
international accreditation, forming a robust framework for quality assurance, professional
accountability, and international alignment in healthcare delivery.

Kenya now has the opportunity to move beyond minimum compliance and punitive
inspections, and instead build a reformed regulatory framework where licensing, certification,
and independent accreditation serve as complementary pillars. Anchored on clear roles and
accountability, this framework will transfbrm the Quality Healthcare and Patient Safety BiU
from a compliance exercise into a porverful driver of continuous improvement, patient safety,
public trust, and universal health coverage in Kenya.

Committee resolution: The Committee noted the general comments by KHF.

38. THE KENYA NATIONAL COMMISSION ON HUMAN RIGHTS (KNCHR)

The Kenya National Commission on Human Rights (KNCHR) submitted as follows;

a) Clause e

Introduce definitions of the terms quality improvement and quality assessment.

Justification: For clarity and to help a"'oid ambiguity in their interpretation and application

Committee resolution: Not adopted. The terms are used in their ordinary sense.

b) Clause s
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Amend clause s(d) to: "(d) ensure health f'acilities pro.,,ide healthcare services in a manner that
guarantees availability, accessibility, acceptability and quality".

Justification: To align with the "Availability, Accessibility, Acceptability, Quality" (AAAQ)
framework under General Comment No. I rt, on the Right to the l-lighest Attainable Standard
of Health developed by the Committee on Economic, Social and Cultural Rights based on
article 12 of the International Covenant on Economic, Social and Cultural Rights which
Kenya is a signatory. The Commission contends that as the Bill seeks to give effect to Article
+s (t)(a), the right to health in all its lbrms and at all levels must cover the interrelated and
essential elements, and applied in accordance to the AAAQ iramework expounded as follows:

a

Availability- guaranteeingthat functioning public health and health-care facilities, goods
and services, as well as programmes, are available in sufficient quantity. This includes
other determinants of health, such as safe and potable drinking water and adequate
sanitation facilities, hospitals, clinics and other health-related buildings, trained medical
personnel and essential drugs;

Accessibility- guaranteeing that health facilities, goods and services have to be accessible
to everyone without discrimination. This incl udes overlapping dimensions such as

physical accessibility where health facilities, goods and services are to be within safe

physical reach for all sections of the population; economic accessibility (affordability) of
health facilities, goods and services must be affordable for all;and information accessibility
regarding the right to seek, receive and impart information and ideas concerning health
issues to all persons seeking healthcare services including persons with disabilities.

Acceptability- guaranteeing that all health facilities, goods and services are respectful of
medical ethics and culturally appropriate to individuals, minorities and communities, as

well as being designed to respect confidentiality and improve the health status ofthose
concerned.

Quality- guaranteeingthat aside from being culturally acceptable, health facilities, goods
and services must also be scientifically and medically appropriate and of good quality.
This requires, inter alia, skilled medical personnel, scientifically approved and unexpired
drugs and hospital equipment, safe and potable water, and adequate hospital sanitation.

Committee resolution: Not adopted. The clause is in order as drafted and takes into account
the proposed aspects.

c) Clause o

Proposed the introduction ofa new clause to provide for the right to maternal care, with the
following rights:

i. The right to be free from physical violence and verbal abuse during labour and childbirth;
ii. The right to be free from discrimination during labour and childbirth;
iii. The right to a dignified and respectful care - including being granted acceptable levels of
privacy and confidentiality during labour and childbirth.

Justification: To implement the Court of Appeal decision in County Government of
Bungoma & 2 others v. Josephine Oundo Ongwen (AKA.losephine Majani) & 2 Others where
the Court deployed the minimum core threshold to the right to health that must be realized
immediately and is not subject to progressive realization, thereby framing the proposed rights
to constitute the minimum core of a woman's right to respectful maternal care during child
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birth. It is important to promulgate this landmark Court decision through the proposed Bill
as it seeks to guarantee the quality ofcare and overall best health outcomes for all patients as

a positive step towards a human rights-based maternity care, where dignified and respectful
care experiences for women during childbirth, free from violence and discrimination should
be the new norm.

Committee resolution: Not adopted. The clause is in order as drafted.The definition of
"healthcare services" incl udes maternal care.

d) Clause a

Clause a(z)(c) be amended to read as follows "(c) provide reasonable accommodation to
patients with disabilities"

Justification: To expand the mandate ofhealth facilities beyond physical accessibility to the
broader component of reasonable accommodation. Section z of the Persons with Disabilities
Act,2o25 defines reasonable accommodation as necessary and appropriate modification and
adjustments not imposing a disproportionate or undue burden, where needed in a particular
case, to ensure to persons rvith disabilities the enjoyment or exercise on an equal basis with
others of all human rights and fundamental freedoms. The Commission notes that health
facilities should be mandated to provide reasonable accommodation to cover aspects such as

sign language interpreters, oflering large print or braille materials health information
products/information, ensuring physical accessibility of equipment like accessible ex.un
tables and ramps among others. These holistic accommodations over and above physical
accessibility would ensure patients with disabilities receive healthcare on an equal basis with
others as provided under Section z+ of the Persons with Disabilities Act,2025.

Committee resolution: Not adopted. The clause is in order as drafted. The Persons with
Disabilities Act, 2025 makes adequate provision for access to healthcare by persons with
disabilities.

e) Clause t 5
Clause l5 (2Xb) be amended to cover all the discriminatory grounds provided under Article
27 (+) of the Constitution so as to read as follows: " t s(z)(b)non -discriminatory treatment
regardless ofrace, sex, pregnancy, marital status, health status, ethnic or social origin, colour,
age, disability, religion, conscience, belief, culture, dress, language or birth."

Justification: To align with Article z; (+) of the Constitution.

Committee resolution: Not adopted. The clause is in order as drafted. The other issues apply
even without being expressly listed.

0 Clause 99
Clause es (z)be amended as follows: "29 (2) The appointmentunder this section shall be by
notice in the Gazette."

Justification: It is good governance practice to provide for the gazettement of all the
members of the Board of Directors of the Authority and not just a segment as currently
proposed. This is critical in formalizing their legal standingand pave way for commencement
of oflicial duties under the proposed legislation.

Committee resolution: Not adopted. The clause is in order as drafted. The other Board
members hold office by virtue of their appointment.
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g) Clause a6
Clause .[6 be amended by introducing a nerv paragraph to mandate the Authority to
adhere to Fair Administrative Action Act, Cap. ;L in when considering suspension or
revocation of certificate of registration of health facilities.

Justification: To align with the provisions of the Fair Administrative Action Act, Cap. 7L.

Committee resolution: Not adopted. The clause is in order as drafted. The provisions of the
Fair Administrative Action Act, Cap. 71, apply even without the same being restated.

ii. Introduction of a new clause .16 (s) as follows: "+6. (5) The Authority shall Gazette
the details ofa health facility 'uvhose certificate ofregistration has been suspended or
reinstated."

Justification: To officially notify the public through a notice in the Gazette regarding
information on health facilities rvhose certi{lcates of registration suspended or reinstated.
This is crucial in safeguarding the quality of healthcare and patient safety. This is also in
taking cue from clause a,i (*) which provides for Gazettement of details of health facilities
whose certificate of registration has been revoked.

Committee resolution: Not adopted. The clause is in order as drafted. The Authority will
list the same on its website.

h) Clause +Z
Clause 47 be amended by introdr.rcing a neu,paragraph to mandate the Authority to adhere
to Fair Administrative Action Act, Cap. 7L in when considering suspension or revocation of
certificate of registration of health facilities.

Justification: To align with the provisions of the Fair Administrative Action Act, Cap. 7L.

Committee resolution: Not adopted.'fhe clause is in order as drafted. The provisions of the
Fair Administrative Action Act, Cap. 7L apply even without the same being restated.

i) Clause 53
Clause 53 be amended by introducing a new sub-clause immediately after clause 5s (z) to read
as below and renumber the clauses accordingly: "5s (3). Health facilities shall not demand for
prepayment ofprospective medical costs as a condition for the provision ofemergency medical
treatment."

Justification: Article +s (z) of the Constitution provides that a person shall not be denied
emergency medical treatment and this is also guaranteed under Section 7 of the Health Act,
Cap.2+1. The Commission notes that the proposed legislation already defines emergency
medical treatment and guarantees quality of health care in a way that ensures healthcare
services are safe, effective, timely, efilcient, equitable, and people centered, provided to an
individual, that improves health outcomes based on evidence-based standards. Thus, the
Commission contends that in order to achier,'e patient safety, quality of care and desirable
health outcomes as provided in the Bill, health facilities are to be mandated to respect and
ensure realization of the right to emergency medical treatment under Article +s (z) in the
first instance.

Committee resolution: Not adopted. The clause is in order as drafted. The right to
emergency medical treatment is already guaranteed under the Constitution.
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j) Clause 55

Introduction of a new clause 55 (6) as follows: "55. (6) The Authority shall Gazette the details
of a health facility whose licence has been revoked."

Justification: To officially notify the public through a notice in the Gazette regarding
information on health facilities whose certificates of registration suspended or reinstated.
This is crucial in safeguarding the quality of healthcare and patient safety.This is also in
taking cue from clause +; (+) rvhich provides for Gazettement of details of health facilities
whose certificate of registration has been revoked.

Committee resolution: Not adopted. The clause is in order as drafted. The Authority will
list the same on its website.

k) Clause o5

A newparagraphbe introducedin clause65 immediatelybefore paragraph(a) toreadas below
and reorganize the numbering correctly: 65. (a) designate a quality improvement team with
clear terms of reference;".

Justification: A dedicated quality improvement team will enhance accountability and
compliance to the proposed quality improvement programs under clause zz (z) relatng
service gaps, prioritizing maternal healthcare, primary healthcare, mental healthcare and
emergency medical treatment among others. This will also be in line with Ministry of
Health's Kenya Quality Model for Health.

Committee resolution: Not adopted. This will be set out in subsidiary legislation.

l) Clause 67
A new paragraph be introduced under clause 67 to provide for the timeline within which the
Authority is required to undertake quality assessment of a health facility and award of a

performance rating.

Justification: Provision for a timeline enhances predictability and sustainability of quality
improvement programs by health I'acilities as well as mandating the Authority to act on the
health facilities' self-assessment reports by way of performance scoring within timelines to be
stipulated. This ensures overall compliance on quality improvements by both health facilities
and the Authority. This rvill also be in accordance with Clause io (s)(h) which makes it
mandatory fbr the register of registered, licensed and accredited health facilities to contain
information quality rating and scores.

Committee resolution: Not adopted. This will be set out in subsidiary legislation.

m) Clause 75
Clar.rse 75 be deleted

Justification: For legislative harmony and to avoid duplication since the provision in Clar-rse

75 has already been made under Clause 72 ( t ).

Committee resolution: Not adopted. There is need to expressly empower the Authority to
appoint and gazette inspector.

n) Clause 83
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Clause ss (+) be amended to cap the number of Health Care Tribunal member to not
more than seven (;).

Justifrcation: To make the Tribunal effective and efficient in the discharge of its functions.
The Commission also wishes to point out that Tribunals established under existing
legislation frameu,orks higtrlighted below have set a maximum of seven (z) members for a

Tribunal hence the need to align the clause on Tribunal membership in the proposed Bill to
the existing frameworks as below'

. The Education Appeals Tribunal- 7 members

. The Political Parties Disputes Tribunal- 7 members

. The HIV and AIDS Tribunal- 7 members

. The Micro and Small Enterprises Tribunal- 6 members

. The National Civil Aviation Administrative Review Tribunal-0 members

. The Competition Tribunal- 5 members

Committee resolution: Not adopted. The Tribunal composition is in order as the Tribunal
will be handling many disputes and complaints.

Clause ss (;) be amended by replacing the words "Cabinet Secretary" with "Judicial Service
Commission" to read as follows, "8.9 (7). The members of the Tribunal shall be entitled to
receive such allowances as the Judicial Service Commission, on the advice of the Salaries and
Remuneration Commission, may determine."

ll

Justification: The Court of Appeal in Attorney General v Okoiti & 3 others [2025: KECA
5og (KLR) affirmed the High Court decision, among others, that Tribunals established
pursuant to article 169( lXd) of theConstitution of Keny^,2olo are not partof the Executive
machinery, nor are they independent adjudicatory bodies, but are subordinate courts which
are an integral part of the Judiciary. Further, the Commission notes that the National
Assembly Departmental Committee on Justice and t egal Affairs while considering the
Tribunals Ilill, zozs (Bill lapsed)observed that the ChiefJustice should be the one responsible
for making rules governing Tribunals.

Committee resolution: Adopted. Tribunals fall within the ambit of the Judiciary.

o) Clause 97
Clause 97 be amended by introducing further offences as below
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Justification: The Court of Appeal in Attorney General v Okoiti & 3 others [2025] KECA
3og (KLR) affirmed the High Court decision among others, that Tribunals established
pursuantto article t69( t)(d) of the Constitution of Kenya,2olo are not part of the Executive
machinery, nor are they independent adjudicatory bodies, but are subordinate courts which
are an integral part of the Judiciary. Further, the Commission notes that the National
Assembly Departmental Committee on Justice and l,egal Affairs while considering the
Tribunals Bill,2023 (Bill lapsed) observed that since the tribunals are being transited to the
.Iudiciary, the remuneration of the members of the should be determined by the JSC in
consultation with SRC

Committee resolution: Adopted. Tribunals fall within the ambit of the Judiciary.

CIause as (a) of the Bill be amended by replacing the words "Cabinet Secretary" with
"Chief Justice" so as to read as follows "8S (8). The Chief Justice shall make rules for
operationalization of the Tribunal."



"(f) demands or permits the demand of payment of prospective medical fees or admission Ibes

prior to providing emergency medical treatment;
(g) detains or permits the detention ofthe body ofa deceased patient for purposes ofenforcing
settlement of pending medical bills".

Justification: To give effect and ensure realization of' the right to emergency medical
treatment as provided under Article +S (Z) and section 7 of the Health Act. Cap. 2+ t. The Bill
already makes provision for emergency medical treatment as a quality standard hence the
provision for an oflence and corresponding penalty will ensure enforcement and compliance.
Further, to expand the concept of patient dignity by restraining health facilities from
withholding or detaining the body ofa deceased patient for purposes ofenforcing settlement
of pending medical bills in accordance with the High Court decision in Mary Nyang'anf
Nyaigero & another v Karen Hospital Limited & another lqor67 KEHC 6882 (KLR) rvhich
held that hospital bills are civil debts which can lawfully be recovered by following the civil
process not by detaining a body that has no monetary value.

Committee resolution: Not adopted. The offences are suflicient as drafted. Issues of
prospective medical costs and detention ofdead bodies ought to be provided for in a different
legal framework.

SECOND SCHEDULE- CONSEQUENTIAL AMENDMENTS

Paragraph to

Clause lo I (lo) seeks to amend Section ll2 of the Health Act is amended by deleting
paragraph (a) and (d) deleting paragraph (e). The Commission proposes that the proposed
amendments be dropped.

Justification: The proposed Bill does not provide for the fees to be paid to access servrces rn

a public health facility other than fees for registration, licensing and accreditation ofhealth
lacilities. The Commission notes that deletion ofparagraph to (a) of Section t t2 of the Health
Act leaves an incurable Iacuna. The Commission further notes that the proposecl deletion ol'
paragraph t O (e) of Section I l2 of the Health Act leaves a gap in that the proposed Bill only
prescribes that the Authority shall keep a register of registered, licensed and accredited of
health facilities and does not extensively cover the nature of returns, registers, reports,
records, documents and forms to be completed and kept by health facilities. The Commission
is of the view that the two paragraphs should be left intact as is in the Health Act, 20 17.

Committee resolution: Not adopted. The amendments are necessary for purposes ol
separating the regulation ofhealth facilities from that ofhealthcare professionals.

Paragraph s5

Clause l0l (35) seeks to amend the Medical Practitioners and Dentists Act by repealing
section t7.'lhe Commission recommends that the proposed amendment be dropped.

Justification: The Bill repeals Section 1? on recovery of fees by practitioners. KMPDC
proposes amending instead, to specify that only practitioners licensed under Section l+ may
recover fees. Section t; of the Medical Practitioners and Dentists Act, Cap 253 provides a

I
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critical safeguard on patient safety and quality of care by ensuring that unregistered
practitioners do not purport to offer and charge for services they are not licensed to ofler in
the first instance.

Committee resolution: Not adopted. The amendments are necessary for purposes of
separating the regulation ofhealth facilities from that ofhealthcare professionals.

Paragraph t r3
Clause lol (l ls) of the Bill proposes to amendthe Social Health Insurance Act by repealing
PART VIII of the Act. 'lhe Commission proposes that Section +S (t) of the Act be retained
to introduce the whole aspect olthe Tribunal and to read as below: "+s. Health Care Tribunal
(t) A person aggrieved by a decision made under this Act may, within one month from the
date of the decision, appeal to the Health Care Tribunal for a review of such decision."

Justification: Part VI I I ol the Social Health lnsurance Act is essential in introducing and
directing aggrieved parties to the Health Care Tribunal established under the proposed Bill.
As currently proposed, the total repeal will only result to the Tribunal being referenced in
the definition part under section z ofthe Act and nowhere else.

Committee resolution: Adopted with amendments. The proposed Health Care Tribunal will
only have.)urisdictio n over complaints and disputes in relation to the functions of the Quality
Healthcare and Patient Safety Authority in the reguJation of health facilities.

General Comments on the Bill by the Kenya National Commission on Human Rights
(KNCHR)

The Commission welcomes the provisions of the Bill seeking to give effect to Article
+s ( t ) of the Constitution; to provide fbr the responsibility of the national and county
governments in the realization of quality ofhealthcare for patients; to provide for the
establishment, powers and functions of the Quality Healthcare and Patient Safery
Authority, registration, licensing and accreditation of health facilities; to provide for
the setting of standards for quality of healthcare; among others.

2. The Commission notes that the objects and the guiding principles of the proposed
legislation lay the basis for ensuring that health facilities provide healthcare services
in a manner that guarantees high quality care, safety, eflectiveness and efficiency,
."vhich the Commission proposes that the Bill be amended to refer to and guarantee
the highest attainable standards of healthcare by ensuring that healthcare services
provided by both public and private health facilities meet the availability, accessibility,
acceptability and quality (AAAQ) framework under General Comment No. I4 on the
Right to the Flighest Attainable Standard of Health developed by the Committee on

Economic, Social and Cultural Rights.

3. The rights-based and patient-centred care under Part I I of the Bill is welcome. 'fhe
specific rights include the right to safe and accessible health facilities (clause 8); right
to care by a qualifred health professional (clause 9); right to information and decision-
making (clause I o); right to safe and quality care (clause I I ); right to timely and
effective care (clause t2); right to safe processes and practices (clause ts); right to safe

and quality health products and technologies (clause la); right to dignity and equity
(clause 15); right to be heard (clause t6). The Commission however notes the need to
expressly pror.'ide [or the right to materna] care following the Court of Appeal decision
in County Government of Bungoma & 2 others v. Josephine Oundo Ongr,ven (AKA
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Josephine Majani) & z Others that there is a minimum core threshold to the right to
health that must be realized immediately and is not subject to progressive realization.

4. The right to emergency medical treatment is Constitutionally guaranteed under
Article +s (z) and further provided under Section 7 of the LlealthAct, Cap. 2at. While
the Bill has defined emergency medical treatment, the Commission notes the need to
provide categorically that health facilities shall not demand for prepayment of
prospective medical costs as a condition for the provision of emergency medical
treatment. This is important to ensure the realization of the right to emergency
medical treatment and overall quality and health outcomes for patients as provided in
the Bill, noting that facilities have the tendency of demanding payments upfront.

5. The Bill also seeks to ensure patients access quality healthcare services that are safle

and dignified. The Commission holds the view that the concept of patient dignity
ought to be expanded by restraining health facilities from withholding or detaining
the body ofa deceased patient for purposes ofenforcing settlement ofpending medical
bills. The High Court in Mary Nyang'anyi Nyaigero & another v Karen Hospital
Limited & another [2or6] KEHC 6882 (KLR) held that hospital bills are civil debts
which can larvfully be recovered by following the civil process not by detaining a body
that has no monetary val ue.

6. The Commission notes that whereas the Bill seeks to amalgamate the role of
registration, licensing, accreditation and inspection of health facilities to safeguard
and ensure quality standards ofcare, there will be need for close collaboration between
the Authority and regulatory bodies in place. Further, the inspectors that will be
engaged by the Authority must possess relevant professional expertise for the health
facilities they are to assess.

8. The Commission acknowledges the Bill for seeking to provide for a rights-based and
patient-centred heal thcare system through setting of standards for heal thcare services
and health facilities in a manner that secures the protection, promotion, improvement
and maintenance of the health and well-being of every person. The proposed
legislation also presents a vital opportunity to transform Kenya's healthcare
governance landscape in terms of registration, licensing, accreditation and inspection
of health Ihcilities to ensure quality ofcare, patient safety and rights. The Commission
notes that the Authority contemplated in the Bill will need to closely collaborate with
relevant regulatory bodies in the performance of its functions. The Commission urges
that extensive consultation with sector players should be conducted during the
development of regulations contemplated under the Bill for successful implementation
of the proposed quality improvement initiatives. Lastly, the Commission calls for full
implementation of the health laws as well as adequate budgetary allocation by both
the National and County governments in line with the Abuja Declaration to guarantee
the realization ofthe right to the highest attainable standard of healthcare provided
under Article +s of the Constitution.
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7. The Commission also welcomes the requirement to the eflect that compliance to
quality improvement standards shall form the basis for health facility accreditation,
performance assessment and access to the Social Health Insurance Fund. This ensures
that facilities must undergo periodic reviews and submit information to the Authority
to demonstrate that they meet prescribed quality standards to bill SHA for health
ins urance services.



Committee resolution: The Committee noted the general comments by KNCHR.

39, THE NATIONAL GENDER AND EQUALITY COMMISSION (NGEC)

'fhe National Gender And Equality Commission (NGEC) submitted as fbllous;

a) Clause I
i. Introduce the following new proposed interpretation s:

"Age-appropriate" means suitable for a particular age or age group

Justification: The term has been proposed in an amendment to clause I l(l)(b).

Committee resolution: Not adopted. The term is used in its ordinary sense.

"Geriatrics" means a specialized branch of medicine focused on the health care of older
adults

Justification: Older persons face a lot of discrimination and negative bias in health facilities
leading to poorer quality of care and reduced access to services. The Commission has applied
the term through a proposed amendment to clause t5 on Right to Dignity and liquity (serial
7 below). Article 57(c) obligates the state to ensure older persons live in dignity and respect

and be free of abuse.

Committee resolution: Not adopted. The proposed term has not been used in the textofthe
Bill.

iii. "Non-lnformed Consent" occurs when an individual agrees to a medical procedure or
study without being fully aware of the potential risks, benefits, and alternatir.'es

Justification: The Commission has proposed sanctions in a new clause 1o(4).

Committee resolution: Not adopted. The proposed term has not been used in the text of the
Bill.

b) Clause +

Amend by inserting an additional principle as follows "(e) Promotion of a human rights-based
approach to health care".

Justification: The proposed Bill has not considered a rights-based approach to deal with
patients. To move away from charity and other models that put patients at the mercy of health
workers. Rights-based means integrating human rights principles and standards in all aspects

ofhealth care. Article +s(t)(a) ofthe Constitution provides the right that the proposed law
seeks to implement. This principle is also very crucial in dealing with issues of persons with
mental and psychosocial disabilities.

Committee resolution: Not adopted. The Bill provisions incorporates the rights-based
approach as it specifies the rights ofpatients.

c) Clause 5

Substitute the subtitle "Cabinet Secretary" with "National Government"
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Justification: Obligations placement in line rvith the Functions of the National Government
in the Fourth Schedule of the Constitution. The proposal also aligns u'ith Section t5 of the
Health Act, which recognizes the functions as the National Gov'ernment's functions.

Committee resolution: Not adopted. The Bill has adopted the House drafting style.

d) Clause 6
i. Proposed a new clause on the rights of persons under incarceration and insert as

[ol]ows: "All correctional facilities shall ensure that all persons under incarceration
have access to timely and quality healthcare'. Further proposed amendment of clause
94 on ReguJations to mandate the Cabinet Secretary to make regdations on access to
health care by persons in incarceration.

Justification: The Right in Article 43 needs to protect the rights of all persons, including
those who are in prison and correctional facilities. The Nelson Mandela Rules are

internationally recognized guidelines that promote the health Rights of Prisoners.

Committee resolution: Not adopted. The Bill applies to all persons including incarcerated

Persons.

ii. Introduce a new provision on the right of discharge from health Facilities and amend
by inserting a new clause as follows-;

a. Every patient has the right to be discharged from a health facility once they are medically
fit for discharge
b. Health facilities shall take all reasonable steps to prevent unnecessary delays that may
prolong a patient's stay beyond their medical needs
c. Under no circumstances shall a facility detain or deny discharge to a patient on account
offailure to pay hospital fees.

Justification: To ensure that once a patient is due for discharge, the same should be expedited
and any other pending matters to be attended to while out of hospital. Some health facilities
detain patients who are unable to settle the fees and ironically continue charging them
inflating the amount even further.

Committee resolution: Not adopted. The proposed issues are best handled in a different
legal framework.

e) Clause a
i. Amend s(e) (c) by inserting after the phrase "modification" the following: "and

accommodation.

Justification: Reasonable accommodation has not been pro"'ided in the proposed law. The
Commission has proposed the interpretation of the two terms, i.e, accommodation and
modification

Committee resolution: Not adopted. Accommodation includes issues of modification.

ii. Insert a new clause s(+) as follorvs' "A health care worker who commits an oflence
under this section shall be liable, on conviction, to a fine not exceeding one hundred
shillings or to imprisonment for a term not exceeding six months, or to both".

Justification: The objectives ofa law are to deter non-compliance and sanction the breach
thereof. There are no sanctions prescribed for abuse, r'iolence, and or neglect.
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Committee resolution: Not adopted. There is no need for the oflence as the same is set out
in the I'Iealth Act, Cap. 24,1.

f) Clause tO
i. Insert a new subclause to(s) as follows "a patient has the right not to be subjected to

unauthorized and non-informed medical procedures".

Justification: Cases of violation ofthe rights ofpatients has also been on the rise especially
for women rvith various disabilities by health workers in collaboration r,vith the family.

Committee resolution: Not adopted. This is already provided lor under the Bill and the
Health Act, Cap.24l.

ii. Amend by inserting another subclause (+) on sanctions as follo,uvs:
"(+)(a)A person who commits an offbnce under this section shall be liable, on conviction, to a

fine not exceeding two million shillings or to imprisonment fbr a term not exceeding two
years, or to both.
(b) The health worker will face sanctions from their respectful professional bodies
(c )The patient can institute civil proceeding to recover damages"

Committee resolution: Not adopted. There is no need for the oflbnce as the same is set out
in the Health Act, Cap. 241.

Justification: Older members of society and intersex persons are not included. Health care
needs to specifically focus on older members of society because of the increased health
complications and intersex persons who are very vulnerable and susceptible to multiple
discrimination

Committee resolution: Not adopted. Healthcare sen,ices are to be provided for all persons
including older members of society and Intersex persons.

Amend by deleting the phrase "minority groups" without replacement

Justification: The Constitution of Kenya, in Article 260, by rvay of deduction, defines
marginalized groups to include minority groups. It does not provide for an express
interpretation of "Minority groups,".

Committee resolution: Not adopted. Minority groups need to be acknowledged since they
are recognized under the Constitution.

h) Clause 2.*
Need to look into the applicability of professional indemnity

Justification: Substantiate whether professional indemnity is applicable to both public and
private health facilities and consider making an exception to government health facilities but
providing a mechanism by an easy to access, procedurally simplified and expeditious process
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g) Clause 15
Amend clause t 5(e)(a) by inserting after the phrase "incl uding" the words "geriatric
care," and amend clause l5(2) (c) by inserting after the phrase "disabilities" the
following:" older members of society and Intersex persons"



for aggrieved patients to follow.The process under the Kenya Medical Practitioners and
Dentist Council faces severe challenges incl uding:

t.Accessibility and Awareness: The process is not rvell -publ icized, and many stakeholders
including patients and healthcare workers who are unaware ofhow to lodge complaints or
follow up on them.
2.Undefined Timelines: Although the Council states that it aims to resolve matters "at the
shortest time possible," there are no statutory timelines for each stage of the complaint
process.
S.Overly Technical Procedures: The disciplinary rules (e.g., kgal Notice No. 17 l of 2022)
involve formal inquiries, notices, and hearings that resemble court proceedings.
+.Lack of Transparency: There is minimal public reporting on the outcomes of disciplinary
cases. It's unclear how many complaints are received, investigated, or result in sanctions.

Committee resolution: Not adopted. The clause is in order as drafted as the specifics of
professional indemnity will set out in subsidiary legislation.

i) Clause 29

Amend clause 29(1)(h) by substituting the proposed appointee with "One person representing
persons u'ith disability nominated by the umbrella organiz.ation of persons with disabilities.

Committee resolution: Not adopted. The provision makes provision for a member of the
public which may include persons with disbailities.

Amend clause 29 further by providing for-

.i) Clause s I

Amend by providing grounds of vacation of office as follows-:
(u) Resignation
(b) gross misconduct or misbehaviour;
(.) incompetence or neglect of duty;
(d) conviction for an oflence and sentenced to imprisonment for a term exceeding six
months, without the option of a fine;
(") being adjudged bankrupt
(f) violation of the Constitution or any other written law; or
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a. gender balance and representation of persons with disabilities
b. appointment ofdirectors in a staggered manner to ensure Board business does not stagnate
at any given time.

Justification: The proposed person is ambiguous and does not provide a criteria for the
nomination. The proposal by the Commission aligns with the principle of inclusion ofpersons
with disabilities and also provides a criterion for nomination. Non-compliance with
Mwongozo code for governance and the Constitution on inclusion and equality. Principle of
gender balance and representation of Disability.

Committee resolution: Not adopted. Issues of gender and staggering of appointments are

handled as a matter of practice.



Justification: The provision has not been provided in the Bill

Committee resolution: Not adopted. These provisions are applied as a matter olpractice in
some instances.

k) Clause 96

Amend by deleting the provision in so (a) and (f) that refer to mental infirmity and unsound
mind

Justification: Vacation of office by the Board members and the Chief Executive Officer on
the grounds of mental infirmityor unsound mind is pre.judicial to persons. The Bill is, on one
hand, proposing the rights of all patients, including persons with mental disabilities, while on
the other, it is discriminating against them by referring to them in derogatory terms like
"unsound mind." The Ministry of Health has rolled out the WFIO Quality Rights Initiative,
which seeks to improve the quality of mental health and protect the rights of persons with
mental health conditions. The Convention on the Rights of Persons with Disabilities also
provides for reasonable accommodation, and if it is no longer viable, then the due process of
separation takes its course. This ground does not need to be legislated in all frameworls
because it is discriminatory and prejudicial against persons with various fbrms of disabilities

Committee resolution: Not adopted. The terms are used in the same manner as used in the
Constitution and Mwongozo.

6. PSK-NAIROBI BRANCH

a) Clause 6

In relation to clause 6(9), insert a new subsection immediately after Clause 6 (G): "Subsection
H. The provision of this act shall be subject to further control of the Strategic Goods Act."
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1) Clause 94,

Amend clause 94(2) by substituting "60 days" with "So days".

Justification: The period of oo days in 9+(e) is too longand unjustifiable, dependingon the
subject ofthe review.

Committee resolution: Not adopted. The clause is in order as drafted as sixty days allows
for seamless consideration of a review of a decision by the Authority.

m) Clause 98

Amend Clause 98 by substituting "ten Million" rvith "one hundred thousand" and "ten years"
with "six months".

Justification: The general penalty for unidentified offences is ambiguous and excessive in the
circumstances. We note that the penalties for identified offences in Clauses 78,82, and 97 are
way below the proposed penalty in this provision

Committee resolution: Not adopted. The general penalty is commensurate to the other type
ofoffbnces and penalties under the Bill.



Justification: The Clause qualifies in the interpretation of the act; clause 2; National control
goods means strategic goods, and technology, tangible or intangible, that are placed under
unilateral controls for reasons ol national security, foreign policy, anti-terrorism, crime
control or public health and safety.

Committee resolution: Not adopted. This is beyond the scope of the Bill.

b) Clause a

In relation to clause a(z)(d) on "Respond to medical emergencies and make provision for
access to emergency medical care thror.rgh the national health emergency communication
centre maintained by the Digital Health Agency", Insert a new subsection immediately Clause
Subsection 2 (d): "Subsection 2 (e) The provision ofthis act shall be subject to further control
of the Strategic Goods Act."

c) Clause 2r
In relation to clause 2 t(t)(b), Insert of a New subsection immediately after Clause (c)
'Subsection H. The provision ofthis act shall be subject to further control ofthe Strategic
Goods Act."

Justification: The Clause qualifies in the interpretation of the act; clause 2; National control
goods means strategic goods, and technology, tangible or intangible, that are placed under
unilateral controls for reasons of national security, foreign policy, anti-terrorism, crime
control or public health and safety.

Committee resolution: Not adopted.'lhis is beyond the scope of the Bill.

d) Clause aa
In relation to clause +4( I)(b), Insert a new sr.rbsection after Clause +o (b) "iv. That
application must be accompanied by registration of the superintendent of the facility and
the superintendent ofeach department, including speciality clinics, in one unified licence."

o

a In relation to clause 4+( t)(d), insert registered and retained under this Act

Justification: This reduces the risk of'double jeopardy for healthcare professionals who pay
professional fees to different authorities and introduces a unifled licence.

Committee resolution: Not adopted. The clause is in order as drafted. Issues of
strperintendent may be handled in subsidiary legislation.

e) Clause.l,8

Insert a new subsection (2) after subsection l. (2)A person who wishes to operate a health
facility shall, after being registered under section 47, apply for an annual licence for all
superintendents ofeach department, each speciality clinic and health professionals"

I
t

(a

Justification: The Clause qualifies in the interpretation ofthe act; clause 2; National control
goods means strategic goods, ancl technology, tangible or intangible, that are placed under
unilateral controls for reasons of national security, foreign policy, anti-terrorism, crime
control or public health and safety.

Committee resolution: Not adopted. This is beyond the scope of the Bill.



Justification: This reduces the risk ofdouble jeopardy for healthcare professionals who pay
professional fees to different authorities and introduces a unified licence.

Committee resolution: Not adopted. The clause is in order as drafted. Issues of
superintendent may be handled in subsidiary legislation.

0 Clause 58

Insert of a New subsection immediately after sub-clause (h) in clause 5a(5)-" (i) The
provision ofthis act shall be subject to further control ofthe Strategic Goods Act."

Justification: The Clause qualifies in the interpretation of the act; clause 2; National control
goods means strategic goods, and technology, tangible or intangible, that are placed under
unilateral controls for reasons of national security, foreign policy, anti-terrorism, crime
control or public health and safety.

Committee resolution: Not adopted. This is beyond the scope of the Bill.

g) Clause zO

In relation to clause zo(s)(g), I nsert Subsection LI afterG. "The provision of this Act shall be
subject to further control ofthe Strategic Goods Act."

Justifrcation: The Clause qualifies in the interpretation ofthe act; clause 2; National control
goods means strategic goods, and technology, tangible or intangible, that are placed under
unilateral controls for reasons of national security, foreign policy, anti-terrorism, crime
control or public health and safety.

Committee resolution: Not adopted. This is beyond the scope of the Bill.

h) Clause 9.*

In relation to the Regulations on (q) categories of health facilities, all Premises are in the
Addendum I as aligned and assign all healthcare professionals connected thereof and
incidental to the Amendmentof CAP 2,!1 Section B, CAP 2++,CLP 2*5 and any other act
before the bill is enacted to an act.
Justification: To be aligned with Clause ++ of the Act and Clause 94,(2)(q). The Food and
Drug Administration, the most stringent Health Products authority in the world, places food,
Drugs, Medical devices, radiation-emitting products, vaccines, blood, biologicals, animal and
veterinary products, cosmetics, and tobacco products, as seen on
httns:/ /rvs,s, lila.sor'/ Al so European Medicin es

their website.
Agenry

lrtt / /rvs,s,.etrra.errlo la.t'tr/t'n /lttntrr rr-l t'g rrl irtorl'-rlvclvir.s To be aligned with Clause r1,4

of the Act and Clause 94 Subsection z (q), CAP Z.tr1, Clause 46 (C).

Committee resolution: Not adopted. The classification under the Bill and the Health Act,
Cap.24l are sufficient. The other specifies will be set out in subsidiary legislation.

SECOND SCHEDULE- CONSEQUENTIAL AMENDMENTS

Paragraph t

In relation to the proposed definition of'the term "healthcare services", all premises are in the
addendum r .Aligned and assign all healthcare professionals connected thereofand incidental
to the Amendmentof CAP 2+t Section B, CAP 2+,t,,CAP 245 and any other act beforethe
bill is enacted to an act.
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Justification: To be aligned rvith Clause ++ of the Act and Clause 94(2)(q). -fhe Food and
Drug Administration, the most stringent Health Products authority in the world, places food,
Drugs, Medical devices, radiation-emitting products, vaccines, blood, biologicals, animal and
veterinary products, cosmetics, and tobacco products, as seen on their rvebsite.
Irttps : / /rvs's'.fda. gor' / Al so European Medicines Agency
Itttps://u rr rr'.(1lna.('uropa.('rrlt'n/hrrntan-t'r'grrlatot'\,-tx ervieu'. To be aligned r,vith Clause 4rt
of the Act and Clause s+ (z (q), CAP 2+r, Clause 4,6 Subsection C.

Committee resolution: Not adopted. The classification under the Bill and the Health Act,
Cap.24l are sufficient. The other specifies will be set out in subsidiary legislation.

Paragraph 19 and 90

Delete paragraph ls.

Justification: Section 23A proposed for deletion relates to the power ofthe Pharmacy and
Poisons Board to register and close premises. Registration and licensing of pharmacy
premises ought to be a preserve of the Pharmacy and Poisons Board in line with Kenya's MLs
goal.

Committee resolution: Not adopted. The amendments are necessary for purposes of
separating the regulation of health facilities from that of healthcare professionals.

Paragraph zr
Delete paragraph 2 t

Justification: Consider retaining the current section ++(t)(mb) which currently gives the
Cabinet Secretary responsible for health in consultation with the Pharmacy and Poisons
Board the power to make ru-les on the standards and practice of pharmacy. This role will still
be undertaken by the Cabinet Secretary responsible for health under the Bill. The attainment
of the MLs status by Kenya is an ongoing process being undertaken by the Ministry in
collaboration with the PPB. The proposed amendment is not only defective but also in breach
of Kenya's commitment to international obligations under WHO.

Committee resolution: Not adopted. The amendments are necessary for purposes of
separating the regulation ofhealth facilities from that ofhealthcare professionals.

ADDITIONAL CONSEQUENTIAL AMENDMENTS

Paragraph 91 ,Part I of the Fourth Schedule to the Constitution; Health policy.
The Clause proposes the National Government to establish Health Policies in favour of the
constitutional rights of every Kenyan. Focus shoLrld on the Cabinet secretary of Flealth
establish and publish the Ministry organogram with directorates aligned to all regulatory
bodies and Ministry di'"'isions under each established directorate and secondments to other
Ministries departments and agencies.

Justification: The Constitution justifies organization structures to ensure national
government runs seamlessly.

Committee resolution: Not adopted. The clause as drafted is in order as it focuses on the
policy aspects.
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Paragraph 2,Part II ofthe Fourth Schedule to the Constitution; County health services,
The Clause proposes the county Government to establish Health services in favour of the
constitutional rights of every Kenyan. Focus should on the CEC of Health establish and
publish the Ministry organogram with directorates aligned to all regulatory bodies and
Ministry divisions under each established directorate.

Justification: The Constitution .jLrstifies organization structures to ensure county
government runs seamlessly.

Committee resolution: Not adopted. -lhe clause as drafted is in order as it focuses on the
policy aspects.

Social Protection Act, No. l9 of 9,095
Clause 29 proposes Social Protection benefits. PSK Nairobi Branch proposes that inclusion of
facilities offering healthcare sen,ices registered under this clause be included in this bill.

Justification: This is to ensure that healthcare provided under the Social Protection Act is
uniform with this Bill.

Committee resolution: Not adopted. All healthcare services and benefits are covered under
the Bi]].

Persons with Disabilities Act No. 4 of 2025
Clause 24 proposes right to health for people with disability. Person with disability to include
in the interpretation ofa patient under clause 2.

Justification: Persons with Disabilities Act, No. ,l of 2025 in clause 2 defines a person with
disability as someone who requires long term care. "persons with disabilities" includes
persons with long term physical, mental, intellectual, developmental or sensory impairmen ts,

including visual, hearing or albinism, which in interaction with various barriers may hinder
their ful I and effective participation in society on an equal basis with others.

Committee resolution: Not adopted. 'lhe Persons with Disabilities Act, No. 4,of 2025
sufliciently addresses healthcare services even for persons with disability.

General Comments on the Bill

Article +s of'the Constitution provides for social and economic rights which include
the right to the highest attainable standard ofhealth including the right to health care
services. The health tunction is devol,"ed, rvith lirnctions distributed between the
National Government and County Governments in the Fourth Schedu-le. The
National Government is tasked with formulation of the Health Policy while the
County Governments are assigned the role of managing county health facilities and
pharmacies, ambulance services and the promotion of primary health care.

The Health Act, Cap. 2+ l, which seeks to implement the Constitutional provisions on
health matters further stipulates that the National Government shall coordinate
development ofstandards for quality health service delivery and promote the use of
appropriate health technologies Ibr improving the quality of healthcare.

I

2
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s. International instluments that Kenya has ratified also speak to this issue and
especially in line with health products and technologies and the practice ofpharmacy.
WHO recogniz.es health products and technologies as one of the key building blocks
of a health system. For instance, the WHO's Global Benchmarking'Iool (GBT) which
defines nine core regulatory functions including licensing of premises and regulatory
inspection, requires all medicine-handling facilities of member states (manufacturers,
rvholesalers and retail pharmacies) to be regulated by one regulatory body.

+. The GBT rvhich classifies national regulatory systems into maturity levels, has

classified Kenya at Maturity l-evel z which means Kenya has foundational regulatory
structures in place. The aim is to elevate Kenya to MLg status which means aligning
Kenya's ability to independently regulate medical products in line with international
good practices.

5. In line rvith this, the Pharmacy and Poisons Board in collaboration with the Ministry
of Health has made great strides in driving reforms to align the regulatory framework
with the WFIO standards. This includes establishing quality management systems,
digitization ol' licensin g and enhancing post-marketing surveillance.

6. Attainment of MLs status for Kenya wouJd be a huge achievement as it would
accelerate access to safe and effective medical products through faster approval
processes, elevate public trust by ensuring quality and safety in health products and
technologies and open up opportunities for mutual recognition arrangements and
inclusion into the WHO Listed Authorities networks.

8. Hower.er, some suggestions on how to improve the Bill include;- There is need to
ensure that, in line with global good practice, regulation ofthe premises and practice
of pharmacists is not separated. This is because the practice is linked to the product
held within the premises that is to be dispensed to a patient. Furthermore, Kenya risks
losing the MLs pathway if licensing is split between the Pharmacy and Poisons Board
and the proposed Quality Healthcare and Patient Safety Authority.

9. In the UK for example,the Medicines and Healthcare Products RegulatoryAgency
(MHRA), which is the equivalent of the Pharmacy and Poisons Board in Kenya,
undertakes the registration and licensing of pharmacies in order to ensure that all
pharmacies in the UK are legally compliant and meet standards for the safe handling
and provision of'medicines. The scope of this regu-lation entails regulating the
pharmacy premises, the medicines they handle, and the sale of medicines, classifying
them into legal categories like General Sales List (GSL) and Pharmacy (P). The
process involr.'es an initial inspection and approval, followed by applying for staff
licensing and a final inspection and fee payment. Afterward, a mandatory licence to
operate as a pharmacy is issued.

lO. National Health Service/Care Quality Commission carries out accreditation whose
purpose is to demonstrate a pharmacy's commitment to delivering continuous high-
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i. The Bill addresses some ofthe issues and challenges raised in health sector policies.
It has made some progressive proposals, for instance, in clatue 18 of the Biil, on patient
safety and quality assurance measures, it states that every health facility shall adhere
to the scope for healthcare providers employed or contracted by them. This aligns
with the proposals around the anticipated Pharmacy Practice legislative framework.



quality patient care, setting high standards, and fostering continuous improvement
rvithin the National Health Service. It encompasses various aspects, such as

accreditation of specific programmes for staff development or quality assurance of
services like hygienic preparation of medicines within National Health Service
facilities. This involves gathering evidence on whether requirements have been met
for roles like training officers and adherence to quality standards, the outcome of
which is a voluntary quality benchmark and a route to recognition for practitioners
and senu'ices within the National Health Service.

I l. In line rvith the above, the PSK urges the Committee to consider recognizing
Pharmacy as a unique cadre based on how the healthcare service relating to pharmacy
is oflered across the world. Furthermore, PSK Nairobi proposes that registration and
licensing of community pharmacies is left to the Pharmacy and Poisons Board or to
be carried out jointly with the proposed Quality Healthcare and Patient Safety
Authority(Authority). This will be integral in safeguarding Kenya's MLS goal by
preser', ing this integration.

12. Borrowing from the UK example, PSK Nairobi proposes that the Authority retains
the role of accreditation of pharmacies in line with the standards and guidelines
developed by the Cabinet Secretary and Director-General, respectively.

Committee resolution: The Committee noted the general comments

40. DR. RICHARD MOGENI-CONSULTANT OBSTETRICIAN AND
GYNAECOLOGIST, MASTERS IN BIOTECHNOLOGY OF HUMAN
ASSISTED REPRODUCTION

Dr. Richard Mogeni-Consultant Obstetrician and Gynaecologist, Masters in the
Biotechnology of Human Assisted Reproduction, submitted as follows;

a) Clause o

I nsert a new clause on Government Accountability: "The National and County Governments
shall ensure adequate staffing, medicines, equipment, and infrastructure. Where government
failures materially contribute to poor outcomes, the responsible entity shall be held
accountable through reporting to Parliamen t and sanctions prescribed in regulations."

Justification: Government Accountability is Missing; The Bill places penalties on providers
but not on government when shortages, stock-outs, or poor infrastructure directly cause
preventable deaths.

Committee resolution: Not adopted. Government accountability is implied.

b) Clause t S

Replace clause ts(z) which has criminal penalties with: "A person who wilfully or recklessly
causes harm to a patient by an act or omission amounting to gross negligence or criminal
conduct shall be liable under the Penal Code and relevant professional disciplinary
procedures." Non-compliance with administrative requirements shall attract corrective action
plans, suspension of accreditation, or fines as may be prescribed."

Committee resolution: Adopted with amendments. To remove the penalty of imprisonment.
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c) Clause 2o

Insert the following new clause immediately after Clause 2I

"Clause 2 l: Confidentiality of l,earning Systems
"Records from MPDSR, morbidity & mortality reviews, peer revierv sessions, or quality
improvement forums shall be confidential and inadmissible in crirninal or enforcement
proceedings, except where independent evidence of lvil ful misconduct exists."

Justification: Lack of Protection for l,earning Systems; The Bill is silent on confidentiality
of MPDSR, morbidity & mortality reviews, or peer reporting. Without legal protection,
clinicians will withdraw from these essential learning processes.

Committee resolution: Not adopted. This will set out in subsidiary legislation.

d) Clause 22

Replace Clause zz(+) on Accreditation and SHI Access with: "Access to the Social Ilealth
Insurance Fund shall be based on minimum safety standards. Facilities not meeting higher
benchmarks shall be given phased compliance plans and technical sr"rpport before suspension
or withdrarval is considered."

Justification: Linking Financing to Accreditation Scores-Clauses 2s(+) and 6s-7o tie SHI
access to quality benchmarks. Facilities in resource-poor counties will be penalized for
government failures beyond their control. Patients may lose access to care. There is also a
lack ofclarity on which accreditation benchmarks are used and how they are measured. If
these are to influence financing, it is critical that the benchmarks align with nationally and
internationally accepted quality standards (e.g., KEBS, JCI, ISQua), and that facilities are

assessed through transparent, verifiable methodologies.

Committee resolution: Not adopted. The clause is in order as drafted as it in line with the
social health insurance law.

e) clause 27
The Authority shall act primarily as a supportive accreditation and capacity-building body

f) Clause 99

The Board ofthe Authority shall include representatives from regulatory councils and at least
three specialist professional societies."

Committee resolution: Adopted with amendments. This rvill ensure that the interests of
statutory regulatory bodies are well take into account by the proposed Authority.

Part IVCIauses 67-69 on penalties,

Proposed to introduce the provision: "Failure to meet quality targets shall first attract
supportive interventions (improvement plans, technical support, mentoring). Penalties may

apply only where a facility persistently refuses corrective measures."

Committee resolution: Not Adopted. The penalties are necessary for ensuring compliance.

g) Clause 70
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Clause 7.9-8O on inspection powers, proposes that "lnspections shall be conducted by teams
including clinical experts. Reports shall distinguish betrveen failures caused by government
under-resourcing and those attributable to facility management. Inspections and quality
ratings shall be based on standardized metrics developed in collaboration with KEBS, ISQua-
aligned bodies, and specialist societies."

Committee rcsolution: Not Adopted. This will be set out in subsidiary legislation

4\. DR. KIPRUTO CHESANG submitted as follows;

(a) In relation to clause z, the definition of the term "Adverse Event" is ambiguous due to
its broad use of "medical management." This term includes appropriate care as well
as error-s, thereby failing to diflerentiate between adverse events and medical errors,
rvhich complicates accountability, reporting, and liability. The rate of medical errors
distinguishes quality healthcare from substandard care. He suggested adoption ofthe
flollorvin g defi n itions:

Adverse Event- is an unintended in jury or complication that resu-lts from medical care,
which may occur despite appropriate medical management and is not solely
attributable to the underlying disease process.

Medical Error- is a preventable mistake in the provision of healthcare that may lead
to an adverse event. This includes errors in diagnosis, treatment, medication
administration, or communication among healthcare providers.

Clarification is critical to avoid misinterpretation, especially in complex interventions
such as rnass vaccination campaigns, where some adverse effbcts are not preventable
but foreseeable. Additionally, these proposed definitions are consistent with the World
Health Organization's ICD-Il Framework for Patient Saflety, which explicitly
diflerentiates adverse events from preventable medical errors. Codifying this
distinction would harmonize national legislation with internationally accepted
standards, improve reporting accuracy, and strengthen accountability mechanisms.

Committee resolution: Not Adopted. The definition is in order as is

(b) Amend clause s(c) to "guarantee patient rights, satisfaction, and safety." Patient
satisfaction is arguably the most important factor in quality of care.

Committee resolution: Not Adopted. This is already provided for under clause 3(a)

(c) I n relation to clause 5. Assigning all responsibility for policy and guideline
formulation to the Cabinet Secretary without requiring structured expert input or no
mandatory technical advisory mechanisms is problematic. Clause 5 should explicitly
indicate that the Cabinet Secretary shall act "based on recommendations from the
Director General of Health or any other lawful technical advisory mechanism."

Committee resolution: Not Adopted. The Cabinet Secretary is responsible for policy. The
Bill has set out instances where the recommendation of the Director General of Health is
required.

(d) I n relation to clause 6, there is need to clarify county government roles. While
counties collect data and oversee quality improvements under clause (o(f) and O(i)),

a

a
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there is no specified mechanism for coordination with the national level clause(5(c)).
How rvill conflicts be resolved when the national and county governments differ, for
instance in closing health facilities (clause 5(e) r's. clatrse 6(h))? The Bill should
establish a National-County Joint Quality Coordination Committee or require the
national government to consult the Council of Governors on quality-of-care matters.
Clause 6(a) currently mandates strict adherence to national protocols. This may
tunintentionally constrain healthcare providers during emergencies or industrial
labour strikes. Revise clause o(a) to "implement the national government policies,
guidelines, protocols, and standards prescribed under this Act and other relevant laws,
while allowing for flexibility in emergency situations to ensure that healthcare
providers can take necessary actions that prioritiz.e patient safety and well-being
without fear of conflicting with this law." An example of this can be as simple as

inserting an infusion line. Although this may be restricted to medical and clinical
officers, during an emergencysuch as a massive accident, this may as well be done by
nurses or even medical students. Furthermore this flexibility is consistent with the
WHO Emergency Care Systems Framework (zots), which emphasizes adaptable care
roles and context-appropriate decision-making in emergency and mass-casualty
situations to ensure timely, life-saving interventions.

Committee resolution: Not Adopted
rvith the Constitution.

The county government functions are aligned

(e) The requirement in Clause 0(g) for county governments to establish digital reporting
systems integrated with the national Comprehensive Integrated Health I nformation
System under the Digital Health Act is well-intentioned but may face harmonization
challenges due to diflering interpretations and capacities across counties.

Committee resolution: Not Adopted. This is already provided for under the Digital
Health Act,2023.

(l) Clause I I rightly upholds patients' rights but overly emphasizes complaint resolution,
which could promote defensiveness in staff More balance is needed to support a

positive patient-provider relationship. Of particular importance is for this section
introduce a legal distinction between "complaints" and "feedback." While complains
involve alleged violations requiring investigation and redress, feedback should be

recognized as a nonpunitive, quality-improvement mechanism. Clarifying this
distinction would prevent unnecessary defensiveness by healthcare providers and
promote a culture of continuous improvement. Clause t t should be amended as

follows:
o Subclause 2(d): "Provide feedback on their healthcare experience through

structured processes, such as exit interviews, feedback loops, and analysis to
measure overall patient satisfaction and identify areas for improvement."

o Subclause (s): "A health facility shall provide a mechanism for patients to lodge
complaints and ofler feedback."

o Subclause (+): "The Authority shall issue a standardized template of the
internal dispute resolution mechanism for health facilities, updated every two
years, to promote efficient redress of complaints and to incorporate patient
feedback into quality improvement initiatives."

o New subclause (s): "Health facilities shall regularly analyze feedback from
patients to enhance service delivery and ensure that patient satisfaction is

considered in the development ofhealthcare practices."
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Committee resolution: Not Adopted. This will be addressed in sLrbsidiary legislation.

(g) Clause 17 fails to address critical and well-recognized barriers fhced by women,
adolescents, and other vulnerable groups in accessing care. He recommended adding
the following provisions, consistent with WHO standards on respectful maternity
care:

o Subclause (s): "Recognizing the unique challenges faced by specific
populations, particularly pregnant women seeking maternal delivery services
, adolescents and young women seeking reproductive health services such as

family planning, and other vulnerable groups, healthcare providers shall
ensure that these groups receive care that is free fi'om coercion, stigma and
abuse."

o Subclause (+): "Healthcare facilities shall implement training programs for
staffto promote respectful communication and to eliminate the use of abusive
or j udgmental language."

r Subclause (5): "Healthcare facilities shall establish clear protocols for reporting
and addressing instances of abusive or judgmental language or behavior,
including through structured exit interviews.

These recommendation aligns with United KingdomNICE Quality Standards, which
distinguish general patient feedback-used for quality improvement-from formal
complaints requiring investigation.

Committee resolution: Not Adopted. This will be addressed in subsidiary
legislation.

(h) Amend clause zz(t) as follows:
r (c) Report adverse medical events, medical errors, and any other concerning

public health incidents to the Authority through the Comprehensive
Integrated Health Information System established under the Digital Health
Act."

. "(d) I mplement procedures fordetecting, analyzingand reducing health risks,
medical errors, and adverse events."

Committee resolution: Not Adopted. This is provided (br under the Digital Health
Act,2023 and the Pharmacy and Poisons Act, Cap. 24+.

(i) Amend clause 2a(b) to "Provide periodic training on patient safety, clinical guidelines,
and any other relevant topics necessary for quality improvement."

Committee resolution: Not Adopted. This is already provided fbr under the Bill

O Amend clause 29(2)(g) to take account international governance standards (lSO,
OECD) to "receive gifts, grants, donations or endowments made to the Authority or
any other monies in respect of the Authority, while ensuring that these do not create
any real or perceived conflicts of interest and make legitimate disbursements
therefrom in accordance with the provisions of this Act."
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Committee resolution: Not Adopted. This is already addressed under the clause 29

and the First Schedtrle.

(k) In relation to Clause 54, categorizin g health lhcilities from l,evels 2 to 6 is
straightforward; however, this approach may overlook the operational complexity
within the health sector. While the current framework appropriately addresses
organizational tiers, it does not adequately account for stand-alone service-type
dillerentiation. Maintainingthe levels is important, but the Act should also recognize
and categorize specialized health facilities to ensure that services, specific protocols
and standards are effectively implemented. Introduce a new paragraph (b) to
immediately come after paragraph (a) and the current paragraph (b) to move to
paragraph (c). The new paragraph (b) to state "categorize specialized health facilities,
including standalone pharmacies, laboratories, radiological services, and specialized
clinics such as renal, cancer, and reproductive health, as outlined in the regulations of
this Act;"

Committee resolution: Not Adopted. 'fhe specifics rvill be addressed in subsidiary

legislation.

(l) In relation to clause 61, the Bill's current criteria are static (a-g). Medicine is a

dynamic field, constantly evolving with new knorvledge and skills. To ensure that this
law remains relevant amidst such advancements, amend to introduce a new subclause
"(h) Conformity to any additional medical standards as deemed appropriate by the
Cabinet Secretary, based on the recommendations of the Director General of Health."

Committee resolution: Not Adopted. This will be accommodated under clause 59(h)

which gives room for discretion.

(m)The level ofdetail in clause 68 is better suited for regulations or schedules and should
be removed from the main body of the Act. Acts normally set frameworks; details
belong in subsidiary legislation.

(n) Clause ss(+)(c) unjustifiably excludes healthcare professionals from serving on the
Tribunal, despite the valuable expertise they bring to resolving heal thcare -rel ated
disputes. Any qualified healthcare professional in good standing should be eligible for
appointment, provided that established con fl ict -of-in terest safeguards-already
outlined in the First Schedule, in subclause (s) - are strictly observed. Alternatively,
the Act could permit the appointment of non-practicing or retired health professionals,
thereby maintaining neutrality while ensuring that the Tribunal benefits from
essential clinical and operational expertise.

Committee resolution: Adopted with amendments. The Health Care Tribunal
requires a skills mix that includes healthcare profbssionals for purposes ofensuring
fairness and soundjudgement in its processes.

(o) In relation to the Second Schedule (s. lo2), the definitions of the terms "healthcare
services" and "health facility" should be re-evaluated. The current draft omits post-
mortem services, which are critical for diagnosis and should be included. Other end-
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of-life services may require separate definition if the intent is to include such service
that go beyond living individuals.
Committee resolution: Adopted with amendments. 'l'he definition of the term
"healthcare provider" is more comprehensive as it includes a healthcare professional
providing healthcare services.

(p) KENAS under the Kenya Accreditation Service Act, 20tg is mandated to accredit
laboratory services, is omitted. Its exclusion may lead to.jurisdictional confusion or
duplication. KENAS should be explicitly referenced for clarity and complementarity.

Committee resolution: Not adopted. The clauses are in order as drafted. The
Authority will accredit for purposes of quality healthcare.

(q) D..Chesang proposed the following additions;

a) Clause s

On accountability ofhealth workers, the Bill requires healthcare providers to follow ethical
and professional standards. Recommends clear penalties for negligence or malpractice,
alongside mechanisms to protect whistleblowers who report unsafe practices.

Committee resolution: -lhe Committee noted the comment

b) Clause r 6

69

r excessive centralization to the position of the Cabinet Secretary: The Act places
substantial unchecked authority in the Cabinet Secretary, with inconsistencies
regarding the need for expert advice (sporadic references to the Director-Genera).
Drawing from international examples (e.g., USA and UK), such centralization risks
undermining scientific integrity. All such powers should be exercised only upon the
advice of relevant lawful expert bodies under the Director General of Health. The
Director General of Health is a medical doctor and is subject to disciplinary action by
the Kenya Medical Practitioners and Dentists Council for any professional
misconduct, whether through omission or commission. On the contrary, there is no
recourse to correct "professional misconduct" of a Cabinet Secretary.

. absenceof medical ethics: The omission of "medical ethics" is a major gap. Medicine is
an ethical as well as a scientific profession, governed by principles such as beneficence,
nonmaleficence, autonomy, and confidential ity.

o Under clause 4, insert "medical ethics" as a guiding principle.
r Under clause 2*(6) and zs(l), require mandatory training in medical ethics as part of

quality improvement and patient safety initiatives.

Committee resolution: Not adopted. Issues of ethics need not be addressed in legislation.
The Cabinet Secretary is responsible for policy matters.

42. MR. GEORGE OTIENO AGAL subnritted as Ibllorvs;



On complaints and redress mechanisms, the Bill provides for complaints handling.
Recommends a toll-free hotline and a digital leporting system to make it easy for citizens to
raise concerns.

Committee resolution: The Committee noted the comment.

c) Clause r 7

On patient rights, the Bill rightly emphasizes the right of patients to dignity, salbty, and
information. Recommends that the Authority develops a patient rights charter to be displayed
in all facilities for public awareness.

Committee resolution: The Committee noted the comment

d) Clause r 8

On patient safety systems, reporting and learning from medical errors is a progressive step.

Anonymized data on patient safety incidents be published annually to encourage system-wide
learning accountability.

e) Clause 76

Recommends mandatory public reporting of inspection results so that citizens can make
informed choices on where to seek care. Regular inspection is vital to ensure compliance.

Committee resolution: The Committee noted the comment

0 Clause 87

On resourcing the Authority, for the Authority to be effective, it must be adequately funded
and staffed. Recommends that Parliament ensures budgetary allocation is ringfenced for
patient safety and quality improvement.

Committee resolution: The Comrnittee noted the comment

GENERAL COMMENTS ON THE BILL

t. Strongly supports the Bill because it establishes a framework for ensuring safe, high-
quality healthcare services for all Kenyans, provides for the creation of a Quality
Healthcare and Patient Saf-ety Authority to oversee standards, ensures that health
facilities are licensed, accredited, and regularly monitored, and places responsibility
on both the national and county governments to guarantee quality healthcare.

2. The Bill is a timely and necessary piece of legislation that will significantly improve
health outcomes in Kenya. By embedding patient safety and quality as legal
requirements, it ensures that Kenyans will be protected from preventive harm and can

access health care that is safe, dignified, and ofhigh standard. Urged the National
Assembly to consider the recommendations to strengthen the Bill further.

Committee resolution: The Committee noted the general comments by Mr. Agal.

I
t

10

Committee resolution: The Cornmittee noted the comment.



43. THE KENYA HEALTH PROFESSIONS OVERSIGHT AUTHORITY
(KrrPoA)

The Kenya Health Professions Oversight Authority (KHPOA) submitted as lollows;

a) Clause a

Amend clause s(z)(a) to state that: "Every health facility shall - (a) Implement healthcare and
professional standards set out in this Act and other rele'u'ant laws.
Justification: There is no mention of health professionals and it excludes reference to
professional standards issued by statutory regulatory bodies. Healthcare facilities are subject
to both health care standards and professional standards enforced under establishing
legislation by respective regulatory authorities.

Committee resolution: Not adopted. This is already provided for within the Bill.

b) Clause rs

Amend clause t9(2) to: "A health facility which fails to comply with the provisions of this
section commits an offence and shall be liable, on conviction, to a fine not exceeding fift5r
million shillings or to imprisonment for a term not exceeding ten years, or both".
Justification: The clause refers to a person who fails to comply and yet the main section is
referring to a "health facility.

Committee resolution: Adopted with amendments. The Bill amended to reduce the find and
remove the aspect if imprisonment.

c) Clause 28
i. Amend clause 2a(e) to read: "(e) inspect health facilities for compliance with set norms

and standards for quality health care."

Justification Clause 28(d) needs to be qualified lurther.

Committee resolution: Not adopted. This is already provided for rvithin the Bill.

ii. Amend clause 2s(g) to read: "Establish and implement a system of certif,rcation based
on compliance levels of quality of health care."

Justification: The use ofthe term "accreditation" is likely to cause concerns as the scope is
unclear and it may conflict with functions of other agencies providing accreditation services
especially KENAS.

Committee resolution: Not adopted. The clauses are in order as drafted. The Authority will
accredit for purposes of quality healthcare.

iii. Delete section zsfi).

Justification: The use of the word "accredit" conflicts u,ith the regdatory function of health
professional regulatory bodies mandated under respective statutes to set internship training,
registration and practice standards, certify designated health facilities and approve internship
programs. Further, the role of KHPOA is to pro"'ide oversight to ensure compliance to these
set standards by regulatory bodies on internship programs. Therefore, the proposed clause
risks creating overlaps and jurisdictional tension betr,veen the proposed Authority, health
professional regdators and KHPOA.

77



Committee resolution: Adopted with amendments. The Authority will accredit for purposes
of quality healthcare. Health prol'essional regulatory bodies to retain the function of
inspecting and accrediting health facilities for purposes of internship and training.

d) Clause 73(2Xb)

Amend the clause to clarify that the nerv Authority assesses facility adherence to quality
norms, rvhile individual professional competency remains under the relevant Boards overseen
by KHPOA. The Bill to define the term "Competency".

Justification: This bypasses the specialized regulatory functions (Medical, Nursing, etc.) who
are the legal custodians ofhealth prolessional competency standards.

Committee resolution: The clar.rse as drafted is in order. Issues of competency shall remain
the function ofhealth regulatory bodies.

e) Clause 80; PART IV

Amend part IV to explicitly define the function of the tribunal and especially to read as follows
:"The Health Care Tribunal shall receive and resolve complaints which remain unresolved or
unsatisfactorily addressed by regulatory bodies, health facilities or the Kenya Health
Professions Oversight Authority. The tribunal shall also serve as an appellate body for
decisions made by these entities in the exercise of complaints resolution mandates or
disciplinary processes.
Justification: The proposed Tribunal under Part IV is a positive step tou,ard strengthening
accountability and access tojustice in the health sector. However, the functions ofthe tribunal
are not clearly defined or provided for, creating ambiguity in its role and potential for overlap
andlor conflict with KHPOA and regulatory bodies mandated to handle or process

complaints from dissatisfied patients, professionals and regulatory bodies. Complaints
involving health professionals are handled by respective health facilities and regulatory
bodies while KHPOA coordinates handling and reporting, including resolving of multi-
disciplinary complaints.

Committee resolution: Adopted with amendments. The proposed Health Care Tribunal will
only have jurisdiction over complaints and disputes in relation to the functions of the Quality
Healthcare and Patient Safety Arrthority in the regulation of health facilities.

f) Clause 8a(3)

Amend Clause a+(s) so that the proposed Tribunal has original jurisdiction only over disputes
between health facilities and patients, and not over healthcare providers or regulatory bodies.

Dispute handling should follorv this pathway:

r Patient vs. F'acility: Primarily complaint addressed at the facility level, with escalation
to the Tribunal if patient or aggrieved party dissatisfied or complaint is unresolved.

o Patient vs. IJealth Professional: Complaint is handled first by the relevant professional
regulatory body; if no resolution or patient dissatisfied with decisions of the body ,

then escalated to KHPOA; and only then to the Tribunal as a last-resort appellate
mechanism.

o Multidisciplinary disputes among diflerent cadres of health professionals: Managed
by KHPOA, rvith the Tribunal serving solely as the final appellate authority, not the
first point of resol r.rtion.

This ensures the Tribunal locuses on escalated complaints/ disputes, while KHPOA and
regulatory bodies maintain authority over professional standards and inter-cadre issues.
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Justification: The proposed lirnction of the Tribunal risks dil uting the roles of professional
regulatory bodies & KHPOA in handling complaints. It should instead be confined to
handling disputes or complaints by patients dissatisfied rvith decisions of health facilities or
regulatory bodies.

Committee resolution: Adopted. The proposed I'Iealth Care Tribunal will only have
jurisdiction over complaints and disputes in relation to the functions of the Quality Healthcare
and Patient Safety Authority in the regulation ofhealth facilities.

g) Clause 99

Insert an additional provision requiring the Cabinet Secretary to "Make regulations providing
for norms and standards for rehabilitative services".
Justification: Norms and standards of rehabilitative services have been left out and yet they
are very crucial in contributing to quality of care, especially reducing the average length of
stay (ALS) of patients in hospitals.

Committee resolution: Not adopted. Healthcare services include rehabilitative services.

SECOND SCHEDULE- CONSEQUENTIAL AMENDMENTS

Paragraph t

Broaden the definition of the term "health facility" to expressly include all forms of clinical
set ups or premises providing health care services, including standalone clinics, mobile and
outreach units, telemedicine centers and other emerging facility models, with multi-
disciplinary professionals.

Justification: The current definition is narrow in scope and does not clearly include
standalone clinics, mobile units like ambu-lances or telemedicine platforms which are
increasingly part of modern health care delivery system.

Committee resolution: Not adopted. The proposed definition is in order. The amendments
are necessary for purposes of separating the regulation of health facilities from that of
healthcare professionals.

Paragraph 5
Restore Section +s(b), (c) and (d) of the Health Act, but with Amendments. KHPOA should
retain its role in promoting and regulating collaboration between statutory regulatory bodies,
because the Authority is mandated to Oversight all health regulatory bodies, and promote
inter-professional linkages needed for integrated health system (holistic regulation). KHPOA
should continue to coordinate joint assessment, focusing on compliance with professional
standards(training, licensure & ethical practices), while the proposed Authority concentrates
on health facilityJevel assessments. In relation to section +s(d) on complaints handling, this
function should be retained to enable KHPOA, in collaboration with health regulatory boards
and councils, to receive and resolve complaints, with clear delineation ofscope as follows:

Professional complaints (e.g., misconduct, negligence, breach of professiona-l
standards) should be handled by respective regulatory bodies and KHPOA.
Health Facility-rel ated complaints (e.g., poor sanitation, infrastructure deficiencies,
non-compliance with facility standards) to fall under the mandate of the proposed
Authority.

Justification: This removes powers of KHPOA to coordinate joint inspections, manage inter-
professional liaison, and resolve complaints.

a
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Retain section 4.8( I )(c) with clarification:"(c) coordinate .ioint assessment of health
prof-essionals within health facilities in collaboration with the respective health
regulatory lrcdies, focusing on matters relating to the availability, staffing, placement,
deployment, training, practice, professional conduct, and discipline of health
professionals."

Justification: The proposed deletion of KHPOA's coordination role in joint inspections
under Section +s(c) of the Health Act, 2071 , undermines oversight of critical aspects such as

the availability, staffing, placement, deployment, professional conduct, training, and discipline
of health professionals.

Committee resolution: Adopted with amendment. The clause amended to limit the role of
the Kenya Health Professionals Oversight Authority to the regulation of healthcare
professionals.

Retain section +s( t)(d) with clarification: "KHPOA shall receive and facilitate
resolution of complaints lodged from patients, aggrieved parties and disputes from
regulatory bodies".

Justification: The proposed deletion of Section a8 (d) automatically removes KHPOA's
mandate of coordinating resolutions of complaints against health professionals from patients,
aggrieved parties and regulatory bodies.

Committee resolution: Adopted with amendment. The clause amended to Iimit the role of
the Kenya Health Professionals Oversight Authority to the regulation of healthcare
professionals.

iii. A four-tiered level ofhandling complaints should be established to enhance efficiency,
accountability and promote patient and health professional rights.

Justification: KHPOA provides oversight in resolution of complaints handled by regulatory
bodies and ensures protection of patient and promotion of professional rights. Health
facilities and regulatory bodies handle primary complaints while KHPOA facilitates
resolution of multidiscipl inary complaints, including disputes between health regulatory
bodies.

Committee resolution: Adopted with amendment. The clause amended to limit the role of
the Kenya Health Professionals Oversight Authority to the regulation of healthcare
professionals.

Paragraph 6

To maintain system-rvide oversight, amend the proposed amendment to Section 60 to letain
the obligation fbr KHPOA and regulatory bodies to read "inspect, monitor and e'u'aluate the
standard of performance ofall health professionals engaged in the health sector, both public
and private".

Justification: This removes the critical inspection function, by regulatory boards and
councils to verify the competence, performance, and compliance of health professionals in
practice (removes source of revenue).

Committee resolution: Not adopted. The amendments are necessary for purposes of
separating the regulation ofhealth facilities from that ofhealthcare professionals

I
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Paragraph s

To preserve KI'IPOA and regulatory oversight of professionals, amend the proposed
amendment to Section s t(t )(a) of the Health Act to clarify that while the Quality Health Care
and Patient Safety Authority inspects health institutions, KHPOA together with the
professional regulatory boards and councils retains statutory authority to inspect or assess

health professional s.

Justification: The amendment removes KHPOA and professional regulatory boards and
councils from respective roles in assessment for compliance of health professionals to
conduct, licensure & ethical practices), but also removes source ofrevenue.

Committee resolution: Adopted. The Kenya Health Professionals Oversight Authority and
other regulatory bodies will undertake inspection as regards the regulation of healthcare
professionals.

GENERAL COMMENTS BY KHPOA

The Bill is a critical step in health sector reforms. It Promotes:

'/ Provision of quality patient-centered care;
r' Accountability of health facilities;
/ Standardization ofhealthcare delivery; and
r' Attempts to introduce separation of regulation of Health services and Health

Professionals.

The Bill introduces a much-needed focus on the Regulation of Service (facility standards,
equipment, and environment). The Authority notes that that the Bill will eflectively address
the longstanding regulatory challenges related to the separation ofregulation ofservice from
the regulation ofprofessionals and health products.

The developmentof the Bill is in line with the Constitution of Kenya,2olo and the Health
Act, 20 l T.This is a major milestone towards ensuring citizens are able to access the highest
attainable standards ofhealth through delivery ofpatient centered quality care. Further, the
bill proposed will ensure compliance to set standards and social accountability on the part of
the health facility.

The specific recommendations seek to align the Bill with existing legal frameworks, eliminate
duplication and preserve the distinct regulatory role of KHPOA and health professional
regulatory bodies. A harmonized approach will ensure eflective service delivery, legal clarity
and accountability at both facility and health practitioners' level.

Effective healthcare systems depend on two distinct but complementary areas of regulation
needed to deliver quality health care,

. the regulation ofhealth facilities and quality ofcare; and

o the regulation of the integrity, conduct, competence & ethical practices of health
professionals.

KHPOA supports the Bill but strongly urges the retention of its core oversight functions,
with targeted amendments to align with the proposed framework. The Bill should not be
designed to dilute or seen to introduce overlaps with existing regulatory and oversight
agencies.

(
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Committee resolution: The Cornmittee noted the general comments by KHPOA

44. KAPI-INDUSTRY ALLIANCE OF HEALTH PRODUCTS AND
TECHNOLOGIES submitted as follows;

a) Clause t +

Replace the statement "Every healthcare provider shall prescribe, administer, and monitor
treatment" in clause t +(z) with "Every healthcare provider, operating within their authorized
scope of practice, shall:"

Justification: The original phrasing in the BiIl is broad and unspecific. It implies that all
categories of healthcare providers- including those not legally authorized to prescribe or
administer treatment-would be permitted to do so. The Authority to prescribe, administer,
and monitor treatment varies from one healthcare provider to the other and depends on the
licensure as issued by the regulatory bodies. The recommended statement ensures that only
authorized scopes are permitted.

Committee resolution: Not adopted. Issues of scope of practice addressed in the Bill

b) Clause 29

Under clause zo( t), healthcare Providers are underrepresented on the Board of Directors of
the Authority. Members of the Board should mirror the constitution of other healthcare
regulatory authority boards. Refer to the constitution of KMPDC and PPB.

Justification: Lack of representation ofhealthcare providers in the composition ofthe Board
of Directors of the Authority. A board with strong professional representation can provide
in[ormed oversight and advocacy.

Committee resolution: Adopted with amendment. The clause amended so that the interests
of statr.rtory regulatory bodies are well take into account by the proposed Authority.

c) Clause .*2

Delete clause *2.

Justification: There should not be an overlap of functions with other healthcare regulatory
bodies - KMPDC, PPB, Nursing Council, Clinical Officers Council, and others. Clause .12

or,rtlines the functions of a healthcare authority. Clause.[2 shou]d be governed by the existing
regulatory authority that is - KMPDC, PPB, Nursing Council etc.

Committee resolution: Not adopted. The Bill proposes to separate the regulation of health
facilities from that of healthcare professionals.

d) Clause +8
I n clause +a( t ), have a unified annual license to avoid multiple licensing by different
authorities.

Justification: A unified license would simplify compliance for healthcare providers and
facilities. A unified system would help reduce financial strain
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Committee resolution: Noted. That is the essence of the Bill by separating the regulation of
health facilities from that of healthcare professionals.

e) Clause 87
Part VIII
Avoid duplication of roles and functions ofexisting health regulatory bodies - KMPDC, PPB,
Nursing Council, etc.

Justification: -fhere is duplication of roles which not only introduces ambiguity in
enlbrcement o('standards but also risks creating loopholes for noncompliance.

Committee resolution: Noted. That is the essence of the Bill by separating the regulation of
health facilities ll'om that of healthcare professionals.

f) Clause 93
Delete clause 96 (z)(h) and (l) and maintain status quo in which the Pharmacy and Poisons
Board, as currently authorized by CAP 244 continues to regulate these roles.

Justification: There's no clarity on the role on the pharmacies' standards, standards of
alternative medicine and traditional medicine by the Board and PPB. The Authority should
allow the PPB with its established organization capacity and structures to regulate pharmacy
practice and minimize exposure of patients to harm that will happen should this role be

stripped from PPB.

Committee resolution: Noted. That is the essence of the BiIl by separating the regulation of
health facilities f'rom that of healthcare professionals.

SECOND SCHEDULE- CONSEQUENTIAL AMENDMENTS

Paragraph t
Replace the definition of 'health care provider' and replace with - Heath care provider is a

person duly qualified and licensed to provide health care services.

Justification: 'lhe revised definition ensures that only individuals who are formally trained,
certified, and licensed by recognized regulatory bodies are considered healthcare providers.

Committee resolution: Adopted with amendment. The definition of the term "healthcare
provider" is more comprehensive as it includes a healthcare professional providing healthcare
services.

Paragraph r+
i. Delete paragraph t+(a)

Justification: No deletion of paragraph (l). Deletion of this section will create a vacuum in
regulation of'pharmacy practice in Kenya. In the interim, there's going to be a vacuum which
will introduce the market to uncertainties. This will also create a risk for patients, exposing
them to harm. I n addition, PPB already has the structures, institutional memory and capacity
in this area. Therefore, stripping the Board of this power will lead to institutional capacity
and memory loss.

Committee resolution: Not adopted. The amendments are necessary for purposes ol
separating the regulation ofhealth facilities from that ofhealthcare professionals.
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Justification: No deletion of paragraph (i); maintain status quo of Cap. 2,14,. Deletion of this
section rvill strip PPB powers in regulating manufacturing, storage, distribution and even
post marketing surveillance of pharmaceuticals in Kenya. -fhis rvill not only impact quality of
the products and pharmacy care but also hinder PPB from achieving Maturity Level 5 and all
the benefits this has for manufacturing ambitions for Kenya.

Committee resolution: Not adopted. The amendments are necessary for purposes of
separating the regulation of health facilities from that of healthcare professionals.

iii. Section sB of CAP 24.4.- Subsection 2 - deleting paragraph (fl.

Justification: No deletion ofparagraph (f); maintain status quo of CAP 2++; Deletingof this
section would mean that there's no longer an authorized register of medicines in Kenya. This
will be detrimental to quality health, pharmaceutical care and will open up the market to
unregulated products.

Committee resolution: Not adopted. The amendments are necessary for purposes of
separating the reguJation ofhealth facilities from that ofhealthcare plofessionals.

Paragraph rs
Delete paragraph t8.

Paragraph r9
Delete paragraph ts

Justification: No repeal ofSection 23 of Cap 24:!. Deletion ofthis section will take away the
gains already made in combating illicit trade. It will create a vacuum that will open the market
to unregistered and unreguJated premises which will pose a risk to patients and result in the
supply of illegitimate pharmaceutical products.

Committee resolution: Not adopted. The amendments are necessary for purposes of
separating the regulation of health facilities from that of healthcare professionals.

Paragraph zo
Delete paragraph zo

l6

Delete paragraph t+(b).(Saction 3B ofCAP 2Eq- Subsection 2 - deletingparagraph (i))

Justification: Don't repeal section 2o. Maintain status quo in the current CAP 2++. Repealing
section 20 will interfere with the reguJation of pharmacy practice in Kenya.

Committee resolution: Adopted. Pharmacy professionals engaged in professional practice
would still be required to display their name and registration certificate.

Justification: No repeal ofSection 23A ofCap 2++. Repealing ofthis section rvould mean that
any unlicensed or uncompliant premise will continue to operate because PPB will no longer
have the power to close that premise.

Committee resolution: Not adopted. The amendments are necessary for pr.rrposes of
separating the regulation ofhealth facilities from that ofhealthcare professionals.

Paragraph zr



I n agreement with the deletion ofparagraph (m) of Subsection I but recommends maintaining
status quo for all the remaining paragraphs in Subsection 1.

Justification: Any other deletion in subsection t will affect the regrrlation of pharmacy
practice and health products technologies in Kenya. This will not only impact quality of the
products and pharmacy care but also hinder PPB from achieving Maturity Level s and all the
benefits this has for manufacturing ambitions for Kenya.

Committee resolution: Not adopted. The amendments are necessary for purposes of
separating the regulation of health facilities from that of healthcare professionals.

GENERAL COMMENTS ON THE BILL
o Maintaining the roles of other reguJatory agencies in the health sector to avoid creating

a vacuum and confusion in the industry that would expose patients to harm.
r Proposed granting PPB more control as opposed to reducing its control, as this goes

against the spirit of achieving WHO Maturity kvel s.
o Powers ofthe Board ofthe Authority and the Cabinet Secretary should be clearly defined

to avoid overlapping of functions with the already established regulatory agencies,
authorities, and boards

Committee resolution: The Committee noted the general comments by KAPI

45. THE KENYA MEDICAL PRACTITIONERS AND DENTISTS' COUNCIL
(KMPDC)
The Kenya Medical Practitioners and Dentists Council submitted as follow;

a) Delete clause 2 8(i).
Justification: Internship forms part olthe continuum of the regulation of the training of
rnedical and dental students. By dint of this provision, KMPDC will not be able to effectively
ascertain the quality of internship training for medical, dental and community oral health
practitioners. The Council may consider administering a post-internship examination /pre-
registration examination.

Justification: Adopted. Health professional regulatory bodies to retain the function of
inspecting and accrediting health facilities for purposes of internship and training.

SECOND SCHEDULE- CONSEQUENTIAL AMENDMENTS

Paragraph 9z

Paragraph 27(b) amending Section z of the Medical Practitioners and Dentists Act be

amended as follows-
(b) in the definition ofthe term "private practitioner" by deleting the expression "as either a

medical practitioner or a dentist who is also licensed under section l5 to practise" and
substituting therelbr the words "who practices".

Justification: Pri.,'ate practice is centered around the practice of the medical, dental or
community oral health practitioner. This should be left to KMPDC to regulate the private
practice of medicine, dentistry and community oral health.
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Committee resolution: Not adopted. The amendments are necessary for purposes of
separating the regulation ofhealth facilities from that ofhealthcare professionals.

Paragraph za
Paragraph zs(a), that seeks to amend Section + of the Medical Practitioners and Dentists Act,
be deleted.

Justification: Do not delete Section a(f) from Cap. 253. Internship florms part of the
continuum ofthe regulationof the trainingof medical and dental students. The Bill proposes
removing KMPDC's role in inspecting and accrediting facilities for internship and training.
KMPDC states that internship is part of the training continuum and should remain under its
regulation. This is so that KMPDC can ascertain the quality and level of internship training
prior to their registration and licensing as medical, dental and community oral health
practitioners. By dint of this provision, KMPDC will not be able to eflectively ascertain the
quality of internship training for medical, dental and community oral health practitioners.
The Council may consider administering a post-internship examination /pre-registration
examination.

Committee resolution: Adopted. The Kenya Medical Practitioners and Dentists Council
needs to retain the power to inspect and accredit new and existing institutions for medical
and dental internship training in Kenya as the same relates to the regulation of the
professional practice.

Paragraph zs
Paragraph 29 be deleted

Justification: Do not delete the word "inspections" from Section +A of CAP 253. This is also
to allow KMPDC to inspect teaching hospitals (as part of the training), internship training
centers and post-graduate collegiate centers. The Bill removes the word "inspections" from
the Inspections, Licensing, Finance and General-Purpose Committee. KMPDC alongwith its
sister regulatory bodies within the East African Community carry out inspection of medical
and dental schools in fulfillment of the EAC Treaty and the EAC Common Market protocol
provisions on the free movement ofgoods and professional services across the region. As per
the Mutual Recognition Agreement, KMPDC is the competent authority in Kenya to
implement the reciprocal recognition provisions.

Committee resolution: Not adopted. The amendments are necessary for purposes of
separating the regulation ofhealth facilities from that ofhealthcare professionals.

Paragraph 9o
Section s(s)(h) should not be deleted from Cap. 253

Justification: The Bill deletes provisions on KMPDC's role in reguJating training. This is to
cater for KMPDC to regulate the training of medical and dental students as provided for in
the EAC Mutual Recognition Agreement. To allow KMPDC to regulate the training of
medical and dental interns due to the fact that I nternship forms part of the continuum of
training of a practitioner to be.

Committee resolution: Adopted with amendments. The Kenya Medical Practitioners and
Dentists Council needs to maintain a register of approved internship training centres as the
same relates to the regulation of the professional practice..
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Paragraph 35.
Section l7 ofCap.253 should not be repealed, but should be amended to read as follows

"1?. No fees recoverable unless person licensed under section 14, No person shall be
entitled to recover a charge for medical or surgical advice or attendance, or lbr the
perlbrmance ofan operation as a medical practitioner or dentist, or for medicine rvhich he has
prescribed and supplied as a medical practitioner or de ntist, unless he is at the time
appropriately licensed under section 14."

Justification: This focuses on the recovery offees by a practitioner only if he is licensed.

Committee resolution: Not adopted. The amendments are necessary fbr purposes of
separating the regulation of health facilities from that of healthcare prof'essionals.

ADDITIONAL CONSEQUENTIAL AMENDMENTS

Section eo of the Medical Practitioners and Dentists Act
Introduce the following consequential amendment-

"Section 26 of the Medical Practitioners and Dentists Act is amended by adding subsection
(s) that reads as follows; "(s) That the stafffrom KMPDC who handle matters pertaining to
regulation of health facilities, who may be affected, be considered for transition to the Quality
Healthcare and Patient Safety Authority within their existing terms and conditions."

Justification: This is so that the staff currently handling the function of registration,
licensing, inspection and disciplinary matters of health facilities rvill not have any loss
occasioned by the transferto function. It is the Council's request that the stafffrom KMPDC
who handle matters pertaining to regulation of health facilities, who may be affected, be
considered for transition to the Quality Healthcare and Patient Safety Authority within their
existing terms and conditions.

Committee resolution. Adopted with amendment. The staffcurrently handling the function
of registration, licensing, inspection and disciplinary matters of health facilities will move to
the Authority with their institutional memory and expertise.

GENERAL COMMENTS ON THE BILL

KMPDC's submission is intended to support a clear and consistent legislative approach to
healthcare reguJation in Kenya. The Council's recommendations fbcus on proposed
amendments that touch on critical areas such as the regulation of internship training,
inspection of medical and dental schools, licensing of practitioners, and enflorcement
mechanisms. KMPDC notes that some of the proposed changes could affect its ability to
efl'ectively discharge its mandate, particularly with regard to training oversight an d
compliance with regional obligations under the East African Community f'rameworks.

Committee resolution: The Committee noted the general comments by KMPDC

46. THE PHARMACY AND POTSONS BOARD (ppB)
The Pharmacy and Poisons Board (PPB) srrbrnitted as fbllorvs;
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SECOND SCHEDULE- CONSEQUENTIAL AMENDMENTS
Paragraph t+

Delete paragraph t+(a)

Justification: The need for the PPB to inspect and license pharmacies including those in
hospitals and clinics is to ensure compliance. The enforcement of both standards and
requirement ensure there is synergy in seeking to ensure maintenance of high quality
standards in practice of pharmacy. It is a key regulatory function outlined by WHO on
licensing function of a regulator.

Committee resolution: Not adopted. The amendments are necessary for purposes of
separating the regulation ofhealth facilities from that ofhealthcare professionals.

ll Delete paragraph t+(b)

Paragraph ra
Delete paragraph ts

Justifrcation: The need for display of registration and enrollment certificate is to ensure
effective enforcement so that only the duly licensed professionals superintend premises. It
further acts as a mechanisms to guarantee access to information. It is a key regulatory
function outlined by WHO on licensing function of a regulator.

Committee resolution: Adopted. Pharmacy professionals engaged in professional practice
would still be required to display their name and registration certificate.

Paragraph r9
The registration of premises is critical in enforcement. The products must be held by duly
qualified professionals. It is a key regulatory function outlined by WHO on licensing function
of a regulator.

Paragraph eo
Delete paragraph eo

Justification: May pose imminent risk to public health and safety by creating a regulatory
gap that weakens oversight in non-compliant prernises, exposing the public to unsafe
practices.

o')

Justification: The justification in having the Board to approve and license the premises for
the pharmacist and pharmaceutical technologist also ensures synergy in enforcement of
standards. It is a key regulatory function outlined by WHO on licensing function of a

regulator.

Committee resolution: Not adopted. The amendments are necessary for purposes of
separating the regulation ofhealth facilities from that ofhealthcare professionals.

Justification: The registration of premises is critical in enforcement. The products must be
held by duly qualified professionals. It is a key regulatory function outlined by WHO on
licensing function of a regulator.

Committee resolution: Not adopted. The amendments are necessary for purposes of
separating the regulation ofhealth facilities from that ofhealthcare professionals.



Committee resolution: Not adopted. The amendments are necessary for purposes of
separating the regulation ofhealth facilities from that oi'healthcare prolessionals.

Paragraph e r
Delete paragraph zt

Justification: The provision is critical for the Board in outlining the standards and practice
of pharmacy. It is a key regulatory function outlined by WHO on licensing function of a

regulator.

Committee resolution: Not adopted. The amendments are necessary for purposes of
separating the regulation of health facilities from that of healthcare professionals.

General Comments on the Bill by the Pharmacy And Poisons Board(PPB)

PPB highlighted the Practical challenges facing PPB if the Bill is enacted in the current form.
t.Non-compliance with Global Regulatory Standards

o The Board, being the regulator for health products and technologies, must be ranked with
other similar regulators by the World health Organization (WHO) and accordingly
designated a maturity level based on an established criteria known as the Global
Benchmarking Tool (GBT).

o A strong regulator that meets international standards for quality, safety and efficacy is
designated under Maturity Level t (ML.t).The Board seeks to attain ML.s which would
translate to the ability to independently reguJate medical products in accordance with the
global standards. The assessment is focused on the following nine essential regulatory
areas which must be domiciled within a single regulator;

/ National Regulatory System
/ Registration and Marketing Authorization
y' vigilu.,."
/ Market Surveillance and Control
/ Licensing Premises
/ Regulatory I nspections
/ Laboratory Access and Testing
/ Clinical Trials Oversight
/ National Lot Release

9. Ongoing \VHO GBT Assessment

o Currently, the Board being the regulator for Kenya's health products, is undergoing the
WHO assessment seeking to determine how it is ellectively undertaking the
aforementioned regulatory functions towards ensuring quality, safety and eflicacy of
health products and technologies within the country.

o The proposed Bill seeks to relieve the PPB of some key regulatory functions with the
resultant effect that it will not have the capacity to effectively cover all regulatory areas
as required by WHO and global standards.

o The Board has aligned its mandate with these global standards, ensuring Kenya's
recognition as a competent regulator currently operating at Maturity Level z.
Fragmentation of these roles and transferring oversight to a new Authority, risks
establishing an institution with limited technical expertise, institutional memory, or
capacity to meet GBT requirements.

83



a

47. THE OFFICE OF THEATTORNEY GENERAL AND DEPARTMENT OF
ruSTICE

The Office of the Attorney ()eneral and Department of Justice submitted as follows;

The Bill was prepared by the Ministry of l.Iealth and submitted to the Office of the
Attorney General and Departrnent of .lustice lbr formal drafting as per the established
procedure for processing Government Bills. The Bill was drafted in consultation with the
Ministry. Therefore, the Bill is in order for consideration by the National Assembly.

Committee resolution: The Committee noted the general comments by the OfIice of the
Attorney General and Department of Justice

48. THE KENYA MEDICAL LABORATORY TECHNICIANS
TECHNOLOGISTS BOARD (KMLTTB)

AND

(a) In relation to clauses +0(a) & (b), deletethe proposed amendmentto section 5 of Cap.
253A in its entirety. Deletion of "business, practice and employment" from subsection
(t) and deletion ofparagraph (d) in subsection (z), reducing the Board's mandate to
training only. The original Cap. 253A under s.5(t) vests "general supervision and
control over the training, business, practice and employment of medical laboratory
technicians and technologists and over medical laboratories" and s.5(2)(d) includes
enforcement of standards and discipl inary control.

Justification: The amendment severs the Board's statutory object of exercising
comprehensive supervision over laboratory medicine, directly contradicting the
legislative purpose of Cap. 253A. By confining the Board to training alone, the Bi-ll
transfers enforcement, practice regulation and laboratory oversight to the new
generalist Authority (clauses 2?(b), 56-7 l). This creates immediate duplication and
conflict with section 60( I ) of the Health Act, 2O 17, which expressly assigns inspection,
monitoring and evaluation of health services and professionals to the respective
regulatory body (KMLTTB). Constitutionally, the change violates Article 9s2(r)(d)
(efficient, professional public service) by replacing specialised expertise with generic
standards under clause 59, and Article +7 by imposing unfair administrative upheaval
without justification. Risks include dilution of laboratory-specific protocols (e.g.,
equipment validation, reagent quality control, biosafety levels), leading to diagnostic
inaccuracies, delayed disease detection, and compromised patient outcomes across
HIV, TB, malaria and cancer screening.

The legislative process compounds the problem: Cap. 253A is primary legislation
enacted by Parliament; substantive amendments require a dedicated Bill with full
First, Second and Third Readings, committee scrutiny and public participation under
Articles Io and ll8. Burying them in the Second Schedule ofan unrelated Bill
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It is thus critical to ensure that the nine regulatory areas remain domiciled with the
regulator (the Board) in compliance with global best practices. The ranking of the Board
to a ML.s will guarantee investor confidence and improve local manufacturing as the
quality, safety and eflicacy ofhealth products can be guaranteed.

Committee resolution: -lhe Cornmittee notecl the general comments by PPB.



bypasses this process and denies stakeholders meaningful input, contrary to the
fundamental duty of Parliamentary Counsel to translate policy into clear, precise,
unambiguous law that foresees all eventualities and avoids litigation or policy failure.

The Board's specialised mandate is indispensable to the health sector: it protects the
health of every Kenyan through effbctive regulation of laboratory medicine (Vision),
exercises general control and supervision over training, business, employment and
practice while advising Government on all related matters (Mission), and performs
core functions including licensing, r.alidation of in-vitro
diagnostics/equipment/reagents, inspection of facilities and training institutions,
CPD enforcement and compliance monitoring. Laboratory services underpin every
clinical decision; fragmenting this framework undermines diagnostic accuracy, disease
surveillance and universal health coverage.

The Bill goes against the spirit, object and purpose of the MLTT Act by attempting
to separate the profession, the professional and the service; an impossibility in medical
laboratory practice where one cannot separate professional practice from professional
service and quality of service. The gains KMLTTB has made over the last 26 years in
building a robust, specialised regulatory framework that protects public health would
be erased.

Committee resolution: Not adopted. The amendments are necessary for purposes
ofseparating the regulation ofhealth facilities from that ofhealthcare professionals

(b) In relation to clause 39 and clause ,13, delete the proposed amendment to section 2 of
Cap.253A and the repeal of section 2l in their entirety.

Justifrcation: Repeal of section 2l dismantles the integrated framework of
registration, mandatory continuing professional development (CPD) and annual
practising certificates that has safeguarded professional competence in laboratory
sciences. Without transitional safeguards in clause 99, over 8,oOO licensed
professionals face immediate loss of legal authority to practise, triggering exposure to
criminal sanctions under Cap. 253A s.l9 for "unregistered practice" and violating the
doctrine oflegitimate expectation. The new Authority's generic licensing (clauses 48-
5l) cannot replicate I abo ratory-specific requirements such as CPD in diagnostic
techniques, quality assurance or biosafety, creating a high risk of scope creep,
unqualified personnel performing complex tests (e.g., PCR, immunoassays, blood
banking) and resu-ltant misdiagnosis or treatment errors with potentially fatal
consequences. This directly breaches Article +; (right to fair administrative action
and written reasons) and Article +s( t )(a) by endangering the foundational diagnostic
pillar of healthcare.

Section oo(t) of the Llealth Act, 2017 reserves these functions to the respective
regulatorybody; the duplication is redundantand inelficient.The legislative shortcut
via Schedule bypasses the proper parliamentary process required for amending
primary legislation such as Cap.253A (full readings, committee stage, targeted public
participation under Articles 1o and t t s), risking ambiguity and unforeseen
consequences as highlighted in established principles oflegislative drafting: hasty or
buried amendments lead to litigation, policy failure and inability to foresee practical
pitfalls. The Board's framervork is vital to the health sector: it enforces CPD, maintains
ethical standards and competence, and protects public trust in laboratory results that

85



drive clinical decisions and national health programmes. Erosion would collapse
training pipelines, disrupt plivate-sector capacity and threaten public health security.

(c) Delete the proposed complete repeal of section 2o of Cap. 253A in its entirety under
clause 42.

Justification: Repeal of section 20 removes foundational provisions supporting
registration and practice structures, compounding the vacuum created by other
amendments. -lhis leaves no statutory anchor for core licensing pathways, risking
immediate invalidation of'existing authorisations and operational paralysis in both
public and private laboratories. The absence ofany transitional mechanism (clause 99)
exposes the entire sector to legal uncertainty, contrary to Article +i and the duty to
avoid abrupt disruption ofessential services. Section 60(l) ofthe Health Act,2oti
assigns these functions to the respective reguJatory body; the repeal creates conflict
and duplication. The Schedule mechanism bypasses proper amendment of Cap. 253A,
denying targeted debate. The Board's regulation is indispensable to the health sector:
it ensures seamless continuity ofaccurate, ethical laboratory services that underpin
every aspect ofhealthcare delivery and patient safety.

Committee resolution: Adopted with amendment. Medical laboratory practitioners
will still engage in their professional practice.

(d) Delete the proposed amendment to the heading ofPart IV and the repeal ofsection 25

of Cap. 253A in their entirety.

Justification: Repeal of section 25 eliminates the statutory basis for private
laboratory operations, which supplement public services and extend diagnostic access

nationwide. Private facilities will lose authority to function, leading to closure or
forced migration to the Authority's generic regime (clauses 56-64), which lacks
tailored standards for laboratory infrastructure, equipment calibration or private-
sector quality assurance.

Denial of private practice lbr medical laboratory professionals is discriminatory and
an affront to small and medium businesses run by medical laboratory professionals.
This would destroy the entire private laboratories infrastructure that has greatly
contributed to medical laboratory profession.

Risks include strdden service gaps in rural and urban private labs, increased patient
travel burdens, delayed diagnostics and higher public-sector overload, all contrary to
Article +s(t)(a) and the progressive realisation duty. Section oo(t) of the Health Act,
20l7 explicitly preserves the Board's oversight of professionals and facilities; the
repeal creates conflict and duplication. The legislative shortcut via Schedule bypasses
proper amendment of Cap. 2534, denying targeted debate on private -practice
implications under Articles lo and I18. The Board's regulation of private practice is
indispensable to the health sector: it ensures ethical, high-quality diagnostics outside
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Committee resolution: Adopted. Medical laboratory technicians and technicians
retain the right to appeal to the High Court after exhaustion of the internal and
administrative mechanisms. Medical laboratory practitioners will still engage in their
professional practice.



government lacilities, supports UHC expansion and prevents monopolistic reliance on
public labs that cannot meet growing demand.

Committee resolution: Not adopted. 'fhe amendments are necessary lor purposes of
separating the regulation of'health facilities fiom that ofhealthcare prolbssionals

(e) In clause ++, delete the proposed amendment to section 22 of Cap.253Ain its entirety

Justification: Deletion removes oversight of private-sector operations and place of
business requirements, undermining the Board's ability to regulate the full spectrurn
of laboratory practice. This creates gaps in enforcement, risks unregulated private
facilities and conflicts with the Board's core supervisory role under Cap. 25sA. The
change violates Article 232(lXd) and duplicates the Authority's generic licensing
without specialised safeguards. The Schedule process circumvents proper
parliamentary scrutiny of Cap. 253A amendments. The Board's regulation is vital to
the health sector: it maintains comprehensive control over practice to ensure ethical,
high-quality diagnostics that protect public health.
Medical laboratory facilities standards are well understood by medical laboratory
professionals and inspection by non-professionals will be an occupational nightmare
for professionals. The attempt to separate the profession, the professional and the
service. One cannot separate professional practice from professional service and
quality of service.

Committee resolution: Not adopted. The amendments are necessary for purposes of
separating the regulation ofhealth facilities from that of healthcare professionals

(l) Delete the proposed amendment transferring disciplinaryjurisdiction in Cap. 253Ain
its entirety from the Board to the new Tribunal.

Justification: Transfer strips the Board of laboratory-specific disciplinary powers
(e.g., evaluating diagnostic errors, biosafety breaches), handing them to a generalist
Tribunal lacking technical expertise. Risks include inconsistent sanctions, delayed
justice and unchecked malpractice leading to patient harm or outbreaks. This violates
Article +7 (procedural fairness) and Article 232( t)(d). Section oo(t) of the Health Act,
2017 assigns enforcement to the respective body; the substitution invites parallel
proceedings. Amending Cap. 253A via Schedule circumvents dedicated legislative
process. The Board's specialised disciplinary mandate is critical to the health sector: it
upholds integrity in laboratory results that drive clinical decisions, prevents quackery
and maintains public confidence.

The regulation of medical laboratory reagent and equipment will render medical
laboratory professionals as spectators who will not be responsible for quality of test
results; this means there would be no professional obligation on quality of medical
laboratory analyses and investigations.

Committee resolution: Adopted. Medical laboratory technicians and technicians
retain the right to appeal to the High Court after exhaustion of the internal and
administratir,'e mechanisms.

(g) In clause ,17, delete the proposed amendment to section aO of Cap. 253Ain its entirety
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Justification: [,oss of reguJ ation-making power prevents the Board from issrring or
updating laboratory-specific rules on equipment validation, reagent standards, CPD
requirements or inspection protocols. The Authority's generic standards (clause 59)
will be ill-suited to clinical diagnostics, risking inconsistent application, equipment
failures and biosafety lapses that could cause lab-acquired infections or inaccurate
testing. This breaches Article 232(r)(d) and contradicts section oo( t) ofthe I"lealth
Act, 20I7. The legislative process for Cap. 2534. amendments demands fu1l
parliamentary scrutiny; a Schedule insertion denies this. The Board's regulatory
authority is '"'ital to the health sector: it enables precise, evidence-based standards that
protect diagnostic accuracy and support national health programmes reliant on
reliable laboratory data.

The regulation of medical laboratory reagent and equipment will render rnedical
laboratory professionals as spectators who will not be responsible for quality of test
results; this means there would be no professional obligation on quality of medical
laboratory analyses and investigations.

Committee resolution: Not adopted. The amendments are necessary for purposes of
separating the regulation ofhealth facilities from that ofhealthcare professionals

(h) Delete the provisions ofclauses 26-2i and, Part IV (ss.a2-7 l) and clause lOo insofar
as they override or apply to medical laboratories and professionals regLrlated under
Cap.25sA.

Justification: Centralisation overrides Cap. 253A ss.5, l8 and +o, imposing a one-
size-fits-all regime cannot accommodate laboratory-specific needs (validation lists,
CPD-linked licensing, specialised inspections). Risks include overlapping inspections
causing operational delays, conflicting directives, loss of searchable professional and
facility registers, and dilution of standards leading to misdiagnosis or compromised
biosafety. This violates Article 232(r)(c) (eflicient resource use) and section 60( I ) of
the Flealth Act, 20r7. The Schedule mechanism bypasses proper amendment of Cap.
25sA. The Board's dedicated oversight is indispensable to the health sector: it
safeguards the integrity of laboratory medicine, the backbone of clinical diagnosis,
treatment monitoring and public health surveillance.

Committee resolution: Not adopted. The clauses are in order as drafted. The
Authority will accredit for purposes of quality healthcare.

(i) Delete clause 99 and clause
matters under Cap. 255A.

IOO insofar as they omit transitional protections for

Justification: Without transition, existing licences, training approvals and
disciplinary cases lapse immediately, creating legal uncertainty for professionals,
institutions and facilities. Risks include abrupt service in terruptions, loss ofcontinuity
in student indexing and CPD, wasted investment in Board systems and registers, and
exposure of patients to unregulated diagnostics. This breaches Article .t7 and
legitimate expectation while conflicting with section oo(t) of the Health Act, 2017.
Amending Cap. 25sA via Schedule without transition safeguards denies due process
under Articles lo and I18. The Board's framework is vital to the health sector: it
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ensures seamless continuity of accurate, ethical laboratory services that underpin
every aspect ofhealthcare delivery and patient safety.

Committee resolution: Not adopted. The amendments are necessaly for purposes of
separating the regulation of health facilities from that ofhealthcare professionals

49. NURSTNG COUNCTL OF KENYA (NCK)

(a) Amend clause 2?(j) to "inspect and accredit health facilities in collaboration with the
relevant regulatory body for purposes of internship and training.

Justification: Diftbrent programmes across the various health training cadres require
distinct infrastructure and facility capacities to effectively support learning.
Consequently, requests to utilize specific health facilities for training are submitted to
the relevant regulatory bodies. These regulatory bodies assess and approve facilities
to ensure that the requisite infrastructure, equipment, and case mix are available to
support the training needs of particular programmes.

In this regard, regtrlators such as the Nursing Council maintain a comprehensive
database of health facilities utilized by training institutions for nursing and midwifery
education. This database not only supports quality assurance but also helps prevent
oversaturation of students within particular facilities, which could otherwise dilute
clinical exposure and compromise both training quality and patient care. Restricting
regdatory bodies from continuing to perform this role may lead to fragmentation and
uncertainty in the approval and implementation of nursing and midwifery
programmes, ultimately undermining coordinated oversight and quality standards in
health training.

Committee resolution: Adopted with amendment. Health professional regulatory
bodies to retain the function ofinspecting and accrediting health facilities for purposes
of internship and training.

(b) Proposed new subclause to read:

Amendment of Section 11 of Cap 257

The Nurses and Midwives Act is amended by inserting the following new section 17A
after section l7 -

Practising Certificate

A person shall not practise a nurse, midwife, Healthcare Assistant, Theatre 'Iechnician

or Theatre Technologist or enjoy a public position by virtue of being a nurse, midwife,
Healthcare Assistant, Theatre Technician or Theatre Technologist unless such a

person has-

(a)been registered under this Act;
(b) complied with the prescribed requirements for continuing education and

supervision; and
c) been issued with a valid practicing certificate by the Council in accordance with
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this Act

Justification: The continued existence of numerous unregulated healthcare cadres
operating under the supervision of regulated professionals presents a significant gap
in the realization of the objectives of the Quality Healthcare and Patient Safbty Bill,
2o25. These cadres often lack clearlydefined scopes ofpractice, standardized training
lrameworks, and accredited curricula, which raises concerns regarding the
consistency, safety, and quality of care delivered to patients particularly upon
transition lrom training to independent or semi-autonomous practice.

This regulatory vacuum undermines the intent of the Bill, which is to promote
accountability, s tandardization, and patient safety across the health sector. Without
formal oversight mechanisms, it becomes difllcu-lt to enforce professional standards,
monitor competence, or address malpractice among such cadres. To address this
challenge, it is imperative that a1l unregulated healthcare cadres be formally
integrated under their respective parent regulatory bodies, particularly where
supervisory reiationships already exist in practice. Such incorporation would ensure
that these cadres are subject to established regulatory frameworks, including
licensing, defined scopes of practice, competency assessments, and continuous
professional development requirements.

50. CLINICAL OFFICERS COUNCIL

(a) Paragraph t

(i) Retain the definition of "Health care provider" as is in the Health Act

Justification: A person providing health care services must be trained, licenced and
regulated by the relevant regulatory body. The proposed definition is ambiguous and
there is need for specificity and clarity.

Committee resolution: Adopted. The definition of the term "healthcare provider" is
more comprehensive as it includes a healthcare profbssional providing healthcare
senu'ices-

(ii) delete and replace the definition ofa health facility as follorvs

"Health facility" means a health provider or an entity whether operating from
a fixed physical structure or through mobile and digital platforms, that is
established for the purpose of providing healthcare services, including
hospitals, clinics, pharmacies, medical laboratories, mortuaries, funeral homes
and parlours, home care centres, ambulances, mobile medical units,
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Bringing all healthcare providers within a structured regulatory ambit will not only
enhance accountability and harmonization of standards but also significantly
strengthen the implementation ofthe Bill by ensuring that every individual involved
in patient care is adequately trained, supervised, and regulated in accordance with
national quality and safety standards.

Committee resolution: Not adopted. The amendments are necessary for purposes of
separating the regulation of health facilities from that of healthcare professionals.



telemedicine services, medical aesthetic procedures and community health

Justification: The definition of a "person" as a facility is confusing and does
not provide the clarity of "natural person" or the "legal person".

Committee resolution: Not adopted. The current definition is sufticient in the
circumstances.

(b) Clause l s

Clause ts( t)(c) ofthe proposed Bill to be amended to read as "Adhere to the scope of
practice for the healthcare providers employed or contracted in health facilities as

developed by the respective regulatory body and approved by the Cabinet Secretary".

Justification: The establishment of the Scopes of Practice to be retained at the
respective regulatory bodies i.e COC, NCK, KMPDC etc. Notably, the Director-
General of Health already serves as a board member on most of these Councils,
ensuring government representation and alignment with national policy.Each carder
is governed by an Act of parliament that establishes its regrrlatory council that is

mandated to develop, update and reinforce the various scopes ofpractice. The Scope
of Practice for Clinical Officers like any other carder sets forth the legislative and
regulatory framework for guiding all Clinical Officers licensed to practice in Kenya to
perform their duties safely while ensuring that all patients are protected from harm
and that they receive the best possible healthcare to the highest attainable standards.
It outlines the key areas of competencies (knowledge, skills and attitude), professional
roles and responsibil ities for Clinical Officers in practice both at general and
specialized levels.

Committee resolution: Adopted with amendment. The Director-General fbr Health
ought to perform the role ofdeveloping scope ofpractice as the Director-General is

the technical advisor on matters touching on the health sector.

Clause ts (z) be amended to read as "A Kshs. 5oo,ooo thousand fine or S-year
imprison ment".

Justification: A fine,/penalty shodd be procedurally proportionate fair, .just and
affordable The fine is fixed and is not taking the consideration ofthe facility level and
prol'essional, its also way above as provided in the Penal Code.

Committee resolution: Adopted with amendment to reduce the fine and remove the
element of imprisonment. The proposed penalty was too punitive and yet most of the
issues may be systemic in nature.

(c) Second Schedule- Proposed a two tier quality assurance system as detailed belorv

Two Tier Verification framework
r i. Tier one - registration and licensure by the respective regulatory body
. ii. Tier two- verification and accreditation by a diflerent body (suggested to be

KHPOA), before empanelment. and; Restructuring KHPOA to expand its
mandate into accreditation and quality of care.
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Justification: The Health Act No. 2l of 2oli needs to be amended to restrtrcture and expand
the functions of KHPOA, which will give it an accreditation mandate as rvell as monitoring
and ensuring that the highest standards of health ser"'ices are maintained through 'qr-rality of
care inspections and accreditation' as provided under article *s of the Constitution. On
duplication of roles, the Judgement of September 2022 on Health Act interpreted KHPOA to
be the ultimate body responsible for Quality of Healthcare in Kenya. There is therelore no
need to bring in another SAGA when KHPOA can be improved to serve its purpose. Lack of
operationalization ofKHPOA after 7 years has been a deliberate act to create a perception that
it can't serve its purpose. 2. Kakamega Cabinet Resolution Feb 2025 which directed for
merger, dissolution or decl assification to reduce financial demand. Introduction olanother
SAGA that serves the role of KHPOA goes against the principles of that resolution.

(d) Paragraph 35,36 and s; ofthe Second Schedule

Retain sections 20,23 and ssA of the Clinical OlIlcers Act, No. 20 of 2o[i proposed
for amendment .

Justification: ReguJation of Flealth facilities by the relevant regulatory body which
also regulates training and practice of the relevant professionals is better placed to
monitor quality service delivery since they understand their scope. In the Two Tier
Verification framework for quality purposes i.e i. Tier one - registration and licensure
by the respective regulatory body and ii. Tier two- r'erification and accreditation by a
different body (suggested to be KHPOA), before empanelment, therefore the functions
of the Council should be retained as this framework caters for quality.

Committee resolution: Not adopted. The amendments are necessary for purposes of
separating the regulation ofhealth flacilities from that olhealthcare prolessionals

(e) Paragraph 38, 39, ,to, qt,+2 and +3

Retain the sections proposed for deletion under these paragraphs

Justification: No justification provided to support their deletiorr or amendment

Committee resolution: Adopted. The Dispute Resolution Tribunal provided for in
the Social Health Insurance Act, No. 16 of 2023 should not be repealed since health
insurance matters are unique and require expertise in its handling.

(f) Clause zs

Improve representation of County Governments to include;

l. One member nominated by forum for County Secretaries
2. One member nominated by the forum for CECM I Iealth

5. One member nominated by the fbrum for Chief Olllcers.

Justification: The Board composition has only one representative of County
Governments yet County Governments manage > sO% of facilities.

Committee resolution: Not adopted. The current composition has sufficient county
representation.
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General Comments on the Bill
(a) The WHO defines quality health services as those that are el]-ective, safe, people-

centered, timely, equitable, integrated, and efficient. These characteristics are often
assessed using quality indicators, which are standardized, evidence-based measures
that help monitor and track healthcare performance and outcomes. These include:

o Effectiveness: Providing services based on scientific knowledge to all who
could benefit e.g. maternal health indicators (rates of severe maternal
morbidity and mortality). Lack of diagnostics, equipment and other essential
rutilities serve as hindrances to this.

o Safety: Avoiding harm to patients from the care care provided e.g hospital-
acquired infections, adverse drug events among others. Lack of adequate
Personal Protective Gear continues to impact safety negatively.

o People-centeredness: Providing care that respects individual patient
preferences, needs, and values e.g patient satisfaction with care, Involvement
of patients in treatment decisions and Availability of patient education and
support. Staff shortages continue to lower Patient Satisfaction due to long
waiting times and burnout among clinicians.

e Timeliness: Reducing waits and delays for both patients and providers e.g.
Time to treatment initiation and Availability of services outside of regular
business hours among others. Negatively affected by staff shortages, poor
digital infrastructure among others.

. Equity:Providing care that does not vary in quality due to factors like location
or socioeconomic status e.g disparities in access to care based on location and
Disparities in outcomes based on socioeconomic status among others.
Disparities in access to care still exist especially in rural and hardship areas
where specialists are few and often overwhelmed.

o Efficiency: Avoiding waste of resources e.g appropriate use of resources.
o Integration: Providing coordinated and continuous care. e.g. Communication

and coordination between different healthcare providers, Continuity ofcare
betrveen different settings (e.g., hospital to home) and Availability ofelectronic
health records and information sharing. Mostly limited/aflected by poor
digital infrastructure.

(b) >so% of contents in the puality of Healthcare and Patient Safety Bill 2025 are already
provided for in other legislations and policies within the ministry including; Health
Act 2ori, National Policy on Patient Safety, Health Worker Safety and Quality of
Care, Public Health Act, Clinical OIIicers Act, Medical Practitioners and Dentists Act,
Nurses Act, Kenya Quality Model of Health (KQMH) policy, Medical Laboratory
Technicians and Technologists Act, Nutrition and Dieticians Act, PHO-|C Act,
Pharmacy and Poisons Act, among others.

(c) The Judgement by Judge Wesley Korir of September 2022 directed for amendment of
Health Act 2017, which provides a shorter and cost-effective route for its
improvement, if need be, without reproducing and duplicating laws that provide for
health. Management and continuous monitoring of Quality of Healthcare is already
provided for in several legislations and policies as indicated above, meaning this bill
will not change anything as far as quality of healthcare is concerned.

(d) The Council identified the following issues with the llill
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Duplication and Confusion. -The Bill u,ill create confusion and duplication of
roles by replicating other Acts e.g. rights and duties under Health Act and
Public Health Act provisions among many others.
Weak Quality Assurance Framervork. -The biggest problem that has affected
quality ofcare with regard to health facilities has been the wrong designation
of health facilities due to weak quality assurance mechanisms which do not
provide for verification. -This bill still retains this problem where one entity
registers, licenses and accredits facilities rvhich has led to corruption and the
consequent poor quality of health. This is because facilities were allocated
erroneous levels that neither matched their resources nor capacity due to lack
of an independent verification system. -A strong and progressive Quality
Assurance Mechanism should have a trvo tier accreditation system, where the
relevant regulatory body registers and licenses and then an independent body
verifies and accredits.

Interference with development of Scopes of Practice. Transfer of Mandate on
development of Scopes of Practice from regulatory bodies Director General is
retrogressive and will negatively affect quality of health. to Counci-ls and
Boards are better placed to continue with this function since they have a
diversity of members representing various fields including trainers, regulators,
legal practitioners and practitioners in the relevant field, which provides a

better and informed forum for development of progressive Scopes of Practice.

Duplication of Roles-The Judgement of September 2022 on Health Act
interpreted KHPOA to be the ultimate body responsible for Quality of
Healthcare in Kenya. There is therefore no need to bring in another SAGA
when KHPOA can be improved to serve its purpose. Lack of operational ization
ofKHPOA after ? years has been a deliberate act to create a perception that it
can't serve its purpose.

Kakamega Cabinet Resolution of Feb zocs.The Kakamega cabinet resolution
2O25 directed for merger, dissolution or declassification in view of the tight
fiscal space within the reality of rising debt burden. Introduction of another
SAGA that serves the role of KHPOA goes against the principles of that
resolution and is totally unnecessary.

(e) The Council submitted that the real issues that threaten quality of healthcare
currently incl ude;

r Financing - inadequate budgetary allocation to health
. Staffshortage - there is no clear framework on resolving HRH staffshortages
r Service disruption from perennial strikes
. Poor digital infrastructure.
o Demoralization and demotivation ol health rvorkers.
. Poor coordination between National and County Governments.
. Politicalinterference.
o Over legislation without the required implementation.

(
t
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(f) The Council recommended the following:

Withdrawal of the Quality of Flealthcare and Patient Safety Bill zozs and
instead amends Health Act 2o 17.

Alignment of budgetary allocation to health with Abuja Declaration of 2oot
that provided for allocation of' l5o/o ofthe total budget.



a

a

a

a

Development ofa framervork fbr annual emPloyment < f t z,ooo health rvorkers
in line with Kenya's Human Resources lbr Health Commitments at the 20lS
Third Global 

.WHO 
HRH Forum in Braz.il.

Fast tracking of amendments to the Health Act and designation of'KHPOA as

the Quality of Healthcare Authority in line u'ith .lustice Wesley Korir's
Judgement of September 2o22.

Full Implementation of Health Act 20 l7 by fully operational izing Kenya
Health Professionals and Oversight Authority and Kenya Flealth Human
Resources Advisory Council.
Negotiation, Completion and frrll implementation ol Collective Bargaining
Agreements as well as signing Recognition Agreements to reduce service
disruption through strikes.
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CHAPTER FOUR

The Quality Healthcare and Patient Safety Bill, 2025 establishes a unified legal
and institutional framervork to guarantee safe, effective, timely and people-
centred health services in Kenya. Its core objects are to guarantee patient rights
and safety, set and enforce national standards for health facilities, and create
mechanisms for continuous quality improvement and oversight across the health
system.

z. The Bill is a significant step torvards ensuring that the country's investments in
Universal Health Coverage (UHC) translate into safe, quality effective and
people-centred care through institutional ization ofstandards, accreditation and
enforcement of quality healthcare standards through a dedicated national
regulator.

3. The Bill seeks to establish the Quality Health Care and Patient SafetyAuthority
as the sole national regulator responsible for the registration, licensing and
accreditation of all health facilities.

+. The Bill seeks to separates facility-level regdation from professional licensure
and regulation which will be undertaken by the respective health regulatory
bodies and hence the consequential amendments in the Second Schedule.

5. The Bill seeks to establish a Health Care Tribunal to hear appeals and adjudicate
all disputes relating to the provision of healthcare services.
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4.O COMMITTEE OBSERVATI ONS
51. 'lhe Cor-nr-nittee observes that:



CHAPTER FIVE

5.O COMMITTEE RECOMM ENDATIONS

52. The Comrnittee recommends that the House passes the Quality Healthcare and
Patient Safety Bill, 2o25 (National Assernbly Bill No. +r of 2025) with amendments
as set out in Chapter Six of this report.

97



CHAPTER SIX

6.0 SCHEDULE OF AMENDMENTS

53. Upon considering the Quality Healthcare and Patient Safety Bill, 2025 (National
Assembly Bill No. +r of 2o.25) and submissions from stakeholders, the Committee
proposes the following amendments:

CLAUSE 18

THAT, Clause ts of the Bill be amended in-

(a) subclause ( t ) by inserting the words "on the recommendation of the Director General"
immediately after the term "Cabinet Secretary" appearing in paragraph (c).

Justification: The Director-General for Health ought to perform the role of developing scope
ofpractice as the Director-General is the technical advisor on matters touching on the health
sector.

(b) subclause (z) by deleting the words "fifty million shillings or to imprisonment for a

term not exceeding ten years, or to both" and substituting therefor the words "ten

million shillings".

Justification: The proposed penalty was too punitive and yet most of the issues may be
systemic in nature.

Justification: To specify that the training is for the employees of the owner of a health
facility.

Justification: Health professional regulatory bodies to retain the function ofinspecting and
accrediting health facilities for purposes of internship and training.

CLAUSE,g
THAT, Clause sg of the Bill be amended-

(a) in subclause (t)by-

(i) inserting the words "in the health sector" immediately after the word
"improvement" appearing in paragraph (f);

Justification: To ensure that expertise is relevant to the improvement of the quality of
healthcare services.
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CLAUSE 23
THAT, Clause cs of the Bill be amended in paragraph (b) by inserting the words "for their
employees" immediately after the word "training".

CLAUSE 27
THAT, Clause 27 of the Bill be amended by deleting paragraph (i).



(ii) deleting the rvords "to represent" appearingin paragraph (g) and substituting
therefor the words "nominated by";

Justification: To enable healthcare providers rvho have established and recognized organized
entities to nominate suitable persons to represent their interests in the proposed Authority.

(iii)deleting the word "public" appearing in paragraph (h) and substituting therefor
the words "consumer rights bodies in the health sector"; and

Justification: To ensure that the person appointed is able to articulate issues relatingto the
rights ofpatients and clients as consumers ofhealthcare services.

(iv) inserting the follorving new paragraph immediately after paragraph (h)-

"(ha) a represen tatir.'e of statutory regdatory bodies appointed by the Cabinet
Secretary".

Justification: This will ensure that the interests ofstatutory regulatory bodies are well take
into account by the proposed Authority.

CLAUSE 3o
THAT, Clar-rse so of the Bill be amended in-

(a) subclause (t) by-

(i) deleting the words "a healthcare related field" appearing in paragraph (b) and
substituting therefor the words "healthcare sciences".

Justification: The Chairperson ought to have knorvledge and expertise in healthcare sciences
to offer the necessary strategic leadership.

(ii) deleting paragraph (c) and substituting thereforthe followingnew paragraph
(.)-

"(c) has professional practice, knowledge and experience ofat least ten years in health
governance, leadership, health administration or public policy".

Justification: Ten years professional practice, knowledge and experience is ideal for the
position of Chairperson.

(iii) deleting the rvord "ten" appearing in paragraph (d) and substituting therefor
the word "five".

Justification: Five years of senior managementievel is ideal for the position of Chairperson

(b) in subclause (z) by inserting the words "healthcare sciences" immediately after the
words "social sciences" appearing in paragraph (c).
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Justification: The Board of the Quality Healthcare Authority needs to have knowledge and
expertise in healthcare sciences to ollbr the necessary strategic direction.



CLAUSE 35
THAT, Clause 35 ol'the Bill be amended in clause (z) by deletingthe words "a healthcare
related field" appearing in paragraph (b) and substituting therefor the words "healthcare

sciences".

Justification: The Chief Executive Officer ought to have knowledge and expertise in
healthcare sciences to ensrlre eflective management of the Authority.

CLAUSE 37
THAT, Clause .g; of the Bill be amended by deletingsubclause (s) and substituting therelbr
the following new subclause (.9)-

"(s)The Corporation Secretary shall be the Secretary to the Board and shall-

(a) in consultation with the Chairperson of the Board, issue notices for the meetings of
the Board;

(b) take min utes of the meetings of the Board;
(c) keep, in custody, the records of the deliberations, decisions and resolutions of the

Board;
(d) transmit the decisions and resolutions of the Board to the Chief Executive Officer for

execution, implementation and other relevant action;
(e) provide legal advice to the Board;
(f) provide guidance to the Board on its duties and responsibil ities on matters relating to

governance; and
(g) perform such other duties as the Board may direct."

Justification: For clarity on the role of the Corporation Secretary in line with Mwongozo
Code ofGovernance for State Corporations.

CLAUSE 57
THAT, Clause 57 of the Bill be amended in subclause (2) by inserting the following nerv
paragraph immediately after paragraph (a)-

"(aa) appoint qrrality assessors to conduct the accreditation ofhealth facilities"

Justification: To empower the proposed Authority to appoint experts in
improvement and assessment to undertake the function of accreditation.

qtrality

CLAUSE 83
TIIAT, Clause 83 of the Bill be amended -

(a) in subclause (t)by deleting the words "or any other written law";

Justification: The proposed Health Care Tribunal will only have jurisdiction over complaints
and disputes in relation to the functions of the Quality Healthcare and Patient Safety
Authority in the regulation of health facilities.

(b) by deleting subclause(2);

Justification: The l)ispute Resolution Tribunal provided for in the Social Health Insurance
Act, No. l6 of 202.9 should not be repealed since health insurance matters are unique and
require expertise in its handling.
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(c) by deleting subclause (3);

Justification: The Dispute Resolution Tribunal provided for in the Social Health Insurance
Act, No. 16 of 2023 should not be repealed since health insurance matters are unique and
require expertise in its handl ing.

(d) in subclause (+)by-

(i) deletingparagraph (c) and substituting therefor the following new paragraph
(.)-

"(c) four senior healthcare professionals, not being public officers or employees ofthe
Board with over ten years' experience who shall be appointed by the Judicial Service
Commission; and"

(ii) inserting the lbllowing new paragraph immediately after paragraph (c)-

"(d) three other persons who shall be appointed by the Judicial Service Commission
and shall possess knowledge and experience in matters of poticy, human resource
and quality improvement and who are not public officers or employees of the Board
and are not health service providers.";

Justification: The Health Care Tribunal requires a skills mix that includes healthcare
professionals for purposes ofl ensuring fairness and sound judgement in its processes.

(e) in subclause (z) by deleting the term " Cabinet Secretary" and substituting therefor
the term "Judicial Service Commission"; and

Justification: 'fribunals fall within the ambit of the Judiciary

(f) in subclause (s) by deleting the term " Cabinet Secretary" and substituting therefor
the term "Chief Justice".

Justification: Tribunals fall rvithin the ambit of the Judiciary

CLAUSE 84.

THAT, Clause a+ of the Bill be amended in -
(a) subclause ( t ) by deleting the words "or any other Act"; and

Justification: The proposed Health Care Tribunal will only have jurisdiction over complaints
and disputes in relation to the functions of the Quality Healthcare and Patient Safegr
Authority in the regulation of health facilities.

(b) subclause (s) by deleting the words "between health facilities, patients, healthcare
providers and regulatory bodies" and substituting therefor the words "relating to
health facilities and patients".
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Justification: The proposed Health Care Tribunal will only have jurisdiction over complaints
and disputes in relation to the functions of the Quality Healthcare and Patient Safety
Authority in the regtrlation of health facilities.

CLAUSE 99
THAT, Clause 99 of the Bill be amended by inserting the following new subclause
immediately after subclause (3)-

"(+) A person who, immediately before the commencement of this Act was an employee or a

member of staffof the Kenya Medical Practitioners and Dentists Council handling matters
pertaining to the regulation ofhealth facilities, not being then under notice of dismissal or
resignation shall, on the commencement of this Act, be deemed to be an employee or member
of the staffof the Authority on the same terms and conditions.

Justification: The staffcurrently handling the function of registration, licensing, inspection
and
disciplinary matters of health facilities will move to the Authority with their institutional
memory and expertise.

SECOND SCHEDULE
THAT, the Second Schedu-le be amended -(a) in paragraph (t)by deleting subparagraph (a);

Justification: The definition of the term "healthcare provider" is more comprehensive as it
includes a healthcare professional providing healthcare services.

(b) by deleting paragraph (s);

Justification: The Director-General ought to perform the role of developing all guidelines
as the Director-General is the technical advisor on matters touching on the health sector.

(c) in paragraph (s) by-

(i) deleting subparagraph (a) and substituting therefor the follorving new
subparagraph (a)-

"(a) in subsection (t)by inserting the words ",in relation to the regulation of
healthcare professionals" immediately after the word "Authority"; and

(ii) deleting subparagraph (b) and substituting therefor the following new
subparagraph (b)-

"(b) in subsection (z) by inserting the words ",in relation to the regulation of
healthcare professionals" immediately after the word "prescribe".

Justification: To limit the role of the Kenya Health Professionals Oversight Authority to the
regul ation of healthcare professionals.

(d) by deleting paragraph (s);

Justification: The Kenya Health Professionals Oversight Authority and other regulatory
bodies rvill undertake inspection as regards the regulation of healthcare professionals.
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(e) by deletine paragraph (t t);

Justification: Some health centres are permitted to provide in-patient observations based on
their ler.'el of categorization by the regLrlator.

(f) by deleting paragraph (ts);

Justification: Pharmacy professionals aggrieved by the decisions of the Pharmacy and
Poisons Board u,ill have the right to appeal to the High Court after exhaustion olthe internal
and admin istrative mechanisms.

(g) in paragraph (t s) by -
(i) deleting the expression "word "tribunal"" appearing in subparagraph (a) and

substituting therefbr the expression "term "High Court""; and
(ii) deleting the expression "word "tribunal"" appearing in subparagraph (b) and

substituting therefor the expression "term "High Court"";

Justification: Pharmacy professionals aggrieved by the decisions of the Pharmacy and
Poisons Board rvill have the right to appeal to the High Court after exhaustion ol'the internal
and administrative mechanisms.

(h) in paragraph (to) by deleting the expression "word "tribunal"" appearing immediately
after the words "therefore the" and substituting therefor the expression "term "High
Court"";

Justification: Pharmacy professionals aggrieved by the decisions of the Pharmacy and
Poisons Board will have the right to appeal to the High Court after exhaustion ofthe internal
and administrative mechanisms.

(i) in paragraph (t;) by deleting the expression "rvord "tribunal"" appearing immediately
after the words "therefore the" and substituting therefor the expression "term "l-Iigh
Co urt"";

Justification: Pharmacy pro{bssionals aggrieved by the decisions of the Pharmacy and
Poisons Board rvill have the right to appeal to the High Court after exhaustion of'the internal
and administrative nrechanisms.

[) by deleting paragraph (ts);

Justification: Pharmacy prolbssionals engaged in professional practice *'ould still be

required to display their name and registration certificate.

(k) by deleting paragraph (zz)

Justification: The dellnitions of the terms "mental health facility" and "mental health
services" are in order as they are presently defined in the Mental Health Act, Cap. 2+8. A
person aggrie'r'ed by the decisions made under the Mental Health Act, Cap. 2,18 rvill har.'e the
right to appeal to the High Court after exhaustion of the internal and administrative
mechan is ms. a
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Justification: A person aggrieved by the decisions made under the Mental Health Act, Cap.

248 will have the right to appeal to the High Court after exhaustion of the internal and
administrative mechanisms.

(m)by deleting paragraph (26);

Justification: A person aggrieved by the decisions made under the Mental Health Act, Cap.

2a8 will have the right to appeal to the High Court after exhaustion of the internal and
administrative mechanisms.

(n) in paragraph(zt) by deleting subparagraph (d);

Justification: Medical practitioners and dentists retain the right to appeal to the High Court
after exhaustion of the internal and administrative mechanisms in relation to professional
practice.

(o) in paragraph (za) by deleting subparagraph (a);

Justifrcation: The Kenya Medical Practitioners and Dentists Council needs to retain the
power to inspect and accredit new and existing institutions for medical and dental internship
training in Kenya as the same relates to the regulation ofthe professional practice.

(p) by deleting paragraph (2s);

Justification: The Kenya Medical Practitioners and Dentists Council needs to retain the
power to inspect and accredit new and existing institutions for medical and dental internship
training in Kenya as the same relates to the regulation ofthe professional practice.

(q) in paragraph (so)by deleting subparagraph (a);

Justification: The Kenya Medical Practitioners and Dentists Council needs to maintain a

register of approved internship training centres as the same relates to the reguJation ofthe
professional practice.

(r) by deleting paragraph (st);

Justification: Medical practitioners and dentists aggrieved by the decisions made under the
Medical Practo' ners and Dentists Act, Cap. 253 will have the right to appeal to the High
Court after exnaustion of the internal and administrative mechanisms.

(s) in paragraph (s0) by deleting subparagraph (d);

Justification: Medical practitioners and dentists aggrieved by the decisions made under the
Medical Practitioners and Dentists Act, Cap. 253 will have the right to appeal to the High
Court after exhaustion of the internal and administrative mechanisms.

(t) by deleting paragraph (se);

Justification: Medical laboratory technicians and technicians retain the right to appeal to the
High Court after exhaustion of the internal and administrative mechanisms.
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(u) in paragraph (+e)by deleting-

(i) subparagraph (b)(ii) and (iii); and
(ii) subparagraph (c);

Justification: Medical laboratory practitioners will still engage in their professional practice.

(r,) by deleting paragraph (+s);

Justification: Medical laboratory practitioners will still engage in their professional practice.

(w) by deletingparagraph (+s) and substituting therefor the following new paragraph-

"'l5.Section zs of the Medical Laboratory Technicians and Technologists Act is
amended-
(a) in the marginal note by deleting the word "private" and substituting therefor the

word "professional";
(b) in subsection (t) by deleting the words "business and practice of laboratory

technicians and technologists engaged in private practice" and substituting
therefor the words "professional practice of laboratory technicians and
technologists";

(c) by deleting subsection (e) and substituting therefor the foilowing new
subsection-

"(z) Regulations under subsection ( t) shall in particular provide for the services to
be rendered by laboratory technicians and technologists in their professional
practice";

Justifrcation: Medical laboratory practitioners will still engage in their professional practice.

(x) by deleting paragraph (a6);

Justification: Medical laboratory technicians and technicians retain the right to appeal to the
High court after exhaustion of the internal and administrative mechanisms.

(y) in paragraph (+a)by deleting subparagraph (b);

Justification: Nutritionists and dieticians retain the right to appeal to the Hish Court after
exhaustion of the internal and administrative mechanisms.

(z) by deleting paragraph (as);

Justification: Nutritionists and dieticians retain the right to appeal to the High Court after
exhaustion of the internal and administrative mechanisms.

(aa)by deleting paragraph (E I );

Justification: Nutritionists and dieticians will still engage in their professional practice.

(bb) by deteting paragraph (sz);
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Justification: Nutritionists and dieticians retain the right to appeal to the High Court after
exhaustion of the internal and administrative mechanisms.

(cc)by deleting paragraph (s+);

Justification: Counsellors and psychologists the right to appeal to the High Court after
exhaustion of the internal and administrative mechanisms.

(dd) by deleting paragraph (56);

Justification: Counsellors and psychologists retain the right to appeal to the High Court
after exhaustion of the internal and administrative mechanisms.

(ee) by deleting paragraph (sr);

Justification: Counsellors and psychologists retain the right to appeal to the High Court
after exhaustion of the internal and administrative mechanisms.

(fl) in paragraph (ss) by deleting the definition ofthe term "tribunal";

Justifrcation: Physiotherapists retain the right to appeal to the High Court afier exhaustion
of the internal and administrative mechanisms.

(gg) in paragraph (0o) by deleting subparagraph (b) and substituting therefor the
following new subparagraph (b)-

"(b)subsection (c), by deleting the word "private" appearing in paragraph (f) and
substituting therefor the word "professional";

Justification: Physiotherapists rvill still engage in their professional practice

(hh) in paragraph (02) by deleting subparagraph (c) and substituting therefor the
following new subparagraph (c)-

"(c)in subsection (z), by deleting the words "private practice" rvherever they appear
and substituting therefor the words "professional practice";

Justification: Physiotherapis ts will still engage in their professional practice

(ii) by deleting paragraph (os);

Justification: Physiotherapists retain the right to appeal to the High Court after exhaustion
of the internal and administrative mechanisms.

fi) in paragraph (0+) by deleting subparagraph (b) and substituting therefor the following
new subparagraph (b)-

"(b) deleting paragraph (h) and substituting therefor the following new paragraph-

"(h) prescribe the terms and conditions of the professional practice of
physiotherapists including the services to be rendered by physiotherapists in
professional practice"
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Justification: Physiotherapists will still engage in their professional practice.

(kk) in paragraph (0o) by deleting the definition of the term "tribunal" appearing
in subparagraph (c);

Justification: Clinical oflicers retain the right to appeal to the High Court after exhaustion
of the internal and administrative mechanisms.

(ll) by deleting paragraph (67);

Justification: Clinical officers retain the right to appeal to the High Court after exhaustion
of the internal and administrative mechanisms.

(**) in paragraph (os)-
(i) in subparagraph (c) by inserting the words "and substituting therefor the word

"professional" immediately after the word "private";
(ii) by deleting subparagraph (d) and substituting therefor the following new

subparagraph(d)-

"(d)in subsection (s), by deleting the words "private practice" wherever they
appear and substituting therefor the words "professional practice";

(iii) by deleting subparagraph (e) and substituting therefbr the following new
subparagraph (e) -"(e) in subsection (+), by deleting the word "private" and substituting therefor
the word "professional";

Justification: Clinical officers will still engage in their professional practice

("") in paragraph (zt) by deleting subparagraph (b);

Justification: Clinical oflicers retain the right to appeal to the High Court after exhaustion
ol the internal and administrative mechanisms.

(oo) by deleting paragraph (iz) and substituting therefor the following new
paragraph-

"72.Section zs of the Clinical Ofllcers (Training, Registration and Licensing) Act is
amended -(a) in the marginal note, by deleting the word "private" and substituting therefor the

word "professional; and
(b) by deleting the words "business and practice ofa clinical oflicer engaged in private

practice" and substituting therefor the word "professional practice of clinical
o{ficers".

Justification: Clinical officers will still engage in their proflessional practice.

(pp) by deleting paragraph (25);

Justification: Clinical oflicers retain the right to appeal to the High Court after exhaustion
of the internal and administrative mechanisms.
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(qq) by deleting paragraph (zs);

Justification: Radiographers retain the right to appeal to the l-Iigh Court after exhaustion of
the internal and administrati','e mechanisms.

(rr)in paragraph (a t) by deleting subparagraph (c) and substituting therefor the following
new subparagraph-

"(c)in subsection (z), by deleting the words "private practice" wherever they appear
and substituting therefor the words "prolbssional practice";

Justification: Radiographers rvill still engage in their profbssional practice

(ss)by deleting paragraph (42);

Justification: Radiographers will still engage in their professional practice. Radiographers
retain the right to appeal to the High Court after exhaustion of the internal and administrative
mechan isms.

(tt) in paragraph (as) by deleting subparagraph (b) and substituting therefor the following
new subparagraph-

"(U) by deleting paragraph (e) and substituting therefor the following new
paragraph-

"(e) the terms and conditions ofthe practice ofa radiographer engaged in professional
practice and the services to be rendered by a radiographer in professional practice";

Justification: Radiographers will still engage in their professional practice

(uu) by deleting paragraph (s+);

Justification: Public health officers retain the right to appeal to the High Court after
exhaustion of the internal and administrative mechanisms.

("") by deleting paragraph (ss);

Justification: Public health olllcers retain the right to appeal to the High Court after
exhaustion of the internal and administrative mechanisms.

(**) in paragraph (ss) by deleting the definition ofthe term "tribunal";
Justification: Occupational therapists retain the right to appeal to the High Court after
exhaustion of the internal and administrative mechanisms.

(**) in paragraph (st)by deleting subparagraph (e);

Justification: Occupational therapists retain the right to appeal to the High Court after
exhaustion of the internal and administrative mechanisms.

(yy) by deleting paragraph (92) and substituting therefor the following new
paragraph-
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"92. Section 29 of the Occupational Therapists (Training, Registration and Licensing)
Act is amended in-
(a) in the marginal note, by deleting the word "private" and substituting therefor the

word "professional; and
(b) in subsection (t), -(i) by inserting the word "professional" immediately after the words "not engage

in";
(ii) by deleting the word "private" appearing in paragraph (c) and substituting

therefor the word "professional";

(c) in subsection (s), by deleting the rvord "private" and substituting therefor the
word "professional";

Justification: Occupational therapists rvill still engage in their professional practice

(zz)by deletingparagraph (s+) and substituting therefor the following new paragraph-

"94. Section 3 t of the Occupational Therapists (Training, Registration and Licensing)
Act is amended in-
(a) in the marginal note, by deleting the word "prir.ate" and substituting therefor the

word "professional; and
(b) in subsection (t), by deleting the word "private" and substituting therefor the word

"professional";
(c) by deleting subsection (z) and substituting therefor the follorving new

subsection-

"(z) Regulations made under subsection (t) shall in particular provide for the services
to be rendered by an occupational therapist in professional practice".

Justification: Occupational therapists will still engage in their professional practice.

(aaa) by deleting paragraph (e5);

Justification: Occupational therapists retain the right to appeal to the High Court after
exhaustion of the internal and administrative mechanisms.

(bbb) by deleting paragraph (so);

Justification: Occupational therapists retain the right to appeal to the High Court after
exhaustion ol the internal and administrative mechanisms.

(ccc) in paragraph (ss)by deleting subparagraph (b);

Justification: Nurses and midwives retain the right to appeal to the High Court after
exhaustion of the internal and administrative mechanisms.

(ddd) by deleting paragraph (ro2);

Justification: Nurses and midwives retain the right to appeal to the High Court after
exhaustion of the internal and administrative mechanisms.
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Justification: Health records and inforrnation managers retain the right to appeal to the High
Court after exhaustion of the internal and administrative mechanisms.

(ff| by deleting paragraph (tos);

Justification: Health records and inlbrmation managers retain the right to appeal to the High
Court a{ter exhaustion of the internal and administrative mechanisms.

(ggg) by deleting paragraph (t to);

Justification: The Dispute Resolution Tribunal provided for in the Social Health Insurance
Act, No. t6 of 2023 should not be repealed since health insurance matters are unique and
require expertise in its handling.

(hhh) by deleting paragraph (t t t);

Justification: The Dispute Resolution -lribunal provided for in the Social Health Insurance
Act, No. t6 of 2023 should not be repealed since health insurance matters are unique and
require expertise in its handling.

(iii) by deleting paragraph (t tz); and

Justification: The Dispute Resolution Tribunal provided for in the Social Health Insurance
Act, No. 16 of 2023 should not be repealed since health insurance matters are unique and
require expertise in its handling.

[ii) by deleting paragraph (t ts)

Justification: The Dispute Resolution Tribunal provided for in the Social Health Insurance
Act, No. t6 of 2023 shou-ld not be repealed since health insurance matters are unique and
require expertise in its handling.
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REPORT ADOPTION SCHEDULE



THE NATIONAL ASSEMBLY
!3TH PARLIAMENT - FIFTH SESSION -2026

DIRECTORATE OF DEPARTMENTAL COMMITTEES
DEPARTMENTAL COMMITTEE ON HEALTH

ADOPTION SCHEDULE

Date: Tuesday,T'h of April 2026

NO. NAME SIGNATURE

Hon. (Dr.) Nyikal James Wambura, CBS,
MP- Chairman

2 Hon. Ntwiga Patrick Munene, MP-

Vice-Chairman

t1-'

3 Hon. Sunkuli Julius Lekakeny Ole, EGH,
EBS, MP n

4 Hon. (Dr.) Pukose Robert, CBS, MP
(

5 Hon. (Bishiop) Mukhwana Titus Khamala, MP

6 Hon. Owino Martin Peters, MP

'-i_"@-*7 Hon. (Prof.) Jaldesa Guyo Waqo, MP

8 Hon. Maingi Mary, MP

9 Hon. Muge Cynthia Jepkosgei, MP
1 o

10. Hon. Lenguris Pauline, MP

./1
il. I

12. Hon. Mathenge Duncan Maina, MP

t3. Hon. Wanyonyi Martin Pepela, MP

t4. Hon. Kipngok Reuben Kiborek, MP

t5. Hon. Kibagendi Antoney, MP
V

\

Having considered the Report on the Consideration of the Quality Healthcare and Patient Safety Bill
(National Assembly Bill No. 4l of 2025), we the undersigned adopt the report.

I

K*/(r

Hon. Oron Joshua Odongo, MP
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MINUTE,S OF' COMMITTEE SITTINGS



MINUTES OF THE 2sR"SITTING OF THE DEPARTMENTAL COMMITTEE ON
HEALTH HELD IN COMMITTEE ROOM 2I,'Trj FLOOR, BUNGE TOWER ON
TUESDAY, 7TH APRIL, 9026, AT I1.9o AM

PRESENT
t. The
2. The
3. The
4,. The
5. The
6. The
7. The

s. The
s. The
lo. The

-Chairperson
-Member
-Member
-Member
-Member
-Member
-Member
-Member
-Member
-Member

Hon
FIon.
Hon.
Hon.
Hon.
Hon.

Hon.

Hon.

Hon.

Hon.

Dr. Nyikal James Wambura,CBS, MP
Dr. Pukose Robert,CBS,MP
Prof. Jaldesa Guyo Waqo, MP
Oron Joshua Odongo, MP
Mary Maingi, MP
Cynthia Muge, MP
Owino Martin Peters, MP
Kipngor Reuben Kiborek, MP
Lenguris Pauline, MP
Titus Khamala, MP

ABSENT WITH APOLOGY
l. The Hon. Ntwiga Patrick Munene, MP
2,. The Hon Wanyonyi Martin Pepela, MP
s. The Hon. Mathenge Duncan Maina, MP
+. The Hon. Sunkuli Julius kkakeny Ole, EGH, EBS, MP
5. The Hon Wanyonyi Martin Pepela, MP

-Vice Chairperson

-Member
- Member
-Member
-Member

COMMITTEE SECRETARIAT
l. Mr. Adan Gindicha

II-HOD
2. Ms. Gladys Kiprotich
3. Mr. Ellam Omuhinda
.1. Ms. Faith Chepkemoi

5. Ms. Mercylyn Kerubo
6. Mr.Daniel Psirmoi

-Principal Clerk Assistant

-Clerk Assistant III
-Clerk Assistant III
-[rgal Counsel II
- Audio Officer
-Media Relations Officer

IN AGENDA

I. Prayers
2. Preliminaries
3. Adoption of the Agenda
4. Confirmation of previous min utes
5. Matters Arising
6. Meeting to adopt the report on the Quality Healthcare and Patient Safety Bill

(National Assembly Bill No. +t of zozs) sponsored by the Hon. Leader
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z. Pending Business (enclosed)
8. Any Other Business; and
9. Adjournment.

MIN. NO. NA/DC-H/9096 / I I2I PRELIMINARIES/INTRODUCTION

The Chairperson called the meeting to order at thirty minutes past eleven o'clock, followed
by the Prayer and sel f-introd uctions.

MIN. NO. NA/DC-H/g026/ I'13: ADOPTION OF AGENDA

The agenda of the meeting was adopted, having been proposed by the Hon. Owino Martin
Peters, MP and seconded by the Hon. Dr. Pukose Robert, CBS, MP.

MIN. NO. NA/DC-H/2O26/ I14I MEETING TO ADOPT THE REPORT ON THE
QUALITY HEALTHCARE AND PATIENT SAFETY BILL (NATIONAL
ASSEMBLY BILL NO. 4r OF 4oc5) SPONSORED BY THE HON. LEADER

Key Concerns Raised by Members

Members raised the following substantive concerns regarding the Bill:

r) Impact on Existing Regulatory Authorities;
Members expressed serious concern that the enactment of the Bill would result in
significant consequential amendments to the mandates of existing statutory regulatory
authorities including the Kenya Medical Practitioners and Dentists Council (KMPDC), the
Pharmacy and Poisons Board, the Nursing Council of Kenya, the Kenya Medical Laboratory
Technicians and Technologists Board (KMLTTB), and the Clinical Officers Council to the
extent that they would be stripped of their mandate to regulate health facilities. This would
eflectively remove a primary source ofrevenue for these bodies, potentially rendering them
financially unviable unless directly funded from the Exchequer.

It was further noted that information had been received that the OfIice of the Attorney
General was already undertaking work towards the possible merger of all statutory
regdatory authorities into a single body. Members felt this development had significant
implications for the Bill and rvarranted careful consideration.

9) Duplication and Effrcacy of the Bill's Objects
Members qr.restioned whether the Bill's stated objects introduced any substantir.'e nerv
framework, noting that the objectives including guaranteeing patient rights and safety,
setting standards Ibr health care services, and improving quality of health outcomes were
largely covered by existing policy frameworks, Acts, and regulatory mandates already in
operation.

s) Definition of 'Quality Healthcare'
Concern was raised that the Bill did not adequately define 'quality healthcare.' Members,
emphasized the need tbr a clear, measurable definition that would distinguish the Bill's
intended outcomes Irom existing policy commitments, particularly in respect of the parity
between public and private sector service delivery.

+) Regulatory Fragmentation vs. Consolidation

2



Members acknowledged that the current regulatory landscape was fragmented, with
multiple bodies KMPDC, the Pharmacy and Poisons Board, the Nursing Council Kenya
Medical Laboratory Technicians and Technologists Board (KMLTTB)and others each
independently inspecting and licensing the same health facilities, resulting in an
administrative and financial burden on facility operators. To this extent, the creation of a
single facility-level regulatory authority was seen as a potentially positive development.

However, concern remained as to horv the separation of facility regulation from professional
regulation wou-ld function in practice, and whether the two functions could be meaningfully
disaggregated.

5) Composition of the Proposed Authority's Board

Members revierved the proposed composition of the Board of the Quality Healthcare
Authority as set out in Clause cs of the Bill.

The Committee recalled an amendment proposed during the Mombasa retreat to include a
representative of statutory regulatory bodies drawn from KMPDC, KMLTTB, and the
Nursing Council) appointed by the Cabinet Secretary on a rotational basis, consistent with
the approach adopted under the Kenya Health Professionals Oversight Authority (KHPOA).

The committee emphasized that a representative of statutory regulatory bodies appointed
by the Cabinet Secretary will ensure that the interests and perspectives of statutory
regulatory bodies are adequately represented and taken into account within the operations
and decision-making processes of the proposed Authority.

After deliberation, the Committee resolved as follorvs

t) The Committee would agree the Bill to proceed to be tabled in the House with the
amendments already proposed. Members noted that further amendments could be
introduced at the Committee of'the Whole House stage

e) The Chairperson undertook to engage the lrader of the Majority Party to request
additional tirne to enable the Committee to conduct a benchmarking study of
comparative .jurisdictions specifically Malaysia and Singapore to inform the
Committee's final position on the Bill's implementation framework.

S) As an alternative to international travel, a desktop research study on best practices
in quality healthcare regulation in comparable jurisdictions would be commissioned
flor Members' reference.

+) The Clerk was directed to facilitate the preparation of any further draft amendments
for Members' consideration in advance of the Committee of the Whole House stage.

The Committee therefore adopted the report on the Quality Healthcare and Patient
Safety Bill, 2o95 (National Assembly Bill No. 4t of 2025) sponsored by the Hon. Leader
of the Majority Party, har,'ing been proposed by I'lon. Orvino Martin Peters, MP, and
seconded by The I Ion. C)ron Joshua Odongo, MP.

J

Committee's Resolutions and Way Forward



MIN. NO. NA/DC-H/S096/1151ANY OTHER BUSINESS

l'lrele rvas no other lrusiness arising

MIN. NO. NA/DC-H/2 026 / I I 6I ADJOURNMENT

1-here being no other lrusiness, the meetin g was adjourned at lpm

Sign Date

THE. HON. DR. NYIKAL JAMES WAMBURA, CBS, MP
CHAIRPERSON, DEPARTMENTAL COMMITTEE ON HEALTH

g{r+l :zo}b
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LETTER INVITING STAKEHOLDERS
TO SUBMIT VIEWS ON THE BILL



THE NATIONAL ASSEMBLY
OFFICE OF THE CLERK

When replying, please quote

Ref: NA/DDC IDC-H12025 199

Hon. Aden Barre Duale, EGH
Cabinet Secretary
Ministry of Health
Afya House
NAIROBI

Dr. Oluga Fredrick Ouma, OGW
Principal Secrecary
Sare Department for Medical Services

Ministry of Health
Afya House
NArROql

Ms. Mary Muthoni Muriuki, CBS
Principal Secretary
State Department for Public Health and Professional Standards

Ministry of Health
Afa House
NAIROBI

Hon. Shadracl< J. Mose,
Solicitor General of che Republic of Kenya

Sheria House, Harambee Avenue
P.O. Box 401 l2- 00100
NAIROBI

Mr. Peter Musyimi, HSC
Ag. Chief Executive Officer/ Commission Secretary
Kenya Law Reform Commission (K.L.R.C)
Reinsurance Plaza, 3'd Floor
Taifa road
P.O BOX 34999-00t00
NAIROBI

22"d October,2025

o

o

i) ,. I d

P. O. Box 41842-00100
Nairobi, Kenya
Main Parliament Buildings

Dr. David G. Kariuki
Chief Executive Officer
Kenya Medical Practitioners and Dentists Council

KMP&DC House, Woodlands Rd, Off Lenana Road

P. O. Box 44839-00100
NAIROB!

Telephone: +25 4202848000 ext. 3 300
Email: cn a @ parlia me n t.to. ke

www.parl iamen Lgs.k_elthqlaggoALasscobly



Mr. lbrahim Wako
Chief Execucive Officer
Kenya Clinical Officers Council,
P. O. Box 19795

Blueviolet Plaza along Kindaruma road
NAIROB!

Dr. Kiol<o Jackson
Chief Executive Officer
The Kenya Health Professions Oversight Authoriry (KHPOA)
llth Floor, KWFT Building,
Masaba Rd, Upper Hill,

P.O. Box 34422 - 00100
NAIROBI

Ms. Anne N. Mukuna
Ag. Chief Executive Officer
The Nursing Councii of Kenya (NCK)
NCK Plaza, Kabarner Road off Ngong Road

P.O. Box 20056-00200
NAIROBI

Dr. Davji Bhimii Atellah
Chief Executive Oflicer /SecretarT General
Kenya Medical Practitioners, Pharmaciss, and Denrists Union (KMPDU)
Blue Violes Plaza

5th Floor - Suite 506, Kindaruma Lane
P.O. BOX rs7 - 00202 KNH,
NAIROBI

Dear [-l .,^ D-rst.
RE: STAKEHOLDER ENGI\GEMENT BY .THE DEPARTMENTAL COMMITTEE
ON HEALTH ON THE QUALITY HEALTHCARE AND PATIENT SAFETY BILL
(NATTONAL ASSEMBLY BILL NO. 4t OF 202s

The Departmenul Conrmitcee on Health is estatrlished pursuanr to Standing Order 216 and
is mandated inter olio'to study ond review all legislotion referred to it',

Pursuant to the provisions of Sranciing Order 127( l), the Quality Healthcare and Patient
Safety Bill (National Assembly Bill No. 4l of 2025), was commicred ro the Commitree
for consideration.

Copies of the Bill are available at rhe National AssemblyTable Office, Main Parliament
Buildings, and on rliament. o.ke/the-n !lo t- e

a

a

e-

ln line with the above mandate and in compliance with the provisions of Article I I 8 ( I ) (b) of
the Consriturion, che Committee, during its sirting held on Tuesday, l4'h October,2025,
rcsolved to invite you for dclibcrations on the Bill. The Mceting is schcdulcd for Wcdnesday,
28'hOctober 2025, at 10.00 am, at a venue to be communicated within parliament
B u ild ings.



Kindly provide fifteen (15) copies of your submissioir and send a soft copy to the Office of the
Clerk via email: cna@parliament.go.ke. ln your subrnission, please indicate the specific
clause(s) of the Bill, your proposed amendment(s), :lnd the justification for each proposal

The Liaison Officer for this meeting is Mr.Hassan r-.. Arale, Committec Clerl<, who may be

conhcted on Tel No. 072 1480578 or email: ddcr l.r oarliament.go. ke

Yours

-Dd-
JEREMIAH \^/. NDOMBI, MBS
FoT: CLERK OF THE NATIONAL ASSEMBLY

Copy to: Hon. Dorcas A. Oduor, SC, OG\Ay', EBS
Attorney General of the Republic of Kenya
Office of the Attorney General and Department of Justice
Sheria house
Harambee Avenue
NAIROBI

CPA. Dr. Aurelia C. Rono, CBS
Principal Secretary
Sute Department for Parliamentary Affairs
Railway Building
Haile Selassie Avenue
NAIROBI

Hon. lchung'wah, Antlrotry Kimani
Leader of the Majority Parry
Parliament Buildings
NAIROBI
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LETTER INVITING STAKEHOLDERS
FOR A MEETING WITH THE

COMMITTEE ON THE

BILL

t



THE NATIONAL ASSEMBLY
OFFICE OF THE CLERK

P. O. Box 4 I 842-001 00
Nairobi, Kenya
Main Parliament Buildings

Telephone: +254202848000 ext. 3300
Email: cna@oarli ment.so.ke

www. oarl iament.go.ke/the-national-assembly

When replying, please quote
Ref. NA/DDC IDC-H12O25187

Hon. Aden Barre Duale, EGH
Cabinet Secretary
Ministry of Health
Afya House
NAIROB!

Dr. Oluga Fredricl< Ouma, OGW
Principal Secretary
State Department for Medical Services
Ministry of Health
Afya House
NAIROBI.

Ms. Mary Muthoni Muriul<i, CBS
Principal Secreury
State Department for Public Health and Professional Standards
Ministry of Health
Afya House
NAIROB!

Dr. David G. Kariul<i
Chief Executive Officer
Kenya Medical Practitioners and Dentists Council,
KMP&DC House, Woodlands Rd, Off Lenana Road
P. O. Box 44839-00 100

NAIROBI

Hon. Shadrack l. Mose, CBS
Solicitor General
Office of the Attorney General &
Department of lustice
Sheria House, Harambee Avenue
NAIROBI

Mr. Peter Musyimi
Ag. Commission Secretary
Kenya Law Reform Commission
3'd Floor, Reinsurance Plaza, Taifa Road,

NAIROBI

25'h September,2025

i



Dear D/, 6tgL/

The Departmental Committee on Health is established pursuant to Standing Order No. 216
of the National Assembly and mandated to, among other things, study ond review oll
legislotion referred to it.

ln line with the provisions of Standing Order 127( l), the following two Bills and one legislative
proposal has been committed to the Committee for consideration:

l) The Quality Healthcare and Patient Safety Bill (National Assembly Bill No.
4l of 2025), sponsored by the Leader of the Majority Party Hon. Kimani
lchung'wah, EGH, MP. The Bill seel<s to give effect to Article 43(l) (a) of the
Constitution on access to healthcare.

2) The Health (Amendment) Bill, 2024, sponsored by the Hon. Jane Njeri Maina,
MP. This Bill seeks to amend the Health Act to provide for access to emergency
treatment and healthcare services prior to the payment of prospective medical cost
by users.

3) The Medical Practitioners and Dentists (Amendment) Bill, 2024, sponsored
by the Hon. Duncan Maina Mathenge, M,P. The legislative proposal seeks

amendments to the Medical Practitioners and Dentists Act (Cap.253).

Pursuant to Article I l8( l) (b) of the Constitution and Standing Order 127(3) of the National
Assembly, the Committee resolved to invite you to submit views and comments on the said
Bills.

Accordingly, you are kindly requested co submit written comments on the Bills. ln view of the
strict timelines within which the Committee must complete its scrutiny, the Committee
would be obliged if your comments are received on or before Monday, 6'h

October, 2025.

Further, you are invited to appear before the Committee to present your views and

comments in a meeting scheduled for Tuesday, 7'h October, 2025, at l0:00 a.m., in
Committee Room 12, Parliament Buildings.

t

Our Liaison Officer on this subject are Mr. Hassan A. Arale, Committee Clerl<, who
may be contacted on Tel. No. 0721480578 or email: ddc@parliament.go,l<e.

Yours Sr,^Crr{3,
t-<=\-{ \--$

I
PETER K CHEMWENO
For: CLERK OF THE NATIONAL ASSEMBLY

Hon. Dorcas Oduor, OGW, EBS
Attorney General
Office of the Attorney General &
Department of Justice
Sheria House, Harambee Avenue
NAIROBI

Copy to:

RE: MEETING WITH THE DEPARTMENTAL COMMITTEE ON HEALTH ON
THE CONSIDERATION OF BILLS



Hon. Kimani lchung'wah, EGH, MP
Kikuyu Constituency
Parliament Buildings
NAIROBI

Hon. Jane Njeri Maina, MP.
Kirinyaga Constituency
Parliament Buildings
NAIROBI



P. O. Box 41842-00100

Nairobi, Kenya

Main Parliament Euildings

THE NATTONAL ASSEMBLY
OFFICE OF THE CLERK

Telephone: +254207848000 ext. 3300

Email: cna@parliament.go.ke

rliament.so.k he-national-a emblvt

When replying, please quote

REF: NA/DD CIDC-H120261 I 5

Dr. Oluga Fredrick Ouma, OG\A/
Principal Secreary
Sate Department for Medical Services

Ministry of Health
Afya House
NAI oBl.

Ms. Mary Muthoni Muriuki, CBS
Principal Secretary
State Department for Public Health and Professional Standards

Ministry of Health
Afya House
NAIROBI

Dr. Mercy Mwangangi
Chief Executive Officer
Social Health Authority
Communiry Area
NAIROBI

Mr. Anthony LenaiYara
Ag. Chief Executive Oflicer
Digital Health AgencY

Community Area
NAI oBl

l0'h March, 2026

Dr. David G. Kariuki
Chief Executive Officer,
Kenya Medical Practitioners and Dentists Council,

Woodlands Rd, off Lenana Road

P.O. Box 44839-00100

NAIROBI



Dear o,
WITH THE DE PARTMENTAL COMMITTEE ON HEALTH TORE: RETREAT

TIONS ON THE IMPLEMEN TATION OF UN IVERSAL HEALTHDELIBE RA
ovE E U TRA NStrto TOT ESO IAL HE LTH AUTHORITY

HA D CON !DERA ION OF ENDING HEALTH BTLLS

The Departmental Committee on Heahh is mandated pursuant to National Assembly Standing

Orders 216 part (5) (b) to "study the progromme ond policy obiectives of ministries ond

dePortments ond the effectiveness of the implementotion"'

ln line with this mandate, the Committee, during its Sitting held on Thursday, l2th
February 2026, resolved to hold a retreat with key health sector agencies to deliberate on

operational marters concerning the implementation of Universal Health Coverage (UHC) and

rhe rransirion ro rhe Social Heakh Authoriry (SHA). The deliberations will sPecifically focus

on rhe operarions of the Social Health Authority (SHA) and the Digical Health Agency (DHA).

The list of specific issues for deliberations during the meeting is attached.

Further, the Committee is currenrly considering the Quality Healthcare and Patient Safety

Bill (National Assembly Bill No. 4l of 2025) sponsored by the Leader of the Malority Party

and the Harm Reduction Bill (National Assembly Bill No. 37 of 2025) sponsored by Hon.

Esther Muthoni Passaris, MP.

Pursuanr to Article I I 8( I ) (b) of the Constitution and Standing Order I 27 (3) ot the National

Assembly, the Committee resolved to invite the Ministry of Health, as a key stakeholder, ro

submit its views and comments on the said Bills.

Accordingly, the purpose of rhis letter is to invite the two Principal Secretaries and the Chief

Execurive Officers of the Social Health Authority, the Digiul Health Agency and the Kenya

Medical Practitioners and Denrists Council to attend a retreat wirh the Committee scheduled

for Wednesday, lSth March 2026 and Thursday, l9th March 2025 in Mombasa
County to deliberate on the above matters.

The specific venue will be communicated in due course.

You are requested to bring ( l5) physical copies of your submissions during the meeting and

send electronic copies ro rhe Office of the Clerk of the National Asscmbly via email address:

cna@parliament.go.ke by Monday, l6th March, 2026.

The Liaison Officers for this meeting are Mr. Adan Gindicha, Head of Department (Social

Sector) who may be contacted on Tel No. 0720450 ! 12 or email:

adan.gindicha@parliament.So.ke and Ms. Gladys Kiprotich, Clerk Assistant, who may

be contacted on Tel. No. 07 1872 1253 and lad s.ki ro o.ke

Yours

IEREMIAH NDOMBI, MBS
For: CLER OF THE NATTONAL ASSEMBLY

CrL ueq

€l



Copy to: Hon. Aden Barre Duale, E.G.H
Cabinet Secretary
Ministry of Health
Afya House.
NAIROBI

Dr. Mohammed Abdi
Chairperson
Social Health Authority
SHA Building, Ragati Road

Community Area
NAIROBI

Mr. Silas Simatwo
Chairman, Board of Directors
Digital Health Agency
9'n Floor, Social Health Authority (SHA) Building

Community Area
NAIROBI





THE NATIONAL ASSEMBLY
OFFICE OF THE CLERK
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When replying, please quote
REF: NAJDDCIDC-H120261 I 7 l6s March, 2026

Mr. lbrahim Wako
Registrari Chicf Exccutive Officer
Clinical Officers Council (COC)
Blue Violet Plaza, 2nd Floor, on Kindaruma Road, off Ngong Road, Nairobi

P.O Box 19795 - K.N.H
NAIROBI

Mr. Patrick Kisabei
RcgistrariChief Executive Offi cer,

Kenya Medical Laboratory Technicians and Tcchnologists Board

ACK Garden Housc, 4th Floor, lst Ngong Avenuc, Nairobi.
P O. Box 20889 - 00202
NAIROBI

Dear fC\ . W c. tc o
RE: RETREAT WITH THE DEPARTMENTAL COMMITTEE ON HEALTH TO

CONSIDER THE QUALTTY HEI\LTHCARE AND PATIENT SAFETY BILL
(NATTONAL ASSEMBLY BILL NO. 4l OF 2025) SPONSORED BY THE
LEADER OF THE MAJORITY PARTY

Dr. Jackson Kioko
Chief Executive Offi cer,

Kcnya Health Professions Oversight Authority (KHPOA)

KMPDC building - 3rd Floor
P.O. BOX 34422 - 00100
NAIROBI

P. O. Box 41842-OO IOO Telephone: +254202848000 ext 3300

Nairobi, Kenya Email: gn4@Parliam-en!'8p.kc

Main Parliament Buildings wuUParliaoen!8pJre/lhs-latiollaLSlseollY

This is further to the telephone conversations held between yourselves and the Chairman of

the Departmental Committee on Health on Friday, l3th March 2026'

The Committee has resolved to invite you to its retreat in Mombasa County on Thursday,
lgth March 2026, at 9,00 a.m, to make a presentation on the Quality Healthcare and

Patient Safety Bill (National Assembly Bill No. 4l of 7025), sponsored by the Leader of the

Majority Party. The meeting will take place at the Sarova Whitesands Resort.

The Liaison Officers for this meeting are Mr. Adan Gindicha, Head of Department
(Social Sector),who may be contacred on Tel No, 0720450112 or email:

adan.gindicha@parliament.go.ke. and Ms, Gladys Kiprotich, Clerk Assistant, who may be

contacted on Tel' No' 071 8721253 and Slad)'s kiProtich@Parliament'8o'ke

Yours

-9.
JEREMIAH w. NDOMBI, MBS
FoT: CLERK OF THE NATIONAL ASSEMBLY
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STAKE,HOLDE,R SUBMISSIONS



REPUBLIC OF KENYA

MINISTRY OF HEALTH
OFFICE OF THE CABINET SECRETARY

STATEMENT BY THE CABINET SECRETARY FOR HEALTH TO THE NATIONAL

ASSEMBLY STANDING COMMIfiEE ON HEALTH ON THE QUALITY

HEALTHCARE AND PATIENT SAFETY BILL, 2025

Honourable Chairperson and Honourable Members of the Committee,

we acknowledge receipt of the letter dated 25th September 2025 referenced

NA/DDC/DC-H/2O25/87 requesting for written submissioni on the Quality

Healthcare and Patient Safety Bill as well as to appear before the Committee to

present views and comment5 today.

Honourable Members, Article 43 of the Constitution enshrines every individual's

entitlement to the highest attainable standard of health, encompassing access to

healthcare services, including reproductive health, and guarantees emergency

medical treatment.

Honourable Members, the Covernment is undertaking legal reforms intended to

provide the legislative basis for the realization of Universal Health Coverage

(UHC), including through the enactment of:

a) The Primary Healthcare Act (No. 13 of 2023):

b) The Digital Health Act (No. 15 of 2023):

Honourable Members, Article 21(2) mandates the State to take legislative, policy

and other measures, including the setting of standards, to achieve the progressive

realisation of the right to the highest attainable standard of health. These

constitutional provisions have elevated public expectations for improved quality

in health service, delivery.

1



a

c) The Facility lmprovement Financing Act (No. 14 of 2023); and

d) The Social Health lnsurance Act (No. 16 of 2023).

Honourable Members, despite these progressive frameworks, a significant gap

exists in the provision of quality healthcare services and the protection of the

safety of patients, which are a critical determinant of the overall health and well-

being of a nation's population.

Honourable Members, we call upon this Honourable committee to note that,

as a country, we have never had a national body responsible for quality

healthcare and patient safety. This gap has led to inconsistencies in the quality of
healthcare services provided and has resulted in various regulatory bodies

independently setting standards for health facilities within their respective

mandate, resulting in a fragmented system with no overarching oversight and

weak enforcement mechanisms. For instance, the Kenya Medical Practitioners

and Dentists council, clinical officers council, Kenya Medical Laboratory

Technicians and Technologists Board, and the Nursing Council of Kenya all

operate independently in regulating healthcare institutions. This fragmented

regulatory framework leads to inconsistent standards, and accountability gaps,

ultimately compromising patient safety and quality of healthcare services.

Honourable Members, there has also been a significant conflict of interest within

our healthcare system, whereby the same regulatory bodies that register and

license health facilities are also tasked with registering and licensing the health

professionals who manage those facilities. As a true testament to the principle

that one cannot be the judge, jury, and executionen the concentration of this

unchecked regulatory authority has contributed to the proliferation of rogue

health institutions and the misclassification of facilities which, ultimately,

undermines patient safety and the delivery of quality healthcare services. This

misclassification has, for instance, seen a health facility that is essentially a Level

2 facility based on the services it offers, fraudulently designated as Level 3, or a

Level 3 designated as a Level 4, resulting in mismatched accreditation under the

2



Social Health Authority (5HA), and ultimately distorting service delivery, and

facilitating payment of fraudulent reimbursement claims.

Honourable Members, the inadequate regulation and oversight have led to

preventable medical errors, poor patient experiences, and suboptimal health

outcomes. As a result, there is growing recognition of the need to institutionalize

quality and patient safety across all levels of the healthcare system.

3

Honourable Members, international best practice dictates a clear separation

between the regulation of health professionals and the regulation of health

facilities to ensure accountability, impartiality, and effectiveness in oversight.

Honourable Members, the current fragmented regulatory framework has left

some healthcare services unregulated. For instance, there are currently no

nationally recognized standards for ambulance services, which poses risks to
patient safety, quality of healthcare, and coordination during medical

emergencies.

Additionally, the fragmentation in the health sector has led to significant gaps in

the oversight of emerging healthcare practices and procedures. As a result, new

services often operate in regulatory grey areas, exposing patients and providers

to legal uncertainty and potential harm. This regulatory vacuum undermines the

ability of existing institutions to provide consistent guidance or recourse when

disputes arise.

The presence of multiple regulators overseeing different aspects of healthcare

facilities has also made the regulatory environment costly, uncoordinated, and

inefficient. Health service providers are often required to obtain multiple licenses

from different regulatory bodies, each with their own compliance requirements,

timelines, and attendant costs. This fragmented approach results in increased

administrative burden and compliance costs for healthcare providers which are

ultimately passed on to consumers in the form of increased healthcare charges.

These inefficiencies undermine the ease of doing business in the health sector and

lead to increase in the cost of healthcare services.



Honourable Members, in order to promote streamlined regulation of the health

sector, consistency in quality, enhanced accountability and patient safety across

the healthcare system, there was need to develop the Quality Healthcare and

Patient Safety Bill which seeks to establish a globally-acceptable concept of a

national entity with the mandate to set, monitor, and enforce healthcare

standards at all levels of care. This will strengthen the quality assurance

framework and support Kenya's efforts towards achieving Universal Health

Coverage by establishing a centralized regulatory authority to ensure that all

healthcare practices including newly introduced procedures and services are

subject to clear, consistent, and enforceable standards.

Honourable Members, the Bill also seeks to introduce the concept of
"accreditation of health facilities" in accordance with the globally accepted best

practice by setting national quality of care accreditation standards which will

guide the proposed Quality Healthcare and Patient Safety Authority in the

accreditation of health facilities. These standards play a vital role in promoting

quality of healthcare and safeguarding patient rights. They guide the systematic

evaluation of facilities against established benchmarks related to service delivery,

governance, and patient safety. By ensuring adherence to these standards,

accreditation enhances the credibility, efficiency, and accountability of health

services, thereby contributing to improved health outcomes and public trust in

the system.

Honourable Members, the concept and practice of "accreditation" already exists

in the country. However, it is not applied in a uniform manner across sectors.

lnstead, different industries and professions have developed their own

accreditation frameworks, each with distinct standards, processes, and outcomes.

Within our healthcare system, there are pockets of accreditation carried out by

different professional regulators which prescribe different standards for health

facilities resulting in a lack of uniformity in accreditation.

4



Honourable Members, we note that the concept of accreditation has come to be

widely associated with the Kenya Accreditation service (KENAS) which, as

provided under the Kenya Accreditation Service Act (cap. 496A), is specifically

limited to the function of assessing and accrediting conformity assessment bodies

(CABs) in Kenya. For instance, KENAS accredits international bodies such as the

Joint commission lnternational Accreditation (Jcl), safeCare and the

lnternational organization for Standardization (l50) which operate under

international standards, to ensure conformity with global benchmarks, but does

not set or enforce standards for accreditation of institutions.

Honourable Members, from the above, it is evident that the mandate of KENAS

is limited to assessing and accrediting conformity assessment bodies in Kenya and

should not be misconstrued as extending to the setting and enforcement of health

standards. As demonstrated by internationally recognized best practice, the

responsibility for setting health standards rests with the Cabinet Secretary for

Health and their enforcement must be carried out through a body established

within the health sector.

Honourable Members, one of the primary functions of accreditation is to

institutionalize continuous quality improvement (CQl) within the healthcare

system. Health facilities certified by the proposed Quality Healthcare and Patient

Safety Authority are required to adhere to evidence-based clinical protocols,

maintain adequate infrastructure, and provide safe and effective care. This not

only reduces medical errors and adverse events but also improves treatment

outcomes and overall patient satisfaction. The process of accreditation also

empowers patients to make informed choices by providing them with reliable

information about the quality of services across facilities. This fosters public trust

locally and internationally in the health system and increases demand for services

that meet acceptable standards.

5



From the perspective of patient rights, accreditation also supports the

enforcement of key principles such as informed consent, confidentiality, dignity,

non-discrimination, and the right to timely and appropriate care.

Honourable Members, in developing this Bill, we drew upon best practices and

conducted extensive stakeholder engagements and public participation across all

47 counties, in line with Article l0 of the constitution. Key stakeholders and

members of the public were granted the opportunity to submit comments, views,

and representations on the Bill. We carefully reviewed the feedback received and

amended the Bill, where appropriate, to ensure that it accurately reflects the

needs and expectations of our society.

Honourable Members, it is also evident that there has been a gap in the uniform

regulation of healthcare, which has created room for the entry and practice of
quacks. This lack of consistency in regulation has allowed unqualified individuals

and unauthorized health facilities to operate within the health sector, often

without oversight or accountability. The presence of such quacks undermines

patient safety, exposes the public to preventable harm, erodes trust in the health

system, and compromises the quality of care and patient safety delivered to

citizens.

Honourable Members, the proposed Bill seeks to address these chailenges by

creating a unified regulatory system for the oversight, registration, licensing and

accreditation of health facilities, thereby promoting consistency, accountability,

and improved healthcare outcomes. lt also seeks to establish a unified health

sector tribunal to harmonize dispute resolution within the health sector and to

serve as a platform to interpret and adjudicate on emerging health issues, thereby

reinforcing oversight, fostering innovation within a regulated framework, and

safeguarding the rights of all stakeholders.

6



Honourable Members, kindly allow me to highlight the clauses of the proposed

Bill as follows:

Honourable Members, clauses 7- 25 outlines the rights of patients who seek

healthcare services from a health facility. These rights are to be read with those

provided for under the Health Act, Cap. 241.The rights include right to safe and

quality care, right to timely and effective care, right to safe and accessible health

facilities, right to safe processes and practices, right to care by a qualified health

professional, right to dignity and equity, right to information and decision

making, right to be heard and right to safe and quality health products and

technologies.

Honourable Members, clauses 26-41 provides for the establishment of the

Authority as the primary regulator of health facilities for purposes of quality of
healthcare, its functions, powers; the composition, term of office, functions and

qualifications of the Board of Directors of the Authority. lt further provides for

the appointment of a chief Executive officer and the staff of the Authority.

Honourable Members, clauses 42-71 provides for the process of registration,

licensing and accreditation of health facilities including timelines and prerequisites

for grant of certificates for registration, licencing and accreditation, the validity

period and instances where the Authority can order suspension or revocation of

the certificates. lt also provides for consequences of operating health facilities

which are not registered or licensed. lt sets out the quality improvement in a

7

Honourable Members, Clauses l-5 provides for preliminary matters including the

short title, the objects of the Act and guiding principles on the implementation

of the law when it becomes operational. lt further provides various definitions

such as quality of healthcare and accreditation for quality of healthcare among

others. lt sets out the role of the Cabinet Secretary responsible for health as well

as those of the county governments in implementation of the Act.



,) health facility, the procedure for quality scoring and rating, award of
performance rating and monitoring of compliance by the Authority.

Honourable Members, clauses 72-82 provides for the conduct of inspections

and investigations by the Authority including the qualifications and powers of
inspectors.

Honourable Members, Clauses B3-86 provides for the establishment of a Health

Care Tribunal, its composition and its role in adjudicating disputes arising out of

matters envisaged by the Bill and the administration and enforcement of disputes

in the health sector once it is enacted.

Honourable Members, Clauses 87-92 provides the sources of funds of the

Authority, the modalities on annual reporting by the Authority and handling of

the accounts of the Authority including the audit of its finances.

Honourable Members, Clauses 93-100 provides for the delegation of power to

the Cabinet Secretary in the Ministry responsible for health, in consultation with

the Board of Directors of the Authority, to make regulations for the better

carrying into effect of the provisions of the Act and the general provisions such

as categorization of ambulances, right of review of a decision and appeal,

offences and penalties and the transitional provisions in relation to the

registration existing health facilities as well as consequential amendments to other

statutes in light of the introduction of this Bill.

Honourable Members, the First Schedule provides for the conduct of the business

and affairs of the Board of the Authority.

Honourable Members, the Second Schedule provides the consequential

amendments.

8



Honourable Members. I therefore wish to request the Hon. Members to support

the Bill so that we can have a framework for the regulation of quality healthcare

and the realization of patient rights and safety.

Thank you. God Bless Kenya.

b

UALE, E.G.H

I

CABINET SECRETARY
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REPUBUC OF KENYA
MINISTRY OF HEALTH

REF: KMLTTBAM/I/VOL ln 1 18th March, 2026

The Clerk,
National Assembly,
Main Parliament Buildings,
P.O Box 41842 - OOl00
NAIROBI.

Dear Sir.

The Kenya Medical Laboratory Technicians and Technologists Board (KMLTTB) is a body

corporate with statutory mandate to exercise general supervision and control over the

training, practice. business and employment of medical laboratory technicians and

technologists under Cap 253A Laws of Kenya. The Board also advises the Government in

relations to all aspects thereof including validation of invitro diagnostics through Legal

Notice NO.ll3 of 2Oll.

Reference is made to your letter Ref: NA/DDC/DC-H/2O26/17 dated l6th March.2026

refers.

ln summary, the Memorandum highlights the following critical concerns:

1. The Bill impermissibly attempts to separate the profession. the professional and the

service - an impossibility in medical laboratory practice, where professional

practice, professional service and quality of service are inextricably linked.

2. The proposed amendments fundamentally contradict the spirit, object and purpose

of the MLTT Act which envisaged self-regulation by MLS professionals in terms of

themselves. the environment and their tools of trade and all other medical

professional related facets.

3. The gains the Board has made over the last 26 years in establishing a robust,

specialized regulatory framework that safeguards public health would be erased.
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RE: MEMORANDUM ON THE QUALITY HEALTHCARE AND PATIENT SAFETY BILL
2025 (NAT|ONAL ASSEMBLY BILL NO. 4l OF 2025)I
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4. Medical laboratory facility standards are best understood and enforced by medical

laboratory professionals: inspection by non-professionals would create an

operational nightmare and compromise service quality.

5. The regulation of medical laboratory reagents and equipment under the new

Authority would reduce medical laboratory professionals to mere spectators,

stripping them of professional responsibility and accountability for the quality of

test results and investigations.

We respectfully request that the attached Memorandum be formally tabled before the

Honourable House and given due consideration during the Committee Stage of the Bill.

We trust that this letter and the enclosed Memorandum adequately convey the Board's

position and look forward to the House's favourable consideration.

Consequently, the Board unequivocally rejects the Quality Healthcare and Patient Safety

Bilt, 2025 and alt its proposed amendments to the Medical Laboratory Techniciani and

Technologists Act (Cap. 253A).

Thank you.

Yours Sincerely,

Patrick Kisabel
Ag. Reglstrar - KMLTTB

CC - Chairman
Parliamentary Committee on Health
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COMMENTS ON TH E QUALITY OF HEALTHCARE AND PATI ENT SAFETY BILL,
(NATIONAL AS5EMBLY BILL NO. 4I OF 2O25), THE MEDICAL PRACTITIONERs
AND DENTI5TS(AMENDMENT) B|LL,20 2

BILL.2
4 AND THE HEALTH
024

(AMENDMENT)

_ A. INTRODUCTION
I he Kenya Law Reforr
tt" r"nyu Luir"d".I-:Tmission' (KLRc) is a stare

ll1l,l,,:,.,,J;"i',"';T:::l:::":T:,1 jr:i.:lLonstitution, the Kenva r r,,, o--r^]_1"rr<rer 
rection 5(6)(

.ai"espectively. ' " '- , ru, , yd Law Reform Commission Act and

corporation established under

:yr:1Kenya. KLRG has borh

il or-rn" iixth Schedute ro rhe
the County governments Act,

The core mandate of I

to ensure that the ,.* 111: 
is to review all the

account the socio-econljlott: 'tin"'L*"..e 
laws and recommend f

omic, poriticat ano tecnnl 
spirit of il;;,'-ilor their reform

vide a tenero.*o ,r.^l"^*:.^" ::::t 
technorosicar o"'"'.#"lurton' taking into

as NA/DDG/ or-nrro, 'tember' 
2025 and r,.,

Narionar Assembrv. ,.ti?r. 
,n" 

'ffi 
;:.:;:"'*o on l" octobe r.2025 referenced

Sarerv Biil. (Narionar oj-l:T': ';,"n;;;,'il';;o " 
request rrom the crerk or the

o"n,,,,a.lnil"I jff rHi[[::,-J,il;,:?j,1"^l"HliTffi ; 
j*]':f

[Amendment) Biil,2024.

1::f: rhis background and pursuanr to rhemandate' the KLRC makes the following 
"or"-",[111 

constitutional and itaturory

B. SPECIFIC COMMENTS

l. euality of Healthct
2025) '--""..dre and patient Safetv Bilr, (Nationar Assembry Bilr No. 4r of

llPage
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KLRChavingpreviouslybeeninvolvedinthedevelopmentoftheBill,concurswithit'

inbothformandcontent.ltisahistoriclegislativeeffortintendedtoinstitutionalize

healthcarequalityinKenya.Qualityofhealthcareremainsuneven,fragmented,and

poorlyregulated.ltaimstotransformhealthservicedeliverybyembeddingquality'

safety,andaccountabilityintothehealthcaresystemensuringthataccesstocareisnot

only universal, but atso effective' safe' and patient-centered'

ll' The Medical Practitioners and Dentists(Amendment) 
Bill'2024

The Bill, introduced by Hon' Duncan Maina Mathenge' MP' seeks to amend the

Medical Practitioners and Dentists Act (Cap 253) to expand the regulatory scope of the

KenyaMedicalPractitionersandDentistsCouncil(KMPDC)whichisproposedtobe

rebrandedto..MedicalandDentalCouncilofKenya,'(MDCK)andprovideforthe

regulationofcommunityoralhealthofficers(CoHos)'dentaltechnologists'

optometrists'andtheatertechnicians.ltalsoaimstofacititateregistrationofforeign

PractitionerswhoareresidentinKenya,strenSthenanti-fraudmeasuresinlicensingby

modernizing licensing procedures'

SuPPort for keY Provisions

KLRCisoftheviewthattheBilltakesaprogressivesteptowardmodernizinghealthcare

regulationinKenya,wherefragmentedoversighthasfueledfraudanduneven

implementationofstandards.Morespecifically,includingCoHos'dentaltechnologists'

optometristsandtheatertechniciansunderKPMDCwillstandardizetraining'

registration,andethicalpracticefortheseprofessions,whicharevitalforpreventive

care.surgicalsuPPort'anddiagnostics'aligningwiththeMinistryofHealth'srecognition

of emerging health roles and addressing rural healthcare SaPs'

Concerns and Areas for lmprovement

Our concerns and proposed amendments are as

(a) RePetitive enumeration

2lPagc

and redundant sections



. The Bill repea

optornetrisrr, .til'''u" 
"community 

r
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are nearlv
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" 
;t; ;;.; ; 

F:: ;:', ;' [:::ffi a :;
hearth rores ,u.r.,t" 

amendments' 
especia

radiographers, physioth 
as Kenya recognizes

proposal: 
radiographers, physiotherapists). 25 emerging

Amend Section 2: Add:
"'Allied health worker,

profession tisted in ,.^J;l:,: 
perton registered under this A* to practice a

Replace Sections 6A_6D
64. Resisrrati; ; .,i,"",, ;"'j;Tj"*:::, 

.^,
lt.

(l) A person

profession

(a) holds a

may apply for registratio
,isted in 

"**,: ;';;;:;:,"::lI.n,, worker in a

certificate, diploma, higher diploma, or degree, as3fpage

We propose the terrr
in jurisdictions such 

"allied health worker" t

,J;:ryi "*''1" T:ffi f,#;::::::::::"ff ''::: 
;: :":
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A*, 20r5 which embre
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64 to 6D into a :
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Recommended 
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Schedule 1, from a university or college recognized in

SCHEDULE 1: ALLIED HEALTH PROFESSIONS

Minimum Qualification

Profession

CommunitY Oral Health
Diploma or Degree

Officer

2 Dental Technologist Diploma or Higher DiPloma

Diploma. Higher DiPloma' or

3 OPtometrist Degree

4. Theater Technician Certificate or DiPloma

nshiP requirement

KenYa;

(b) provides proof of internship completion' for professions

requiring internship as specified in Schedule 1'l and

'ii].,,,i"' 
the council of good moral standinS'

(2) Applications shall be in the prescribed form and accompanied by

the prescribed fees' r:-^^t if <atisfied that they are

(3) The Council shall register an applicant if satis

aufy quafinea and fit to be registered'

(4) The Council may' with Cabinet Secretary approval' amend

Schedule 1 by 6azette nont" to include additional allied health

p."r"-t""'' aligned with national health policy'

specified in

lll.

The proposed section 6A-5D limit registration to Kenyan citizens'

other Kenyan professional laws (e'8" Advocates Act' Acco

unlike Provisions
or

4lPagt:

untants Act) ' where



citizenship is relevanl
recognition ur."urun, 

only for work permit
s, limiting tarent mobilit,s' 

This may conflict with EAc mutual

proposal: 
Derete the .itiro".u,^'-^_'.' 

"'"-"'y amid workforce shortages'

with broader oror"rr_o-t"t"nship 
reguirement 

ir

ral registration practices. 
the proposed Section 64-D, aligning

(c) prohibitive 
pre_registration 

examination

Section 6E mandates a pre-registration 
examinati<trained in accredited ,"u,rrr,""",-,,;; -:::'::ron 

foralrpradirioners, 
incruding those

and courd create barrierrtitutions 
with compretec

, parricurarry,n unru*u.l,ll::'j:" 
rhis is overrv restrictive

Proposal: Delete Secti,

regiitration. rr,i, ."ror,o 
6E' as accredited

3i unneceisary hurdres ,o"u'n'nt 
and internships suffice

r qualified graduates.
(d) Transitional provisions.

for

lnsert a provision reguiri

,,d::,[:',:;,],[:"",::.:":ilff ,:';:,:',T1H:,'T;::;:::::::

The Medical practitior

enhance hearrhcare #;:i ::ffi,1il,:dment) 
Bin. 2024. has the potentiar to

the adoption of the proposed amendmen,, ,o*"n'u' 
we support its passage but urge

barriers' and ensure effective imprementation. 
streamline drafting, remove restrictive

llt. The Health (Amendmenr ) B.ilt.2024

KLRC wishes to draw I

(Amendment) ,ur, ,or'n" 
committee's attentic

2e2 5. \Nerua",uo, 
irj,^'^ .'"]:i:"t 

d;;;; r:1 ;;i:: r.r"r r:i:;;:::
artached herewirh 1,.r r";:r::l:.t'" 

berore the committee. rhe rubmissions are

C. Conclusion

Subject to the above

Sfpage

recommendations, 
KLRC has no objection to the gills, enactment



Weconcludebystatingthatwearecommittedtoensuringthatlegislationisdeveloped

tothehigheststandardspossibletopromotetheirlegaleffectivenessandalignstothe

current political and socio-economic realities'
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I. Legislative proposal L 24
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MP' has proposed an a
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The Kenya Law Ref<
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of deceased bodies due to unpaid

the rights to hearth, 
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". 
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and private facilities in Kenya' The
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HDP raises grave human righ
rohibition of torture and

ts concerns' contravening the P

U niversal Declaration of

treatment as set out in the

Human Rights' the lnternation
cruel, inhuman' or degrading ical Rights, and the African

al Covenant on Civil and Polit

ent autonomY' entrenches

les' Rights' lt undermines Patt

, and deePens social and
Charter on Human and PeoP

discrimination against econom icallY

natelY affecting women' ch
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ildren, and the rural and

economic inequalities' disProPortio
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islative Prohibition 
of HDP'
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and social Protection 
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strengthen health fi nancing

to the Health Act rePresent a

The ProPosed 
amendments

ting human dignitY' and building a fairer health sYstem

No.

Justification
osed

KLRChe

Le

the ProPments toCom
ision in t isionProvProv

salive Proslat

constitutional rights' Protec

1 Amendm ent of

Section 2 of CaP241-

Definition of
medical"emergency

treatment"
medical"emergency

' treatment means the

necessary initial or

immediate medical

care that is

administered to a
red

criticallY ill or inlu

erson to avert or

\#e agree wtth the P roPosal' medical tre
To align the definit

atment" with
ion of

Article 43(2)
"emergencY

of the Constitution' ensu ring it covers

immediate , necessary' and life-saving

Iinterventio ns without Prlor
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revent death'
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indlY consider the amendment as

Delete the words "Prior to the
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immediatelY
after the word
"medical
treatment"

) ins

APP
al medical

rds "anY hosP
exPenS es. By rePlacing

ital bill oractu
it with the wo

medical exPenses", the Prov
mon u5a8e ln

ision ts

aligne d with com

medical and legal contexts, ensuring

certalnty and ease of imPlemen tation

is also harmont zes the termln ologY

th existin8 statutory and regu I atorY

language g

treatment

overnln
and rela

g medical
ted financial

ations

n that
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exPenses in the I
I

bill or
of It

follows-
7

8.
isection

(b)

\
\

care.



lr. Deletion of Words in theproposed amend rnent-It is proposed that the words"throughtoade
Partrnentresponsible for

and avoid limi

rs necessary to

treatment" be

ting the

deleted
remove

emergen

scope of
redundancy
The deletion
cy

emergen cy care to hospital-baseddepartments only. pre-hospital ca rels an ent ire framework that goesbeyond hospital setti ngs. ltencompasses ambula nce jervices andmanagement, regula tion anddeployment of emergency medicaltechnic rans, the role of emergencymedica I personnel, and overallernerge ncy care management--includi

ders and me

ng the crt lca

mbers of
I role pla

the
yed bybystan

publ rc rn providi ng first responje.

Currentl y, Kenya's legislativeframew ork does not
comprehensively recognize orregulate these components of pre-hospital care. This constitutes asignifica nt gap in the health sector,legal an

I [::;ffi"'ation ror comprehensive

Parliament should considerdevelopin
8 a separate Bill , theEmergen cy Medical Care Jervices Act,to provide for standardized, unified,and quality -accessible emergencymedical ca re, and for connectedpurposes Such a fram ework lawwould ens ure proper regu la tion,coordination, and resourcing ofemergency medical servrces across thecountry.

t

Address
d policy environment.

5tatuto
ing this gap through

that th
ry recognition will ensure
e continuum of emergencare, from the scene of an f ncidentto hospital adm ission, is clearlprovided for in law.Adding thisword doesn't sufficien tly address thislegislative gap.

v

5

cyl

I

/9 Amenap-"
Section 7 of Cap 241_

(c) in subsection
(2)(b) bv
deleting the
words ,.the

individual and
___l!,!$ls!!8

deram
ffi;:l:,ffii,,!-i,?i*ll

t" 
*, rli;il': )f'rt:l,?l
jf:11r., and substituting

;:::f with rhe foilowins

/i:
/:::.,T-:.1, under sut-seoion (2)(b) by
I 

cxpresJty recognizins rl
/ 

ojSare p-"'i3i'i"'l tne continuum

I oltferent rr:oa. ^r ---" 
individual at

I 
inserting,h;";;,":,:Iergenry. Bv

"pp."p;;;;#;:, :::: lllii}""d .r /.ne scene of injury o,Liness aurJii ", /

/ Consi

/ amen,

/inserti

I

I

I

j

I

I

l

/
1
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the following
words-

"a criticallY ill or

in)ured Patient
orior to
transPortation to a

definitive health

facilitY"

therefor wtth
transP ortation to a heaIth facilitY' a

dePartment resPon sible for

emerSency and earlvpatient care

the Provision ensures claritY that

emer8ency treatment is not confined

to hosPital-based interv entions alone

but extends to Pre-hosP ital and early

hosPital-based care

This clarification is necessary to align

the law with Pract ical realities of

emerS encY medica I services, which

involv e immediate resPonse at the

scene, care during transPortation' an

promPt attention at the receiving

facititY. It further Promotes

comPrehensive Protection of the

constitutional rig

medica Itreatmen

ht to eme

t under A
rSency
rticle 43

the Constitution of KenYa bY

guara nteeing access to timelY'

coordinated, and life-saving

interventions at every stage of the

emer en care cha tn.

d

of

Page 6 of 13

10.
1 Section 7 of

of
CaP 241-

(") 
'sl,us"aion(z) (.)

.bY deleting the

words "the
victim and

substituting
therefor with
the words "a

oatient who is

criticallY ill or

injured"



ll . , Amend
] Section

ment of
7 of Cap 241-

(f) by insertinS the
following new
su bsection
immediately
after
subsection(3)-

,"(4) A person in
charge of a public
health facility commits
an offence ,if the

i perJon demands or
permits the demand
or payment of
prospective medical

, feei or admission fees

The current proposal introduces anew subsection criminalizingdemands for upfront medical oradmissi on fees in public health

hospital detenti

highest attainable standard ofhealth, applicable in both public andprrvate facilities.

The proposed amend ment limitsprotection to public hospitals, leavinatients in private fa
p

facilities before providing emergency
o unlawful detentio

treatment. While this is a posittve
emergency ca re

step, the provision fails to address

against patients
on and discriminates "(

KL

4) A heatth facili

RC'S proposal

where violation
rn private facilities, discharge a patien t after medicalprevalent.
s are equally discharge has been indicated, for

This proposal must consider the

reasons of non -Payment in part or in
followin

full of hospital bills or medical
g constitutional contexts.

expenses, com mits an offence andArticle 43(l)(a) which guarantees
liable on convi ction to a fine notthat eveY Person the right to the

t cilities vulnerabl
n and denial of

ty that refuses to

ree million shillings.,,
exceeding t

Proposes to

h

r 
pnor to providine

, em€rgency treatment
I ,and is liable on
i conviction to a fine
1 not exceeding three
, million shillings.

frl#itl,l{';{:ix.,nxx:

,i[#ir{#::!:ffir

:;,::tffi1;;;figf,'),.
;:Htli #,:i : f :l::?,:*.-"",
:?TH paymenr of a conrraduatootrgation undermines liberty.

IL :, : *f ',L",'Ifl [I',iil,,
,T.y.r,l.lr.":" debt rectvery rhroughrawtul civil procesJes.

Jfitriii,r,'r",r3#l:::,*,

(l) 
*Ensuresegual protection of
pali:nts' righrs across alltacilities.

(2) Aligns legislation with
constitutional provisions and
,ludicial precedents.

(3) Encourages lawful debt

Ii.jr".y mechanisms withoutcompromising patient aignitf .

8
e

l5

-------.--------
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I-.-.-*r"use---.-.----.-.--.--.---------.-atn"Petitionerand

\ iliTr"t"J 
"e 

outstanding debt as

\ 
nrovidea bY law'

The KeY issue we have with this

ll."rta iJtnat the ProPosed

ItiJJr"nt limits Protection to

Sriin t.*nals' leaving Patient5 in
to"ri-u 

J" ruiititi es vul ne rable to

il;;;ri J"i"ntion and denial of

"(4\ A health facility that refuses to

\ t'lf x lis:'l :, [::[".113i

\H*rlu:J;:iffi::lr$:i'
\ :H;;'' ;,mmits an orrence and is

\ Hkt'?#:- Hii":J'Iffi"' :

12. Amendm
Section 7

ent of
of CaP 241'

Section 7 of the Public Health Act f pittiament should adoPt the KLRC-

(CaP 241) currentlY lacks a clear ProPose d wording to ensure a

prohibition aga inst the detentionof uniform
framework Prohib

and comPrehensive legal

s bY hosPitals due to
of deceased bodie

iting the detention

s. strengthen

subsection
immediatelY after

subsection(3)-

(5) A Person in charge

of a public health
r facility commits an

offence 'if the Person

detains or Permits the

, detention of a bodY

of a Person for
DurPoses of enforcing

settiement of Pending

bills, and is liable on

conviction to a flne

I (0 bY inserting the deceased bodie

following new unsettled medicaI bills. The

PTOPosed amend ment seeks to

addre ss this gaP bY criminalizing

such P ractices and ensuring that the

dignitY of the deceased and their

familie s is protected'

J e'nt

ln the case of Mary NYang'an yt

NYaigero & Another v Karen

HosPita I Ltd & Ano ther [2016]

eKLR,th e High Court ordered the

immediate release of a dead bodY

that had been withheld bY the

h9_rP ital over Pending bills. The

court held that detai ning a bodY as

not exceeding two
million shitlings'

securitY for PaYment is unlawful and

violates the dignitY of the deceased

and the rights of surv iving familY

Patient and familY rights, and uphold

constitutional and human dignitY

itandards.This will-
(1) uPholds human dignitY bY

ing theprevent
commo
bodies.

dification of deceased

(2) Extends Protectionto botht'' 
"uuri. 

una private facilities to
'"tirni nutt discrimination'

"'iliff,ffi:T:'iJil Ii*';;i:i;; 28 (human dignitY)'

;;;zs (fieedom and securitY

of the Person)'

members.
(4) Reinforces judicial

, ' '' fronoult"'1tnts that hospitals '

emerSency care'

ProPosed Wordinq

Page 8 of 13



,,*iHll:!ifi::T,,::Hffi.J
,{i,ii:l'p t? ;.ffi**::l il,.rmpose a higher penalty:

murt pursue lawful civil debt

ffi:1i.ffi?;:,:[:,.u,nu.

13. /s"

"A health facility that refusej torelease the body or bodies ofdeceased patients for reasons ofnon-payment in full or in part ofhospital bills or medical expen5e5commits an offence and is liable onconviction to a fine not exceeding
tv-e |r]llLon sh illin

I

Iction I2 of the SectionEof the Principaffi
8rl'

Principal Act is
amended
the follow Ing com prehen s ively prohibitsubsection
rmmediatel y after / demanding prepayment for
Section 12(2)-

emergency medical treatment. Thi propoied amendment seeks to

sector shall not financial constraintsdemand for
prepayment of The Kenya Law Reform Commissioprospective medical Icoiti as a conditio

(KLRC) recommends broadenin

by inserting healthcare s

gulates the provision of
Pa rlia men t should adopt rhe KLRC-1 

currently re

ervices but does not and timely access

proposed wordin 8 to guarantee equal

medical treatment
prrvate healthcare

o emergency
in both public an d
facilities, ensurin8

2A. All healthcare
address this 8ap by protectin inability to prepay

6I patients in life-threatenin g situationsproviders in the pubtic 
/
from denial of urgent ca re due to

e 
f thar no life is

n

put at risk due to

The proposed change will_

l. Promote access to healthca reservices without drscrim ina tionbased on the type of facility
providers, both public and private

Ensure equali ty and non
emergency treatment
to a user.

to ensure non-di
discriminatio n of public

to emergency ca re
5cnminatory access

facilities. Lim iting protection topublic faciliti es underm ines

|"tza1A healthcare
constitutiona I principles of

not demand prepayment of
provider shall I ttt

equality under Article 2Z

prospective medical costs as a

Promote the realization of the

/ condition for the provision of

right to healt h .Requiring

emergency treatm ent to a user. "

upfront payment during
emergencies can lead topreventable deaths and

14. New provision
Section ti(i) of the Health Act,

violates the duty of care owed

the Deletion of
Recommendati on for I health facili

which curre
ty discretio
ntly grants

nary power
the head of a

!y healthca lg?roviderslf Section I2(3)(a) remains, ther following risks persist:
Section 12 (3)(a) of ttre

f to impose c
provided by healthca

onditions

re professionals
on the services 

J Arbitrary restriction of healthcareHealth Act as follows_ based on their own personal i services _ Facilit heads can limit or

for the provision of f protection to include all health care

"5ection 12 of the judgement
as opposed to the law.
on has been prone

i deny services wi
disproportionat el

rh
y affecting
out justification

n g this i lt

v
Principal Act is The provisi

Page 9 of 13
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im.na"a bY deleting

subsection (3)"

arbit rary interPretation and

lication, resulting in the denial or
APP

tation of Patients
'constitutional

limi
the Provisionrigh t to health.While
re Patientwa5 intended to ensu

safetY and maintain P rofessional

standa rds, in Practice' it has:

(a)Granted unchecked legislative

power to facility heads, enabling

them to unilaterallY imPose

restriction s without clear legal or

medical guidelines'
tent aPplication

Created inconsts

across facitities, leading to unequal

acce ss to healthcare services'

(c)Been used. at times' to

discriminate against healthcare

Providers' esPeciallY those living

ith chronic conditions or

\Workforce demotivation -
Hil:;;; providers sub)ected-to

;";;;;"e conditions face stigma'

;"';; ;;;ale, and Potential

attrition'

Exacerbation of inequities in health

:::;;; 
"-;;i'ents' 

ParticurarrY 
in rurar

11,;*::n*"$iiiil;",it}::','""
restricted

(b) t is recommended that-Section

lirii*H * :'i;,e :: *i'ilI'::-l li"'
i""r-.'?"i,n and Prevent arbitrary

:"d;:il;;i; actions' rhe deletion

will:

disabilities'

li,":::l*jY"*tri":iil":'i'::ll,
t"a*'"g available Providers or

iirii,i"siL" scoPe of services

offered.

Ensure uniform access to

il"ii;;;;' t"tices nationwide'

Protect healthcare Providers

irom unjustified restrictions

tur.a on their health status'

Promote fair' transParent' and

rights-based health

SOVernance '

ii.

l

lll

Should Patient safety considerations

;;i;'assessment of a healthcare
'^iX,i.;;t health status' this should

i [""uaai",t"a through .seParate
i [,,,i,i."iaeveloped by the Ministry

i :r";;;lih i" consuitation with

, ;;;;;;";i bodies' ensuring due

I [rl."tt l"a adherence to human

' rights standards'

I

I
I

. L. I
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)t

Recommendation for tr

o:" 
",the key.il;,:;iT:Hnbv inserrins a new sedion r2A.

without infringing on iatients' rights. while o."""t 
is recovering unpaid hospitar bilrs

been declared unconsritut,."", n,,'-^Inrle 
detaining patients for non-payment has

rramework o-,,r,"1ffi;il ff:;;*" 
there is currenrry no crear regar

res for debt recovery.

The proposed insertion
racirities to .equest il;, Hulni::"n:: 

address this gap by ailowing hearrh
pradicei. o-e' ur rtses rarner than resorting to illegar detention

Amendment

to Section 12

of the

Principal

Act.

l. The principal Act
by inserring. n", s"aio,iil":::1,:i:ction 

12

Health .2A. (l) A health facility may demand a paymentfacility guarantee
payment 

has been ,. 
to' a patient after medical discharge

Guarantee part or,n ,lo'tutu'' 
where there is non-payment inrll of hospital bills or medical expensej.

(2) The payment guarantee under
shalr be in ti,. r.,.,,.'];':_'* 

unoer subsection (r)

the hearth ,u'" 

tot' of a promissory note issued to
cility to facilitate lawful debt recovery.

(3)A health facility shall ensure that the paymentguarantee upholds the patient,s rights and dignity.

(a) The Cabinet Secreta

regulations the mann 
may prescribe in

guarantees to hearre 

in which payment

enforced 
:h facilities shall be
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Justification for the Proposed Amendment to lntroduce Payment Guarantees

TheproposedinsertionofSectionl2Aprovidesastructuredandlawfulframework

through which health facilities may recover unpaid medical bills without infringing on

patients' constitutional intt Ot Present' many hospitals resort to detaining patients as

a means of compellini ou""nt' a practice that has repeatedly been declared

unconstitutional by Kenyan courts'

Thisamendmentintroducesabalancedapproach.Byallowinghealthfacilitiesto

requestapaymentguarantee-intheformofapromissorynote-aftermedical

dischargeisindicated'thelawprovideshospitalswithalegitimatemechanismto

facilitate debt recovery while ensuring tl'at itients are not unlawfully detained' lt

safeguardsthedignityofpatientsasProtectedunderArticle23oftheConstitutionby

ensuringthatfinancialinabilitydoesnotresultindeprivationoflibertyordegrading

treatment

Moreover,theamendmentstrikesafairbalancebetweenthefinancialsustainabilityof

healthcareprovidersuno.n"Protectionofpatientrights.Hospitalsrequirepractical

solutionstorecover."n,*aremainoperational'u,ttt'.,"solutionsmustcomplywith

the Constitution and "-'u'* 
jurisprudence' By formalizing the use of payment

Suarantees,theproposedSectionl2Areplacescoercivepracticeswitharights-based,

lawful,andenforceablgalternativethatbenefitsbothpatientsandhealthfacilities.

ln essence, this amendment Promotes a Patient-centered 
approach that respects

fundamentalfreedoms*,n'."providinghospitalswithatransParentandlegally

compliant framework for managing unpaid bills. lt represent5 an important step toward

harmonizinghealthcarefinancing,constitutionalrights,andjudicialdirectives.

Lastly,thisprovisionemPowerstheCabinetSecretaryresponsibleforhealthtodevelop

regulationsdetailingno*-puy,n"ntguaranteeswillbeenforcedwithinthehealthsector

Page 12 of 13



BEcE{vED

08 0c1 1$15

September, 2025, req
Healthcare and Patie

We would like to i

submitted to this Offi
Covernment Bills. T
Bill is in order for c

We trust this is in ord

Hon. S r c J. Mose, CBS

REPUBLIC OF KENYA

OFFICE OF THE ATTORNEY-GENERAL
&

DEPARTMENT OF JUSTICE

a
?

t

t

Our Ref: AG/IDD/I 1911 l1 10
Your Ref : NA/DDC/DC -Hl2O25 I 87

Mr. Samuel Njoroge, CBS

The Clerk of the National Assembly
Clerk's Chambers, Parliament Buildings
P. O. Box 41842-001 00
NAIROBI

RE: MEETING WITH THE DEPARTMENTAL
SIDERATION OF BILLS

Reference is made to y

COMMITTEE ON HEALTH ON THE CON-

025/87 and dated 25,h

ments on the Quality

e nistry of Health and
edure for processing

istry. Therefore, the

6th October, 2025

6l$o<2
4\. "\

>T

V

r

rt

S ERAL

@+/^ (r',/'Jarh'

k
AA

Qr nfl "/*

f)

co-opER^rrvE BANK HousE. ITAILLE-sErr^.BT#ffiS ?:fllllfioroo, ,"*"b!K.nya rEL: Nairobi 2 z24o2s/ 2240337E-MAIL: Iccal(aiBticc.qo kc WEBSITE: w\,rr/.tusticc.sci.kt -- -.- --

SHERIA HOUSE, HARAMBEE AVENUE
P.O. Box40l l2{0100, NAIROBI, KENYA. TEL: +254 20 2227 461r2251J5 5 /07 I | 9 445 5 5 5 t07 3252999 5

E-MAIL: ipfo stat.lawofliccakcnva.qo kc WEBSTTE w1,vw anomev-qeneral qo kc

?

NATIONAL ASSE
REC E IVE

K'S OFFICE
47842, NAI ROBI

MBLY
D

CI,ER
P.O. Box

0 7 ocT 2025

ISO 9001:200E Cotified

nt

td fti

I
toCCS

r N

2 5

r \_, t1

the

National

li,

ffi
f: tit

raE



I

'"@ Alu 6,1utr fi"t
Uvnp N

l/^lo

6frl'.luly1 e
G*n',#-po\

ooDc
-*

!Inlz;
tre lrrqr\L
OA tt|- , .}7" blr'(zf *socrErYoFKENYA

(/ t Lavlngton, Opposite Valley Arcade

Gitanga Road

e)[T' .l^r*

()

P.O. r900200

ASSEMB

ATI

Faith Mony Odhiambo, Presldent law Society of Kenya

Lavington, opp Vallqy Arcade.

Gitanga Road P.O Box722l9 - 0O20O Nalrobi I Kenya

Tel: +254lll O45 300

Email: president kk.or.ke

CLERK OF

ETY BILL 2025THE QUALTTY H

ATIONAL ASSEMBLY
RECEIVED

06 ocT 202i

L)EPLTTY CLERK
,,.i"w.N

N

P o ilna { $i 2

NATIONAL ASSENiBLY
RECEIVED

0 3 ocT 2025

CLERI<'S OFFICE
O. Box 41.842, NAIROBI

Website: www.lsk.or.ke

. .r'

t

L

I



I

lntroduction.

The Law Society of Kenya is a professional statutory body established under the Law

Society of Kenya Act, No. 21 of 2014 with a mandatory membership of all Advocates

in Kenya.

The organs of the Society are the 6eneral Membership, the Council, the Branches and

the Secretariat. The Council is the governing body of the Law Society of Kenya. lt

comprises a President, a Vice- Presi leven er members, all of whom must

be members of the Law Soci s are elected every two years

by the members of nducted in accordance

Currently, the C I is comprised nt, The Vice-presi n ouncil

members name

o Presi ony Odhia

Vi aura Kabat

Represe K'ope Hosea

6lo rene

arSa

One of the Law Society of Kenya statutory objects as provided in section 4(a) of the

Act is to assist the Government and the courtr in all matters affecting legislation and the

administration and practice of law in Kenya. Pursuant to this statutory mandate, the

Law Society of Kenya makes a presentation on the Quallty Healthcare and Patlent

safety Blll.2025.

o

o eral Members

airobi Representativ

, Fait

re5 ident,

anwa

eresia $Uavin

, Stephen Mbugua

withthef,
{

The

ncent 6

f
t
r

)

_l

i I

o

l
Kimani,

Linda

lfa Roble

I-

I
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6ENERAL COMMENTS.

The Quality Healthcare and Patient Safety Bill, 2025 seeks to give effect to Article

a3fl)(a) of the constitution; to provide for the responsibility of the National and

County Sovernment, in the realisation of quality of healthcare for patients, to provide

for the establishment, power and functions of the Quality Healthcare and Patient

Safety Authority, registration, licensing and accreditation of health facilitier, to set and

or implementation of standa for quality of healthcare and for connected

The Bill first came Society of Kenya (LSK)

throug ha a Stakeholder

Eng al

provide f

purPoses.

Committee wh

prepared and

At the tim

Assembly

premat

prom

am

ed the Foru

a Report to

k place, t

egislative

rs to co

to

e Bill t

(i

une 2025 at West

everal concerns

yet to be ,u

ln our Repo

ping the

care tta

nal As

deed

th

to the Bill

National

t it was

would

ssary

of

l. Nairobi.

w
t

amend men o the Bill:

i) The Bil d AIDS Tribunal

on

Tribunal established under the Social Health lnsurance Act is however s ll to be

done away with (see Clause 83 of the Bill) and be succeeded by a proposed

Health Care Tribunal; and

ii) The Bill now gives the Director-General for Health the power to develop and

publish clinical guidelines, rather than the Cabinet Secretary. However, this

would neither cure the objections previously raised by healthcare stakeholders

2

ders and make

k into consideration so

a

ly.

m's discussi

stated

dto

he Ministry of H

ents before sendin

knowledge that the Mi

m

sta

e Foru

for LSK m

on 19rh

noti

Bill

heal

the

Health

ln8

I

to the National Assembly spa



1

in the Forum concerning misplaced expertise nor cure potential conflicts of

interest on the part of the Director-General.

still, some clauses in the Bill make reference to the cabinet Secretary prescribing scopes

of practice (e.9. Clause l80Xc). This was one of the objections to the Bill that was raised

by attendees at the Forum and articulated in our Report.

We have reviewed the published Bill and note that while some earlier concerns were

addressed, several provisions remain atic. B

justifications on selected claus

SPECTFTCS C

No - ,. -fF5ecflon

a

Provislon/l t'ue rrr P
definition of

The definition would

therefore read as follows:

"Emergency medlcal

treatment" has the same

55 us

mdical

Act (CAP

ed (a the

ended)

h Act to

rtn

situation in wh

evaluation. treat

and care is requi

treatment and care

health facilities.

The clause fails to

capture the urgency of

description, and further,

en

nt

or

an eme encv in its

medical

tmen ans the

atmenta luation.

and care of ll or

injured perso

duri

Perron

a

such

I Clause 2 nts ambiguity and

tes the urgency and

of emerSency

is a defining

ergencies.

3

are our specific comments and

L,1

I -:l

Proposal

definition) . The

'medical' in

treatmenf can

done away with as it

H

in

)

l. The

Hea

(as

reta

transportation of such a

I

hnd

H
E

I
the

I

the continuation of

I

It
L

element

care,

,l



T

is drafted in a way that

is quite vague and

lacking in clarity.

meaning assigned to it

under Section 2 of the

Health Aa.

Altematively:

hed nition of

sed

sponsor of the

ecifically intends

the

the

of

lire

clude in

tion

rtation

ts who

ncy ca

se. the >posed

ad a,ca

t

that must be administered

to prevent death or

worsening of a medical

situation, and lncludes

healthcarc tervlcet

admlnlshtd to patlents

4

-

I
J

) - E
) -)

II

r

L

I
I

_t

r-----I

to

defi

ln this

definit

follows:

refers to necessary

immediate healthcare

L l-

t
-1

I



while ln trantit to or fiom

a health facility.

2 Clause 2

d

I

The definition of

"healthcare services" in

the Health Act, although

broad, could benefit

from a sligh

significant c

t but

ha

next

co ensive. Since

th ion of

Ith services" in

Healt is also

ared by t Bill. this

change to t ealth

Act is recomm ed.

We propose as follows: -

ln the Health Act.

'healthcare professionalj'

used instead of

care roviders'

nof

a e

ssing),

'healt

The pro

should a5

re 5e 5"

ep

n, ma

impairments in

individuals. delivered by

healthcare professionals'

provlders through the

healthcare system's

routine health services,

It ensures the definition of

"heaIthcare seruices" f ully

captures the broad spectrum

of healthcare delivery.

5

I
L-

F
that

would make it more

I

I

--

'healthcare

includes

provider'

a health

better

phrase be used in the

(as it is all-,defi

enco

therefo

follows:
.l

t'Hea

meanS

or al

illness, injury, and other

physica

t_
_-j!

--r
I f

I

I

-t

l

I



or its emergency health

Jervrces

3 Clause 2

{r

I

equ a e,a

pe tered,

p r id an

ividua at

proves h

outcome j

evidence-

standards;

tnedisnot very clear

The'Qu

other descriptors.

"Qualltv healthcare', on

the other hand.

connotes poritive

attributes, which may be

ro riate (since

nstances in the

'ofl may be

used). The

should

read as fo 5:

e+

althc

fe, effeiiive,

individual, that improves

health outcomes based

on evidence-based

standards;

It prevents ambiguity.

6

7

I

"Quality of healthcare"

means healthcare

services that are safe,

effective, timely,

on

The phrase being

The defined term should

be'quality healthcare'.

The word 'ol in 'quality

of healthcare' should

be deleted

there

Bilt

correct

defin

mean5 services

that are

timely,

-.

t

I
-lI

!

T
l

I

L



what the defined term

should be referring to.

4 Clause 3

-.1

I

The objects of thir Act

are to -

(a) Guarantee

patient rights and

patient 5a

One

8u ln

leg when it

c est tient right5

ta t rather,

keamo listic

approach th aks to

efforts to ens that

patient rights a safety

are emphasised

is is because (as has

been

can ap n e

course of treatment.

What then happens to

the 'guarantee' of safety

that had been promised

in the Bill on the

Clause 3(a) could be re-

worded as follows:

Laws generally require

reasonable measures and

standards rather than

absolute guarantees,

particularly in areas

involving risk and human

error.

Il
t- I__f_______-_

ln

the Bill), adverse events

r
rt

a) lmplement

measurct thatf
["-

I
IJ

i

)

I
t

I

I

rI
I

J

I
I

-

7



J

occurrence of an

adverse event? The

patient's safety will

already have been

breached (thereby

nullifying the

guarantee), and the only

recourse mr8

form of com

ht be some

or

ts-
5

-
Clause 5 (a)

I

The -net Secretary

sh

a)D op and

en5

impl ntation

of poli

standa

guideline d

protocols

p

and standards

The main issue in this

sub-clause is the absence

of a requirement for the

Cabinet Secretary to act

a) snoulo De re-

s follows

net Secretary

or

or

op and

mentation of

protoco 5t at ensure

the provision of

quality healthcare

services including

staffing norms and

standards".

licies.

s and guidelines are

by the knowledge

rience of regulatory

her relevant

8

- -t
t

L
L

I

t

/

ensure the

qri5t
services including

staffins norms

Clause 5

worded

The

Ishall-

a) ln

f

en

I

policies, standards,

guidelines and

a nd

bodies

sta

I



1

in consultation wlth

other bodies or persons

when developing and

ensuring standards.

protocols, etc. This lack

of participation and

consultation with

relevant healthcare

fu r

bodies, an

e clause as

ed rives itself of

ben

richmen ugh the

views of di t

stakeholders

6

I

Clause 5(c)

p eme

outcomej

healthcare services,

includlng -

(iv):

ount larify

meanS

ntext

sof

different measures to

gauge continuous

improvement. The first

sense would call for

enhanced training and

knowledge to be given

ity

9

/j

bodies is inadvisable,

given the expertise

present in, say,

)

L

-,]

L

'l

fl
t-

I
t
L
I

5

from the

a,"E

'experience' that are

described would call for

nce the

to

I

two ,en

It is pa

what'

in this

It prevents

t
-



1

I

"the healthcare

provider's experience

to healthcare providers,

while the second would

require improvement in

the terms of employment

and the working

environment of

It is not clear what

' experience' means here

- ls it 'experience' in althcare providers

terms of the length of

time and expe

a hea

I n t se of their day-

to-

ngs/ ervations

a lnl their

rk?

7 Clause 6

I

Clause 6 (e) a s

county Sovern nts the

responsibility of

monitoring the q

te

and faith-based health

a ea are an

Patient Safety Authority

as asriSned under clause

27 (f).

lause 6 (e)

the wo

after t

[:l
words

and by

nd faith-based

ility of

quality of

ate and

uld be left

assigned

under clause 27 (f)

Ass igning this responsibility

atet

since thecon rest

county government are also

providers of similar health

services. ln addition, it will

amount to duplication of

regulatory mandate and

IO

, or is it ' experience'

provider

L

I'J

L

t-

t

f
a _,)

The resRo\

monitoring

healthcare in

public facilities

to the Authority

l

of healthcare in

facilities which is the

responsibility of the

health facilities".

t"

Amend

inserting

cou

deleting

"private

ntiestheto cou



J L l

roles becauie both the

county governmentt and the

Authority will be seeking to

monitor the same facilities,

which will neSatively affect

business of the private sector

and faith-based facilities.

8 Clause l0

I

the to clear,

co nsive and

ssibl formation

ut th re to

ble th ake

informed d ns

about their he

The use of the

ll is

t mo

Health Act, which

contains important

provisions.

to Section 8 of

h Act, every

as the right to

prehensive a

informatio

ir care to

em make

decisio bout

th"

an overrides it.

t

1t

L

"Notwithstanding

Section B of the Health

-

every patient has

a

'NotwithstandinSl

appropriate, given that

to water

ilIrc
clause be amended to

read as follows:

patient

clear,

acceSSt

about

enable

their
l

t

'Fuilher to'clarifies that the

Bill complements Section 8

I
-,l

I

l

t



9 Clau se

I I (l) (c)

I

I

"Every person has the

right to access quality

healthcare services that

are -

b) Compliant with

quality of h

standards p

ealthca

u

the e Quality of

h articulated

s d also apply

Clause - the

pplicable should

be "quality h thcare"

and not "quali

healthcare".

This amendment ld

clauses in the Bill where

this cha

several others

Clause I I (l) (c) should

read as follows:

"Every person has the

right to access quality

healthcare services that

are -

s Act"

It ensures that there ij

consistency in the use of

terminology.

l0 Clause l8 (l

&2)

18(l) A health facility

shall-

Claure l8(l) (c) can be

amended as follows:

It is inappropriate for the

Cabinet Secretary to

prescribe scopes of practice,

l2

r

.l

t_..

The

also be made to all

7EI, TEfflfeif.rn-

I

t-

1

I

L
I
I

L

I

L



l8(l) A health facility

shall-

c) Adhere to the scope of

practice for the

healthcare providers

employed or contracted

Ith fa ies as

a) Adhere to the

scope of practice

for the healthcare

providers

employed or

contracted in

health facilities as

prescribed by th

Cabinet

pro

ac

The Cabinet 5e

ought not to p

scopes of pract

comes to

rce

of

ulators,

practice

cted

to the rco

or co

facilit

dbv

foll

r the

provide

tic as it fails to

to the relevant

r ul

e the critical

hcare

en it

sof

ary

be

t

8ht

issues with Clause l8(2):

i)The outsized fine for a

non-compliant health

facility raises questions

as to whether the actual

as this is the exclusive

mandate of the respective

professional regulatory

bodies established under

statute.

t3

{

There are two main

bodies.

provide overS

regulatory bodies:

relevant healthcare

Altematively:

,i
c)

practice

.l

Secret

t

bodies:

in heal

emP

I

_ -_)

I

r
I



t

1

/

I

intention in the Bill is to

grind such facilities to a

halt. The Bill does not

seem to have taken into

account that health

facilities come in all sizes

- some fairly modest -
and therefore such a fin

would sound t

Ith facilities in

e en at really

htn be

nrn8, I the poor

qua lity of s e5

provided. H

KES 50Mn is

er,

mely

punitive by any

standard, and it i

nt

e5 wou td v

cure/deter

ii)The reference to a jail

te rm/im p rison ment for

a health facilitv is

peculiar and cannot be

implemented. The Bill

t4

L-

.|

1 I

L

I

L-l;-t

t

knell for many facilities.

doubtful that

safety issues, which may

.,
I

have

I
I

1

I I
I

I



a

1
ll Clause 2O

(2)

rh6

,'#j,,

F,O'
guid

time

Di r-General

and

ish clin

elines

)(2) could be

i by expressly

rg the Directo

io conJult

rsons/bodi

ng of gu I lne5.

F":
are I

s that the guidelines

n ed by the

knowle nd experience

ons/ bodies andof other

other rel stakeholders.

12. Cla

(2)

I

Every health facil all

setting out mearurei to

improve the health

facility.

Several concerns arise

with Clause 2l(2):

f all tffitoncerns

he nl63ffithl'd6lttrltaBa
for the Bill to

Healthcare and Patient

Safety Authority ("the

Authority") to undertake

this role -; or,

tegrity of

hical and

effective approach is to vest

onsibility either in the

dependent

auditor. will ensure

impartiality, accountability

and fairness.

15

must correctly locate

and specify the perion

who should be held

responsible for the

failures of quality care

and patient safety.

Again, such failures mayry
.Et

tO D€Oft
,lftrr
it11'.s llris 

in mind.

lr

"L.
I

--] L

L
t

-}J l

It

--l

time to

C lause

permitt

Cenera I

other

the
J

t
I

1

L-
t

audit the safety of

health facility and5
ln view

above,

route ij
provide for either: I

a) the envisased Oualiw

audits, the most



/.

-r{

/

I

i)ls the health facility

expected to audit its

own safety through an

internal audit?

prov s for an

to

a tth Ith facility?

A requi for an

ndependen dit

havewould certai n

financial impli ons for

the health facili

Who/what woul

50 5

v)Given

a es, some may

need to pay more funds

to be audited than

others. How can the Bill

put in place mearure, to

ensure that there are no

b) require health facilities

to pick an independent

auditor from a pre-

approved/prequalified

list (these measures,

however, may also have

eir cons - including the

li ealth

is to carry out

funds should

ed for this task

al governmen

15

ii)What assures the

independence or

impartiality of an auditffi

sizes/types of health

LI

rying

I

I

t

''l

l

'l
rl

I

any such entities).

l

I

I
_1

I

bu

I
I

be

by



t\

corrupt dealings that

would influence the

making of a favourable

report when the

situation on the ground

calls for sanctions

including closure of the

health facility, 

-'s$
t3 Clause 22(r)d

ion with

healthcare and

safety

'relop a

nent fra

r facilitie

quali

s, ch

It ensures that the

rk is informed by

and

nce of other persons/

nd other relevant

er5.

14

u
or omissions committed

in the course of

providing health

services.

srnce

ca

itte

tes

lve

confusion, enhances clarity

clause

,the legal

intent to cover all forms of

liability arising from acts or

omissions in the course of

providing health services.

t7

t-
I "L

l

I
T,
I

f,
ffit

IE
"The Cabinet Secretary, in

relevant

patient

shall

lm

for

shal t... ,l
I I

I

"]

;IE Every health facility sha ll

maintain a valid

professional indemnity

cover to protect the

health facility against

claims arisine from acts

We

omi

be'com the word

'com
Ideleted from

subsection.

this

accuratelv



a

Clause 27

(o)

I

The functions of the

Authority shall be to -

o) perform such other

functions as may be as

necessary for the

promotion of the

objects of this

prerc

Th ome repetition

of e

We propose the deletion

of as that is between the

words be and necessary.

o) perform

functions as

necessary

such other

may be ar

for the

otion the objects

scribed

tten

This amendment enhances

readability and ensures

consistency with standard

drafting practice.

15. Clause 29

a

is claus rns the

mpositio the

Board of Di rs of

the Authority.

Clause 29 as dra

overwhelmingly

t5

appointees of the

Nationa

a n ec rytJ

given undue latitude to

appoint persons to the

Board without the

involvement of

healthcare stakeholders,

sition of the

Directors of

:.:il:r.
::::f,"",
nde

stakE

Healthcare professional

bodies, healthcare

stakeholders, and patient

safety representatives

faith-based

rvice providers

role in health

livery in

, they

nted in the

rity.

senting the

e

knowledge and experience

in healthcare management

or quality improvement.

This will ensure there is

value addition to the

representation in the Board.

18

law".

1lr
is

F

at"

under

written law.

National 6overnment's

Executive arm.

Board

The

diversity

so as to

should

healthca

who are

Executive arm. The

E

i

.l

r



a

1

/

I

5pa her

h rofessional

res a ealthcare

kehol s well as

tient rep tativei.

who have e se and

broad pers s that

would enrich th rd.

Clause 29 (g) p 5

representation of health

orSan zations.

clause does not provide

for representation of

private and faith-based

healthcare providers,

must be included in the

Board of Directors.

Amend Clause 29 (g) by

inserting the words

"private and faith-

19

who are better placed

to recommend their

own representatives to

the Board. This clause is

exclusionary, and

increases the perception

(rightly so), of theffi
drafted

to

I

generally for

5

based" a fter the rvords

"to represent" and by

inserting the wordsF
i

I

!
IJ

t

I

t!tI

't

I

L

1



*l

who are leading service

providers in the country

Clause 29 (g) provides

for appointment of a

PerSon to rePrerent the

public. This leaves room

for the Cabinet Secretary

to appoint any pe

r6. Clause 30

(l)

I

Thi!-cla concerns the

lificat s and

nen the

hairperson the

Board of Di rs of

the Authority.

Clause 30(l), by

the educational I

tn8

of

e

Board of Directors of

the Aut

r

low. C,iven that the

Board will be required

to set standards for

other healthcare

professionals to follow

(l) must ralse

garding the

al qualificatio

airperson o!

Direaors od e

, by at thfiery
urnnS a

ofa s

are

ontot

the minimum

al qualification of

erson at a

egree risks

he credibility

ss of the

rnance

igher

ns the

acy,

enhances stakeholder

aligns the

Board with

the level of responsibility it

carries in shaping national

healthcare standards and

safeguarding public health.

20

irrespective of their

on health-

I

J I
--r

the Chairperson ofr---_-]-l

Bachelor's degree, is

ato
requirements listed).

t the
''l

and

Authority's

framework.



17

;;"*l "De subsection (l),

this section

ll exe a member

the B officer,

mPl nt ofoyee o

individual res sibili ty

for unlawful or ina I

act committed

than substantive error -
to add the letter'.C to

the word 'act', ro that it

is in plural form.

n

pt a member

rd, officer,

or agent of tl

from

I responsibil

ul or crinilflbl

itted bvfhe

of the LBrd,
pl or

he

ng the singular "act"

rpreted to

hat liability only

to one unlawful or

ct, leaving a

here multiPle

minal acts

ptured.

acts" eniures

raSe

ential

2t

(many trained to high

levels), it surely should

require a Chairperson

with credible post-

graduate qualifications

of at least a Marter's

level. in addition to the

vears of workine a

"*ri"*r.*. I
I r

i--1 L

L

I
t
L_-

|--
I

40(2)t

the Authority'

agent of the Authority."

is more a

"Despite subsection (1),

for unl

acts

member

officer,

agent of

I

trimindl

u n lawful

might not

Changing it

and closes any

interpretive gap.

---r



18.

-d

/

J

(2) "The Cabinet

Secretary shal I prescribe

the requirements for -

a) health facilities:

b) ambulances:

c) medical ca

and

cility as may

scribed by the

c net

s ry

(6) 'The Cabinet

Proposed amendment:

"The Cabinet Secretary

shall in consultation wlth

relerrant experts and

healthcare bodies,

be th

bulances;

ute ln

edical

d

ch ot

ility as may be

Proposed amendment:

It ensures that policies,

standards and guidelines are

informed by the knowledge

and experience of regulatory

bodies and other relevant

stakeholders.

22

b)

a)

c)

d)

e)

p

irements

L

I

for

Cabinet

health

"T
.f"

-

standards for the

construction, operation

and decommissioning of

a health facility."

1

i

f

r

ii 't

I

L

I

r

L

1

I

I

-

Clause 42



(6) "The Cabinet

Secretary shall in

conrultation with

relarant experts and

healthcare bodies

develop standards for the

nitruction, operation

m ning of

19. crausliSl
(2&3) 

l

I

da (i.e

notification by

t ut tytoa
Ith fa whose

istrati on ntends to

suspend, w lause

43(3) concern e

health facility's tof
Iappeal to a Trib

upon receipt of

Authority.

Clause 46(2) and 45(3)

do not give a health

facility sufftdent notice

or opportunity to

challenge/appeal a

decision by the

spend the

ist ration

ility, so to

the lity

fficie

Po

peal if it so

its tlmellnes to Sive a

health facility sufficient

time to lodge an appeal

if it so wishes. Therefore.

the clock for a facility

facing the threat of

I aligns with

ution and Sections

he Fair

ative Action Act,

requlre

ice. reasons for

an adequate

hallenge

The

ks

dards and

exposing the Authority's

iions to judicial review

)

IJ
L_-

Clause 42(2) concerns a

t

notice from the.-:

r-------------_-

The provisions and

timelines set out in

l) Clause 46(2) must

make it

mandatory for the

Authority to

communicate a

decision to

ofa

to

wishes.

C lause

2015,

adeq

decisions

opportunity

adverse deci

current

violating these

Enfairness.
r-



a

Authority to suspend a

certificate of

registration.

l) ln Clause 46(2).

the Authority

"may. at leatt

tify the health

of such

tn ..and

sha the

hea 'ty to

furnish t

why Ith

facility

not be

within fourteen

2) ln Clause a6Q). a

person affected

by the decision of

the Authority

" may, within

tuEntfone dayt

suspension should only

start ticking from the

date of service of the

notification from the

Authority. and not " from

the day of the

tification under

this is

nd is

24

I

-

{

t.

i-

twenty-one days

before the date

of the intended

dayt of service of
the notice. "

I

suspended,

/

bound to be a litigation

quertion in future if notr
)

t'

,tl

I

)

I

'l T

'l

-
l

r



,

1

I

from the day of
the notifiation

under subsrtion

(2), lodse an

appeal before the

Tribunal.

ma lause 46(2),

rson/healthn

tv( ptional act),

then an

ffected pe lodge an

appeal in th nt they

are not notifi the

Authority? The

person cannot a al

may tn auSe

notify a person "twenty-

one days before the

date of the intended

suspension", yet the

affected person is also to

25

)

The questions arising

therefrom are: 
I -

--F

LI

not about

r---------------

ii) lf the Authority

I f
Ll I--'I L

L

I
IIIi
I

I t
t

L

I

L



(

I

I

lodge an appeal "within

twenty-one days from

the day of the

notification under

subsection (2)", it is

surely clear that for the

affected person/health

facility, their twenty-on

days run out ju

kic ere ts

th in reality, no

ty- day period

the a d party to

dge an a al, but a

much short e-ifat
all - since th ay not

even have been tified

of the intention

5U5 end in the fi

twenty-on day period to

run from the date of

service of the notice

(rather than "from the

date of the notification"

as it currently Jtatet), it

26

I

F
aslon the day the

intended suspension

in

for
I

E

-,
If the intention of

r I

L Lr] L
I L

L
L

l-

t I

t
I

rJ

I L

I
I

L

lr-l.lu)g .to(J,l r) 1Lrr u rs



,

should make this clear

by appropriate re-

drafting of the

subsections.

20 Clause 47

{t

I

the Authority to

Authority.

'certificate of propose the

, rearons for

ns and an adequate

ity to challenge

ecisions. The

ing risks

e standards and

uthority's

icial review

fairness

Correcting the error eniures

consistency, legal certainty,

rpretive

27

Clause 47 (2) concerns a

non-mandatory (.e.

optional) notification by1

health facility whose

registration it intends to

ffi:*5
n"alin ,ltu,,"'s rieht or

.#uur,oE*,orlu,

*;:"':,:'#J""

n

{

An additional issue in

Clause 47(3) concernt

the use of the word

"ljeeOCe" (rather than

registration' in Clause

47(3), which appears to

be an error.

We propose that the

provision be made

mandatory by replacing

the word 'may'with

'shall.'

I

II
1

Further

word'llcence'should be

deleted and replaced

Our proposal aligns with

Article 47 of the

Constitution and 5ections

3&4 of the Fair

Administrative Action Act,

fu3lgecuire

current

violating

exposing

decisions

the

to

for

and prevents

conluSron.with 'ertlfrate of
rcgfstntlon'for

consistency.



21 Clause 54

(2 &.4)

I

J

Clause 54(2) concerns a

non-mandatory (i.e.

optional) notification by

the Authority to a

health facility whose

licence it intends to

suspend, while Clause

54(4) concerns the

noti m the

Au

The amendments

proposed for Clause

46(2) and (3); and

Clause 47(2) and (3)

above, also apply to

Clauses 54(2) and (4)

us

s ou e

to read

on under

(2Y.

Justification similar to that

provided under Clauses 46(2

& 3) and 47 (2&.3).

22 C lau se

(4)

J

Clause 55(4 ncernS

the discretion the

Authority to a

licence after rece 8

reason5 from a h

The issue of ti

shall, after considering

the reasons, decide on

whether or not to

revoke the licence".

(4) should

n obligati n

rity to er

n con FrnS

a givenwt

Days,

recelve a w tten ectJ on

from the Authority

fic timeline

inty. lt strikes

n allowing

cient time

he reasons

cility and

ensuring that the facility

receives a timel y written

28

.-----i!

l-)

l-

t
I
t

L

r"l

reference in Clause

to " notification under

I

l L

1

)

ry
LI

t

II

seems to be a reasonable

time for a facility to

f

or

the

its

Clause

include

revoca

decision.

55

.,1

T

Clause 55(4),

where " the Authority

facility.



23 C lau se

63(2) & (4)

1

I

(2) "Where the

Authority intends to

suspend, he [sic]

accreditation of a health

facility under this

section, it may, at least

twenty-one days before

the date of the intend

suspenSron, n

healt

reat hereof and sha

e health

ty rnish reasons

y the itations

ould not

suspended, ln

fourteen days Servtce

of the notice."

The provisions a

4)

do not giv

challenge/appeal a

decision by the

Authority to iuspend its

accreditation - fi rstly,

because it is couched as

non-mandatory (.e.

The amendments

proposed for Clauses

46(2) &. (3): 47(2) & (3):

and 54(2) & (4), also

apply to Clauses 53(2)

and (4).

plica date from

ould

ion), should be

of teruice

of

raphical r

63(2) re

and

tion'

Justification similar to that

provided under Clauses 46(2

&.3),47 (2& 3) & s4 (26.4).

29

t

Clause 63(2) and 63

facility sufficient notice

or opporfunify to

any

E

rl
The

in Clau

" the",

5UJ

typed as

also be corrected.
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I
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optional) for the

Authority to notify a

facility, and secondly,

because the timelines

given overlap/expire

before a health facility

has any meaningful

opportunity to rerpo nd

ou

c

4

difference -
53(4) clarifies

notification at

the "notification

suspension", and

) &

are

re. but

"notification". This

e concern n8

clarifica

(2) & (3);

; and 54(2)

licated

one

u5e

t the

e t5

Prcvlou5 SecuonS

pointed out here

Hourerrer, that addition

still does not give a

health facility suffi cient

30

J'r- F
same issues pointed

assumed to apply to

I

just a general

_t t
I

J I

T
I
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notice (time-wise) to

rerPond, since, as

pointed out earlier, the

time given to a health

facility for response may

run out even before a

health facility has been

notified (if at all).

t,

no

suspension

Bill fails to fra

such). The la

to be the

tn

a licable/

tht

Clause 63(

n n

(as currentl

of

Bill). qE

of
ich the

as

supposed to be "fhd',

(between 'suspend' and

'accreditation'), has

been typed as "he'.

3l

t

I
I

i

I

rl
t

f
r

I

-
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I

Questions arise ggl
whether the applicable

date is !!hs sby plfulhe

where a word that is

the

n

ofdate

phical error
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-
claure 5l
to 64

I

c

p

I to 64
i-

au

r

a n of health

litie j e Quality

ealth Ca d Patient

Safety Auth which

datesis conflict of

and roles beca u the

Authority'i man

to regulate the

rt

not accredit the

faciliti

n ton a ma te

of the Kenya

Accreditation 5ervice

(KENAS), which is the

government body

responsible for

lati

g the word

" and

g therefor the

nya

tion Service

ny sectio

fically bg

at

to the

ility q e

to i:

Bill.

Ithcare

s should be separated

reditation. The

al practice is that

of accreditation

by an

ody from the

es. The

focus on

lating the

responsible for accreditation

services for standards and

quality manaSement.

By separating the licensing

and accreditation roles and

?1

(4) 'A person aggrieved

by the decision of the

Authority under this

section may, within

twenty-one days from

the day of the

notification of

suspension lodge an I
appeal before thg(ffi

t''?r.ffiH
I

I-l_

I t -l
:-r L J

I L
L

r
l

5

L

clauses usurp the

Amend

by

I

words "

Accredit

save for t

may

referring

licenses

under

I

The Kenya Accreditation

ElidIENlO, i5 the

-



accreditation services for

standards and quality

management.

having them being carried

out by different bodies, the

Bill will enhance

accountability and

improvement of quality

ServrceS

25 Clause 75

1

I

Aut for the

PU 5 f this Act.

ph "dulra v

alified" ther

ague and -specific.

or of the

5uch a requirement will aid

in enhancing the Authority's

transparency, a, well at

ahi h level of

r the

or5

26. This clause gen llv

concernr the pro sed

'Healthcare Tribu

Resolution Tribunal

under the Social Health

lnsurance Act,2023,

with what is clearly a

mandate (Quality

Health and Patient

linC
subsume what

VE a

Disp

n Tribu

disputes arising from

social health insurance

without specialist

expertise and

nctions of the

hcare

Dispute

I

he Social

Health lnsurance Act, 2023,

the

efficiency

of both bodies

33

The Authority shall, by

Cazette Notice, appoint

duly qualified persons,

to be inspectors of the

1

It is recommended that

the ReSulations under

this Act rets out at the

very least, the minimum
t

qualifications and

experience expected of

I
)

11

'"[

I

-l
It is inadvisable to mixt5



{r

I

Safety), that requires a

different set of

knowledge, skills. and

approach.

The expertise required

to fulfill the mandate of

the Bill is vastly different

from pote

that could

ntial dis

disp re likely to
I

tters such as

ls of rance

ra8e, sals to

pProve ent, etc

determinations of their

complaints.

Further, complaints

arising from the Social

Health lnsurance Act,

2023, may be numerous,

erefor dominate

5 ers

ts that touch on

althcare and

(2) should be

reconside

nal Bill m

ision

wa

heir having to

ue

that bears in

nation 5a rea -straine

finances

27 Clause

83(6)

The quorum for a

meeting of the Tribunal

shall be three members.

Amend Clause 83(6) to

provide that one

member shall be an

Given that the Tribunal

exercises quasi-judicial

functions, requiring that at

34

I

L

the Social Health

brought before the

Healthcare Tribunal at

the of

safetypatient

C lause

I

carefully

and the

reflect a

ll

t-FE
f,tl
I

I
L
il
tL

I
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Advocate of the High

Court of Kenya.

least one member of the

Tribunal be an Advocate of

the High Court of Kenya, it

ensures that the Tribunal's

deliberations and decisions

benefit from legal expertise,

particularly in the

interpretation and

application of the law.

28. C ausl9fp{

I

con the jurisdict ron

of unal). a

use 8 s drafted is

ssivel ad in

Pe and a ition, and

ranted

disregards the n re of

disputes that

e

the Health Tribunal.

Clause 84(3) is a case in

point:

that

lve

facilities, a

d its antici,

:t"d
r

I
of

dth

nals

ncluding that

Authority).

Even where a healthcare

professional is implicated

in an unlawful act, and

the Authority's inspector

say, temporarily suspends

use as currentlv

e Tribunal

ssively broad

n that overlaps

andates of

latory bodies,

rmining their

and

rtise. The

ion should

utes on

and

patient safety within health

lities, leaving professional

respective
t

regulators. rther, to

safeguard efficienry and

justice, the Tribunal should

be required to hear and

determine matters within

ninety days of filing and

35

I -
I I Ir:

I

This clause generally

I

the jurisdicti6]

to the Tribunal

professiona I

l-t""t"ry
ble of resolution

Clause 84 must confine

the Tribunal to quality

healthcare and patient

iafet1,

broadly )

not

role

into the

healthca

bodies a
J

ove15ee

the Kenya Health

Professions Oversight

with

hea

thereby

statutory

professional

Tribunal's ju

be confined to

quality healthcare



the operations of a

health facility under

Clause 79, the inspector

should be at liberty to

refer the healthcare

professional to his/her

levant regulatory body

lin ction

"The Tribunal shall have

original jurisdiction on

AOy disPuE between

healthcare pro

Such an excessively wide

regula

viders and

ct tienhealth fa

bodies."

is bounjurisdiction

cast aside t

di

ove

o

shall

proposed o

Healthcare Tri

set out in Clau

cannot. even wi

best of intentions

e com

li

r thei

84(5)(a) and

ribunal shal

6):

5amen me

84(6)O)

determi

rred

usly, a

rto
nety

matter."

e

3

expertise found in

al as

and

meaSureJ,

fessionals

he

tch

where delays occur, furnish

written reatons and a clear

time-frame for

determination. This ensures

accountability, timeliness,

and alignment with

constitutional principles of

good governance.

D) Wnere a maner

remains undetermined

after ninety days, the

Tribunal shall furnish the

parties with written

reasons for the delay,

and a time-frame within

-Elearlr- gefl neo sra[rrory

roles.

A single Tribunal is not

capable of resolving

such a wide array of

potential disputes, with

36

of the

Clause

a) "The

an

for

toC

hear a

matters

fillng of

within

frIi

or supersede the

healthcare regulatory

bodies, which have

to

I providing

regulatory

t

I

T

t
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-
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L

f

t
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Such a diverse array of

players --healthcare

facilities, providers,

patient5, etc. --, and

numerous health

professional cadres, as is

which the matter shall be

determined.

being granted by its

ju risdiction.

ent t att e

Tri r and

rmt tters

hin a time-

me fro date the

matter is fil ith the

Tribu nal.

29

I

It provides for

prescribe for am ces

is is

narrow approa as it

on ly

hospital care or

emerSency medical

,ervtceS

lause 9;f2) (i))

the word

ce5

itutinS t or

terms are

lservices

e, which

are more com re enstve,

inclusive and covers with

of the

ambulance services.

30. First

5chedule

Unless an unanimous

decision is reached. a

Amend Clause l(8) by

replacing the word 'an-

The current wording is a

typographical error that

a',

4

I

I I

L I I

ought to be a

requ

It
Clause

e) q#

93

t
L_- services. However, t

a

bulances, which aream

part of the wider pre-

the words "emergency

medical services or pre-
t

hospital care"

The

emerSency

or pre-hospital
_-___.)

ffir



Conduct of

Business

and Affairs

of the

Board:

Clause I (8)

-J

decision on any matter

before the Board shall

be by the concurrence

of a majority of all the

members present and

votinS at the meeting".

The word ' an'is a

typographical erro

'a'

with 'a- so that it reads:

"Unless a unanimous

decision is reached, a

decision on any matter

before the Board shall be

by the concurrence of a

ajority of all the

r5 p t and

L---
3I 5econd

5chedule:

Consequen

J

a) efinition of

'h h e provider" is

blem

necesSa nd is

nferior to t isting

Healthdefinition in

Act for the foll rn8

reason;- The p sed

definition of ' hea re

e5

regulatory body (e.g.

KMPDC, Nursing

Council of Kenya, etc.).,

and persons currently

not I ated. or at

best, are onlv

ng definition of

re provider' and

cility" as

the Health A

retalned. I

the cu

of 'he

,n" I
lem

roposed re-definitions

eceiiary and risk

nfusion.

38

should be replaced with

and

incorporated.

1

L

facility' i

defini

suffices,

should

The

'hea

1nay 
qe

"health

defined

should be corrected to

ensure grammatical

accurary, clarity, and

consistency with standard

legislative drafting practice.

I.t

tial

'I-----r
healthcare professionals'

not distinguish between

DerionJ cu rrently

u

bya



1

peripheral ly resulated

(e.g. herbal medicine

practitioners).

b) The proposed re-

definition of " healthcare

services ",it states that

healthcare services are

"delivered b

the

P existing
t

I ti "healthcare

and?ide

e Bill e loys he

word "healt re

professiona l" he

definition of h hcare

services, but ign

Polnt 0) (b) abov

ly,

not al perronJ

providi

ln other words, a

' healthcare professional'

I

39

I

L:

L
professionakL I 5

, why then not

LI

I

that in Kenya, cu

services are requlated.

'healthcare providers'

are health professionals.
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i

I

a

15 a healthcare provider,

but not all 'healthcare

providers' are healthcare

professionals.

as exPa

th ion of a

Ith ity'.

r insta oing by

e propos new)

definition in Bill, is a

doctor's consu

noom a health f ity? lf

so, the removal he

(while it exists

anomaly that ought to

be rectified.

Further omissions in the

proposed defi nition that

are key, include leaving

out the phrase "fhe

40

I

c)The re-definition of

'health facility' managesl

to miss out important

elements that are

currently in the Health

-

Act

the new definition

EF-

r1L
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I

t
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a

#

/

I

whole or part of a

public or private

institution, building or

place",

Describing a 'health

facility' primarily as "an

institution" (in the Bill),

is also limiting its

onsequential

endm to other

he Second

Schedule of Bill must

Tribunal's powers into

et,

in particular, scoper of

work oversight, and

discipline of healthcare

profersionals.

qt

L

r
I

I
I'l
I

L

f

I

.,'J

t

I

! ,l

tr

be re-checked, re-

drafted and/or deleted

where their effect is to

propore the extension

of the Authority's or

what should be the

remit of healthcare

Generally:

All

regulatory

n

lr

#ry,{r,bthen

ftr'tirt"al
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r
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MINISTRY OF HEALTH
CLINICAL OFFICERS COUNCIL

Blue Violet Plaza,
Kindaruma Road,
2nd Floor, suite 203

P.O Box 19795
KNH, Nairobi.
fe|: +254775705144

MEMORANDUM BY CLINICAL OFFICERS COUNCIL ON THE

QUALITY HEALTHCARE AND PATIENT SAFETY BILL,2O25

Preamble

The Clinical Officers Council of Kenya is a state corporation, established under Act of
parliament No. 20 of 2Ol7 laws of Kenya, with a mandate to regulate training, registration and

licensing of all Clinical Officers in Kenya.

Lof

The WHO defines quality health services as those that are effective, safe, people-centered,

timely, equitable, integrated, and efficient. These characteristics are often assessed using quality

indicators, which are standardized, evidence-based measures that help monitor and track

healthcare performance and outcomes. These include;
o Effectiveness: - Providing services based on scientific knowledge to all who could

benefit e.g. maternal health indicators (rates of severe matemal morbidity and mortality).

Lack of diagnostics, equipment and other essential utilities serve as hindrances to this.

o Safety: - Avoiding harm to patients from the care provided e.g hospital-acquired

infections, adverse drug events among others. Lack of adequate Personal Protective Gear

continues to impact safety negatively.
o People-centeredness: - hoviding care that respects individual patient preferences,

needs, and values e.g patient satisfaction with care, Involvement of patients in treatment

decisions and Availability of patient education and support. Staff shortages continue to

lower Patient Satisfaction due to long waiting times and burnout among clinicians.
r Timeliness: - Reducing waits and delays for both patients and providers e.g. Time to

treatment initiation and Availability of services outside of regular business hours among

others. Negatively affected by staff shortages, poor digital infrastructure among others.

o Equity: - hoviding care that does not vary in quality due to factors like location or

socioeconomic status e.g disparities in access to care based on location and Disparities in

outcomes based on socioeconomic status among others. Disparities in access to care still
exist especially in rural and hardship areas where specialists are few and often

overwhelmed.
o Efficiency: - Avoiding waste of resources e.g appropriate use of resources



Integration: - Providing coordinated and continuous care. e.g. Communication and

coordination between different healthcare providers, Continuity of care between different
settings (e.g., hospital to home) and Availability of electronic health records and

information sharing. Mostly limited/affected by poor digital infrastructure.

We observe that >804/o of contents in Quality of Healthcare and Patient Safety Bill 2025 Ne

already provided for in other legislations and policies within the ministry including; Health Act
2017, National Policy on Patient Safety, Health Worker Safety and Quality of Care, Public

Health Act, Clinical Officers Act, Medical Practitioners and Dentists Act, Nurses Act, Kenya

Quality Model of Health (KQMH) policy, Medical Laboratory Technicians and Technologists

Act, Nutrition and Dieticians Act, PHOTC Act, Pharmacy and Poisons Act, among others.

The Judgement by Judge Wesley Korir of September 2022 directed for amendment of Health Act
2017, which provides a shorter and cosGeffective route for its improvement, if need be, without
reproducing and duplicating laws that provide for health.

Management and continuous monitoring of Quality of Healthcare is already provided for in
several legislations and policies as indicated above, meaning this bill will not change anything as

far as quality of healthcare is concerned.

PROBI,I,M STATEMENT

We have identified the following issues with the bill; -

l. Duplication and Confusion.

-The bill will create confusion and duplication of roles by replicating other Acts e.g. rights

and duties under Health Act and Public Health Act provisions among many others.

2. Weak Quality Assurance Framework.

-The biggest problem that has affected quality of care with regard to health facilities has been

the wrong designation of health facilities due to weak quality assurance mechanisms which

do not provide for verification.

-This bill still retains this problem where one entity registers, licenses and accredits facilities
which has led to comrption and the consequent poor quality of health. This is because

facilities were allocated erroneous levels that neither matched their resources nor capacity

due to lack ofan independent verification system.

a



-A strong and progressive Quality Assurance Mechanism should have a two tier accreditation

system, where the relevant regulatory body registers and licenses and then an independent

body verifies and accredits.

3. Interference with development ofScopes ofPractice.

Transfer of Mandate on development of Scopes of Practice from regulatory bodies to

Director General is retrogressive and will negatively affect quality of health.

Councils and Boards are better placed to continue with this function since they have a

diversity of members representing various fields including trainers, regulators, legal

practitioners and practitioners in the relevant field, which provides a better and

informed forum ior development of progressive Scopes of hactice.

4. Duplication of Roles

The Judgement of September 2022 on Health Act interpreted KHPOA to be the ultimate

body responsible for Quality of Healthcare in Kenya. There is therefore no need to bring in
another SAGA when KHPOA can be improved to serve its purpose. Lack of
operationalization of KHPOA after 7 years has been a deliberate act to create a perception

that it can't serve its purpose.

5. Kakamega Cabinet Resolution of t'eb 2025.

The Kakamega cabinet resolution 2025 directed for merger, dissolution or declassification in

view of the tight fiscal space within the reality of rising debt burden. Introduction of another

SAGA that serves the role of KHPOA goes against the principles of that resolution and is

totally unnecessary.

We submit that the real issues that threaten quality of healthcare currently include;
.i. Financing - inadequate budgetary allocation to health

* Staff shortage - there is no clear framework on resolving HRH staff shortages
.i. Service disruption from perennial strikes
.t Poor digital infrastructure.
.E Demoralization and demotivation of health workers.

* Poor coordination between National and County Governments.

* Political interference.
.!. Over legislation without the required implementation

a

a



RECOMMI'NDATIONS

l. Withdrawal of The Quality of Healthcare and Patient Safety Bill 2025 and instead amends

Health Act 2017.

2. Alignment of budgetary allocation to health with Abuja Declaration of 2001 that provided
for allocation of l5o/o of the total budget.

3. Development of a framework for annual employment of 12,000 health workers in line with
Kenya's Human Resources for Health Commitments at the 2013 Third Global WHO HRH
Forum in Brazil.

4. Fast tracking of amendments to the Health Act and designation of KHPOA as the Quality
of Healthcare Authority in line with Justice Wesley Korir's Judgement of September 2022.

5. Full Implementation of Health Act 2011 by fully operationalizing Kenya Health
hofessionals and Oversight Authority and Kenya Health Human Resources Advisory
Council.

6. Negotiation, Completion and full implementation of Collective Bargaining Agreements as

well as signing Recognition Agreements to reduce service disruption through strikes.

MEMORANDUM ON THF] QUAI,ITY HI'AI,THCARE AND PATIENT SAI.-I,TY BII,I,.2025

QUALITY HEALTHCARE AND PATIENT
SAFETY BILL, 2025 PROVISIONS.

REMARKS JUSTIFICATION

Definitions; PART | ; Preliminary in Health Act

No.2l of 2017 "Health care provider" means a

person who provides health care services and

includes a healthcare

prot'essional;"

Retain the definition as is in the Health Act

"Health care provider" means a person

who provides health care services and

includes a healthcare professional:"

"Health facility" means the whole or part of a

public or private institution, building or place,

whether for profit or not. that is operated or

designed to provide in-patient or oul-patient

treatment, diagnostic or therapeutic

interventions, nursing, rehahilitative, palliative.

convalescent, preventative or other health

service

delete and replace withl

"Health tacility" means a health provider

or an entity whether operating tiom a fixed

physical structure or through mohile and

digital platforrns, that is established tbr the

purJrrse of providing healthcare services.

including hospitals. clinics. pharrnac ies.

rnedical lahoratories. mortuaries. f uneral

homes antl parlours, home care centres,

amhulances. rnohile medical rrnits.

telemedicine services. medical aesthetic

A person providing health care servtces

must be trained, licenced and regulated by

the relevant regulatory body.

The proposed definition is arnbiguous and

there is need for specificity and clarity

The definition of a "person" as a facility

is confusing and does not provide the

clarity of "natural person" or the "legal

person"



procedures and community health

servlces

SCOPE OF PRACTICE

Patient sat!ty and quality assurance measures.

19.( l) A health tacility shall-
(a) implement measures to ensure patient saf'ety

and quality of healthcare in their health

fac ility;

(b) provide healthcare services or perform a

medical procedure for which the health

facility or healthcare provider at the health

ity is duly qualified and licensed under

this Act or any other relevant laws; and

(c) adhere to the scope of practice tbr the

healthcare providers employed or contracted

in health facilities as prescribed by the

Cabinet Secretary on the recommendation of

.the Director-General.

(2) A person who tails to comply with the

provisions of this section commits an of'fence

and shall be liable, on conviction, to a fine not

exceeding fifty million shillings or to

imprisonment for a tenn not exceeding to ten

years, or to both

We propose section 19. I . (c) of the

progrsed Quality of care and patient safety

bill to be amended to read as "Adhere ttl

the scope of practice for the healthcare

providers employed or contracted in health

facilities as developed by the respective

regulatory body and approved by the

Cabinet Secretary".

A KSh 50 million fine or l0-year

imprisonment is grossly excess ive.

We propose section 19. 2. of the proposed

Quality of care and patient safety bill to be

amended (o read as "A KSh 500,000

thousand fine or 3-year imprisonmenl"

Each carder is governed by an act of

parliament that establishes its regulatory

council that is mandated to develop,

update and reinforce the various scopes of

practice

The Scope of Practice tbr Clinical

Officers like any other carder sets tbrth

the legislative and regulatory fiamework

for guiding all Clinical Officers licensed

to practice in Kenya to perfbrm their

duties safely while ensuring that all

patients are protected from harm and that

they receive the best possible healthcare

to the highest attainable standards. It

outlines the key areus of cornpetencies

(knowledge, skills and attitude),

professional roles and responsibilities for

Clinical OfTicers in practice both at

general and

specialized levels.

A findpenalty should be pmcedurally

proportionate fair, just and affordable

KHPOA

The Health Act No. 2l of 2017 needs to be

amended to restructure and expand the functions

of KFIPOA, which will give it an accreditation

mandate as well as monitoring and ensuring that

We propose a two tier quality assurance

system as detailed below;

Two Tier Verification framework

i. Tier one - registration and licensure by

the respective regulatory body

ii. Tier two- verification and accreditation

l. Duplication of Roles - The Judgement

of September 2O22 oo Health Act

interpreted KHPOA to be the ultimate

body responsible tbr Quality of

Healthcare in Kenya. There is therefore

no need to bring in another SAGA when

The establishment of the Scopes of

Practice to be retained at the respective

regulatory bodies i.e COC, NCK, KMPDC

etc. Notably, the Director-General of

Health already serves as a board

member on most of these Councils,

ensuring government representation and

alignment with national policy.

The fine is fixed and is not taking the

consideration of the facility level and

prof'essional, it also way above as

provided in the penal code



the hrghest standards of health services are

maintained through 'quality of care inspecti<lns

and accreditation ' as provided under article 43

of the constitution.

hy a different txrdy (suggested to be

KHPOA ), hefore ernpanelment.

and;

- Restructuring Kenya Health

Professionals Oversight Authority to

expand its mandate into accreditation and

quality of care.

Amendment of section 20 of Cap.253E.

35. Section 20 of the Clinical Officers (Training,

Registration and Licensing) Act is amended

by-
(a) deleting subsection (5):

(b) deleting subsection (6);

(c) deleting subsection (7); and

(d) deleting subsection (tl).

Repeaf of section 23 of Cap.253E.

36. The Clinical Officers (Training, Registration

and Licensing) Act is amended by repealing

section 23. Amendment of section 23A of Cap.

253E.

37. Section 23A of the Clinical Officers

(Training,

Registration and Licensing) Act is amended by

deleting the words "and every health institution

shall in each year insure the health institution

against professional liability of its staffl'

appearing immediately after the word

"cover"

Retaining this in the Clinical Officers Act

No. 20 of 2017 as is.

SHA Retain these sections as currently provided No justification providetl to support their

KIIPOA can be improved to serve its

purpose. Lack of operationalization of

KTIPOA after 7 years has been a

deliherate act to create a perception that it

can't serve its purpose.

2. Kakamega Cabinet Resolution Feb

2O25. - The Kakamega cabinet resolution

2025 directed for merger, dissolution or

declassification to reduce financial

demand. - Introduction of another SAGA

that serves the role of KHPOA goe

against the principles of that resolution.

Regulation of Health facilities by the

relevant regulatory body which also

regulates training and practice of the

relevant professionals is hetter placed to

rnonitor quality service delivery since

they understand their scope.

In the Two Tier Verification liamework

fbr quality purposes i.e

i. Tier one - registration and licensure by

the respective regulatory body

ii. Tier two- verification and accreditatio

by a different kxly (suggested to be

KHPOA), befnre empanelrnent. so

therefore the functions of the Council

should be retained as this framework

caters for quality



Amendment of section 2 of No. l6 of 2023.

38. Section 2 of the Social Health Insurance Act

is amended by-
(a) deleting the definition of the term "Dispute

Resolution Tribunal"; and

(b) inserting the following new definition in its

proper alphabetical sequence-"tribunal" means

the Health Care Tribunal established under

section 86 of the Quality Health Care and

Patient Safety Act. Amendment of section 33 of

No. l6 of 2023.

, Section 33 of the Social Health Insurance

Act is amended in subsection (5) by deleting the

words "Dispute Resolution". Repeal of the

heading of Part VIII of No. I 6 of 2023.

l(). The Social Health Insurance Act is amended

, by repealing the heading of PART VII.

Amendment of section 43 of No. l6 of 2023.

41. Section 43 of the Social Health Insurance

Act is amended in subsection (l) by deleting the

' words "Dispute Resolution". Repeal of section

44 of No. l6 of 2023.

42. The Social Health Insurance Act is amended

by repealing section 44. Repeal of section 45 of

No.l6 of 2023.

lhe Social Health Insurance Act is amended

by repealing section 45.

under the Social Health Insurance Act amendrnent/deletion

BOARD COMPOSITION

(a) a chairperson appointed by the Presitlent;

(b) the Principal Secretary in the Ministry for the

tirne being responsible for matters relating to l9

The Quality Healthcare and Patient Safety Bill,

2025 quality of healthcare standards or a

representat ive designated in writing:

(c) the Principal Secretary tbr the National

Improve representation of County

Governments to include:

I . One member nominated by the

forum for County Secretaries

2. One member nominated by the

forum for CECM Health

3. One member nominated by the

forum for Chief Officers

Has only one representative of County

Governments yet County Govemments

manage > 90o/o of facilities.



Treasury or a representative designated in

writing;

(d) the Director-General;

(e) one person appointed by the Cabinet

Secretary, not being a Governor. nominated by

the Council of County Governors with

knowledge in matters of health, quality

management and quality improvement;

(0 two persons appointed by the Cabinet

Secretary, not being public officers. nominated

by- (i) the consortium of healthcare providers;

and (ii) a patients' association in Kenya; and

(g) one person appointed by the Cabinet

Secretary with expertise in quality healthcare for

patients: and

(h) the Chief Executive Officer. who shall be an

ex officio memher of the Board.

RECOMMENDATION

- Withdraw the proposed Bill and Amend Health Act 2017

email: info@clinicalofficerscouncil.org website: www.clinicalo fficerscouncil.org
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SUBMISSIONS BY THE KENYA MEDICAT PRACTITIONERS AND DENTISTS COUNCIL

ON THE QUALITY HEALTHCARE AND PATIENTS SAFETY BILL

(NAT|ONAL ASSEMBTY BILL NO. 42 OF 20251

The Kenya Medical Practitioner and Dentists Council (hereinafter referred to as "Council" or

"KMPDCl is established as a statutory body under Section 3 of the Medical Practitioners and

Dentists Act (Cap 253) with the mandate to regulate the training and practice of medicine,

dentistry and community oral health within the Republic of Kenya. The Council is also

mandated by CAP 253 to regulate health facilities in the country.

The Council has reviewed the Quality Healthcare and Patient Safety Bill (National Assembly

Bill No. 42 of 2025) and presents this submission to provide input on specific provisions that

may affect the regulatory framework established under the Medical Practitioners and

Dentists Act (Cap 253). The submission is intended to support a clear and consistent

legislative approach to healthcare regulation in Kenya.

The Council's recommendations focus on proposed amendments that touch on critical areas

such as the regulation of internship training, inspection of medical and dental schools,

licensing of practitioners, and enforcement mechanisms. KMPDC notes that some of the

proposed changes could affect its ability to effectively discharge its mandate, particularly

with regard to training oversight and compliance with regional obligations under the East

Africa n Community frameworks.

This submission sets out specific clauses where amendments or retention of existing

provisions are proposed, together with the rationale for each recommendation. The Council

remains available for further engagement to ensure alignment between the objectives of the

draft Bill and the existing legal and institutional framework.

1. INTRODUCTION

1



2. SUMMARY OF KMPDC'S SUBMISSIONS

2.1. lnternship Oversight

. The Bill proposes removing KMPDC's role in inspecting and accrediting facilities for

internship and training.

. KMPDC states that internship is part of the training continuum and should remain under

its reSulation.

. This is so that KMPDC can ascertain the quality and level of internship training prior to

their registration and licensing as medical, dental and community oral health

practitioners.

o Devoid of this, the Council shall consider a post-internship or pre-registration

examination for all practitioners.

2.2. Definition of Private Practice

o KMPDC recommends that the regulation of private practice for medical, dental, and

community oral health practitioners should remain under its authority.

2.3. lnspections - Section 4A

. The Bill removes the word "inspections" from the lnspections, Licensing, Finance and

General-Purpose Committee.

o KMPDC recommends retaining it, noting that it conducts inspections of medical and

dental schools in line with East African Community (EAC) agreements on recognition of

qualifications.

. This is also to allow KMPDC to inspect teaching hospitals (as part of the training),

internship training centers and post-graduate collegiate centers.

2.4. Regulation of Training - Section 5

. The Bill deletes provisions on KMPDC's role in regulating traininS.

o KMPDC recommends retaining these provisions to continue overseeing medical and

dental training, including internships, in line with EAC agreements.

2.5. Recovery of Fees - Section 17

. The Bill repeals Section 17 on recovery of fees by practitioners

2



KMPDC proposes amending instead, to specify that only practitioners licensed under

Section 14 may recover fees.

2.6. Transition

. Under Section 26 (2), it is the Council's request that the staff from KMPDC who handle

matters pertaining to regulation of health facilities, who may be affected, be considered

for transition to the Quality Healthcare and Patient Safety Authority within their existing

terms and conditions.

o That, in the event the affected parties are not considered for transition, a structured and

orderly exit framework be adopted to facilitate their disengagement.

r That provision be made for appropriate financial support to enable such separation,

including severance or separation payments as may be applicable.

. That adequate budgetary allocation be made to cater for liabilities arising from the

termination of existing contracts.

. That such allocation covers all attendant costs, including contractual penalties,

settlement sums, and any other obligations in accordance with the terms of the

respective agreements and applicable law.

3



3. SUBMISSION ON THE QUALITY HEALTHCARE AND PATIENT SAFEW BILL

The Council hereby submits as follows

PART III -
ADMINISTR
ATION OF

QUALITY OF

HEALTHCAR

E

Fu nctions
of the
Authority

Section No. 28
(l)

The functions of the
Authority shall be to-
(l) inspect and accredit health
facilities for purposes of
internship and training;

Delete paragraph (l)

lnternship forms part of the
continuum of the regulation of
the training of medical and
dental students.

By dint of this provision, KMPDC

will not be able to effectively
ascertain the quality of
internship training for medical,
dental and community oral
health practitioners.

The Council may consider
administering a post-internship
examination/pre-registration
exa m ination.

Section 2 of the Medical
Practitioners and Dentists Act
is amended-
(b) in the definition of the term
"private practitione/' by
deleting the expression
"section 15" and substitutinS
therefor the words "the Quality
of Health Care and Patient
Safety Acf'.

Section 2 of the Medical
Practitioners and Dentists Act is

amended-
(b) in the definition of the term
"private practitioner'' by deleting
the expression "as either a
medical practitioner or a dentist
who is also licensed under
section 15 to practise" and
substituting therefor the words
"who practices"

Private practice is centered
around the practice ofthe
medical, dental or community
oral health practitioner.

This should be left to KMPDC to
regulate the private practice of
medicine, dentistry and
community oral health.

SECOND

SCHEDULE

Amendme
nt of
section 2
of CAP 253

Schedule
Provision No.
19.

PART NO
MARGINAL

NOTE

SECTION NO/
PROVISION

NO
PROVISION IN THE BILL RECOMMENDATION JUSTtFTCAT|ON

1



PART NO
MARGINAL

NOTE
I

Amendme
nt of
Section 4
of CAP 253

Schedule
Provision No.
20 (c)

Section 4 of the Medical
Practitioners and Dentists Act
is amended by -
(c) deleting paragraph (fl;

Do not delete Section 4(0 from
cAP 253

lnternship forms part of the
continuum of the regulation of
the training of medical and
dental students.

By dint of this provision, KM PDC

will not be able to effectively
ascertain the quality of
internship training for medical,
dental and community oral
health practitioners.

The Council may consider
administering a post-internship
examination/pre-registration
exa m inatio n.

Amendme
nt of
Section 4
of CAP 253

Schedule
Provision No.
21

Section 4A of the Medical
Practitioners and Dentists Act
is amended in subsection (1)

by deleting the word
"inspections" appearing in
paragraph (c).

Do not delete the word
"inspections" from Section 4A of
cAP 253

KMPDC along with its sister
regulatory bodies within the
East African Community carry
out inspection of medical and
dental schools in fulfillment of
the EAC Treaty and the EAC

Common Market protocol
provisions on the free
movement of goods and
professional services across the
region.
As per the Mutual Recognition
Agreement, KMPDC is the
competent authority in Kenya to
implement the reciprocal
recognition provisions.

2
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Amendme
nt of
Section 5
of cAP 253

Schedule
Provision No.
22

Section 5 of the Medical
Practitioners and Dentists Act
is amended in subsection (3)

by-
(a) deleting paragraph (g);

(b) deleting paragraph (h); and
(c) deleting paragraph (i);

Do not delete Section 5(2) (g)

and (h) from CAP 253

This is to cater for KMPDC to
regulate the training of medical
and dental students as provided
for in the EAC Mutual
Recognition ABreement.

To allow KMPDC to regulate the
trainlng of medical and dental
interns due to the fact that
lnternship forms part of the
continuum of training of a
practitioner to be.

Amendme
nt of
Section 17

of CAP 253

Schedule
Provision No.
17

The Medical Practitioners and
Dentists Act is amended by
repealing section 17.

Section 17 of CAP 253 should
not be repealed, but should be

amended to read as follows:

17. No fees recoverable unless
person licensed under section
14
No person shall be entitled to
recover a charge for medical or
surgical advice
or attendance, or for the
performance of an operation as a

medical practitioner
or dentist, or for medicine which
he has prescribed and supplied
as a medical
practitioner or dentist, unless he

is at the time appropriately
licensed under section 14.

This focuses on the recovery of
fees by a practitioner only if he

is licensed.

3
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Amendme
nt of
Section 25
of cAP 253

Not
considered in
the Bill

Not considered in the Bill

Section 26 of the Medical
Practitioners and Dentists Act is

amended by- (a) adding
subsection (5) that reads as
follows:

(5) That the staff from KMPDC

who handle matters pertaining to
regulation of health facilities, who
may be affected, be considered
for transition to the Quality
Healthcare and Patient Safety
Authority within their existing
terms and conditions.

(6) Where any staff are not
transitioned under this Act, the
Cabinet Secretary for Health in
consultation with the Council
shall ensure an orderly
disengagement.

(7) Provision shall be made for
appropriate separation benefits,
including severance or other
lawful payments.

(8) Adequate funding shall be
provided to settle liabilities
arising from the termination or
variation of affected contracts,
including any penalties or
compensation due under
applicable law.

This is so that the staff currently
handling the function of
registration, licensing,
inspection and disciplinary
matters of health facilities will
not have any loss occasioned by
the transfer to function.

4
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PROVISION IN THE BILL
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RECOMMENDATION



Submitted on this 19th day of March, 2026:

DR. DAVID G. KARIUKI
CHI EF EXECUTIVE OFFICER

KENYA MEDICAL PRACTITIONERS AND DENTISTS COUNCIL

Date: lq q3 2oZA
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MEMORANDUM TO PARLIAMENT
Re: Ihe Quality Healthcare and Patient Safety Bill, 2025 (Gazelled, National Assembly Bill No

41 ot 2025)
From: Dr. Richard Mogeni, Consuftant Obstetrician & Gynaecologist
To: The Departmental Committee on Health, National Assembly
Date: 5th September,2025

1. Position Summary

I appreciate Parliament's commitment to improving the quality of healthcare in Kenya. However,

after reviewing lhe Quality Healthcare and Patient Safety Bill, 2025, I am firmly of the view that
patient safety and quality improvement should not be legislated in a punitive manner.

The Bill's approach risks creating a culture of fear and concealment, undermining systems such

as Maternal and Peinatal Death Surveillance and Response (MPDSR), which depend on open

disclosure. lnstead of genuine quality improvement, we may see superficial compliance,
defensive medicine, and reluctance to care for high-risk patients.

Quality is best advanced by strengthening clinical governanco, supporting professional

self-regulation, and holding government accountable for systemic enablers - staffing, drugs,

equipment, and infrastructure.

2. Concerns in Practice
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1. Criminalisation of Quality Failures
o Clause 19(2) imposes harsh penahies (up to KES 50M or 10 years

imprisonment).
o ln practice, most adverse outcomes stem from systemic failures, not wilful

misconduct. Criminalising them will silence reporting and cripple MPDSR.
2. Linking Financing to Accreditation Scores

o Clauses 23(4) and 68-70 tie SHI access to quality benchmarks.
o Facilities in resource-poor counties will be penalised for government failures

beyond their control. Patients may lose access to care.

3. New Bureaucracy and Duplication



o Clauses 27-29 and 74-31 creale a new Authority with sweeping powers,

duplicating existing regulators.
o This risks more bureaucracy, higher costs, and unfair burdens on private and

faith-based facilities.
4. Lack of Protection for Learning Systems

o The Bill is silent on confidentiality of MPDSR, morbidity & mortality reviews, or
peer reporting.

o \Mthout legal protection, clinicians will withdraw from lhese essential learning
processes.

5. Government Accountability is Miseing
o The Bill places penalties on providers but not on govemment when shortages,

slock-outs, or poor infrastructure directly cause preventable deaths.

3. Way Forward

Strengthen Clinical Governance: lnstitutionalise quality improvement teams, morbidity
& mortality reviews, and intemal dashboards in every facility.
Protect Learning Syeteme: Legally guarantee confidentiality of MPDSR and internal Ql
processes.

Empower Profess ional Self-Regulation: Recognise specialist societies and councils
as custodians of standards and peer review.
Use lncentives, Not Punishment: Link accreditation to phased support, mentoring, and
performance-based incentives.
Hold Government Accountable: Enforce obligations on stafiing, drugs, supplies, and
infrastructure.

4. lnternational Lessons

o UK NHS: Shifled from punitive inspeclion to a Jusf Culture focused on learning.
o South Africa (SafeCare): Voluntary, stepwise accreditation supported by lSQua.
o Rwanda: Performance-based financing tied to outcomes, backed by supervision and

support.

5. Conclusion

a

a

a

a
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I respectfully recommend that Parliament

o Withdraw or substantially amend the Bill in its current form.

o Adopt a National Policy on Patient Safety and Clinical Governance anchored in

professional leadership, non-punitive reporting, and systemic accountability.

Annex: Suggested Draft Amendments

Amendment 1 - Clause 19(2): Criminal Penalties
Replace with:

"A person who wilfully or recklessly causes harm to a patient by an act or omission amounting to

gross negligence or criminal conduct shall be liable underthe Penal Code and relevanl
professional disciplinary procedures.

Non-compliance with administrative requirements shall attract coneclive action plans,

suspension of accredilation, or fines as may be prescribed.'

Amendment 2 - New Clause: Confidentiality of Learning Syatems
lnsert after Clause 21:

"Records from MPDSR, morbidity & mortality reviews, peer review sessions, or quality

improvement forums shall be confidential and inadmissible in criminal or enforcement
proceedings, except where independent evidence of wilful misconduct exists.'

Amendment 3 - Clause 23(4): Accreditation and SHI Access
Replace with:

"Access to the Social Health lnsurance Fund shall be based on minimum safety standards.

Facilities not meeting higher benchma*s shall be given phased compliance plans and technical

support before suspension or withdrawal is considered."

Amendment 4 - Clauses 27-29; The Authority

"The Authority shall act primarily as a supportive accreditation and capacity-building body. lts

Board shall include representatives from regulatory councils and at least three specialist
professional societies."

Amendment 5 - Clauses 68-70: Penalties

The Bill's intentions are commendable, but in its current form, it risks doing more harm than
good. A punitive legal framework will undermine transparency, weaken MPDSR, and increase

bureaucracy.



Amendment 6 - New Clause: Government Accountability

"The National and County Governments shall ensure adequate staffing, medicines, equipment,
and infrastructure. Where government failures materially contribute to poor outcomes, the
responsible entity shall be held accountable through reporting to Parliament and sanctions
prescribed in regulations.'

Amendment 7 - Clauses 74-81: lnspection Powers

"lnspections shall be conducted by teams including clinical experts. Reports shall distinguish
between failures caused by government under-resourcing and those attributable to facility
management."

Signed:
Dr. Richard Mogeni

Consultant Obstetrician & Gynaecologist,Masters in the Biotechnology of Human Assisted
Reproduction and Embryology(lVl valencia),Trainer or Trainers Joint commission
lnternational on Patient Safety
Deputy Direclor, Reproductive Health and Head of MatemaLFetal Medicine, Moi Teaching and
Refenal Hospital
Tel'. +254-722998250

\

E-mail: richardmogeni@mtrh. go. ke

"Failure to meet quality targets shall first attract supportive interventions (improvement plans,
technical support, mentoring). Penalties may apply only where a facility persistently refuses
corrective measures.'
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SUBMISSIONS BY THE KENYA MEDICAL PRACTITIONERS AND DENTISTS COUNCIL
' ON THE QUALITY HEALTHCARE AND PATIENTS SAFETY BILL

' (runnotrrAt lssEMBLy BILL No. 42 oF 2o2sl

The Kenya Medical Practitioner and Dentists Council (hereinafter referred to as "Council" or

"KMPDC') is established as a statutory body underSection 3 of the Medical Practitioners and

Dentists Act (Cap 253) with the mandate to regulate the training and practice of medicine,

dentistry and community oral health within the Republic of Kenya. The Council is also

mandated by CAP 253 to regulate health facilities in the country.

The Council has reviewed the Quality Healthcare and Patient Safety Bill (National Assembly

Bill No. 42 of 2025) and presents this submission to provide input on specific provisions that

may affect the regulatory framework established under the Medical Practitioners and

Dentists Act (Cap 253). The submission is intended to support a clear and consistent

legislative approach to healthcare regulatlon in Kenya.

The Council's recommendations focus on proposed amendments that touch on critical areas

such as the regulation of internship training, inspection of medical and dental schools,

licensing of practitioners, and enforcement mechanisms. KMPDC notes that some of the

proposed changes could affect its ability to effectively discharge its mandate, particularly

vriith regard to training oversight and compliance with regional obligations under the East

African Community frameworks.

This submission sets out specific clauses where amendments or retention of existing

provisions are proposed, togetherwith the rationale for each recommendation. The Council

remains available for further engalement to ensure alignment between the objectives of the

draft Bill a4dthe:existing legal and institutional framework.
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1. INTRODUCTION
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2. SUMMARY OF KMPDC'S SUBMISSIONS

2.1. lnternship Oversight

. The Bill proposes removing KMPDC's role in inspecting and accrediting facilities for

internship and training.

o KMPDC states that internship is part of the training continuum and should remain under

its regulation.

. This is so that KMPDC can ascertain the quality and level of internship training prior to

their registration and licensing as medical, dental and community oral health

practitioners.

o Devoid of this, the Council shall consider a post-internship or pre-registration

examination for all practitioners.

2.2. Definitlon of Private Practice

. KMPDC recommends that the regulation of private practice for medical, dental, and

community oral health practitioners should remain under its authority.

2.3. lnspections - Sectlon 4A

o The Bill removes the word "inspections" from the lnspections, Licensing, Finance and

General-Purpose Committee.

r KMPDC recommends retaining it, noting that it conducts inspections of medical and

dental schools in line with East African Community (EAC) agreements on recognition of

qualiflcations.

o This is also to allow KMPDC to inspect teaching hospitals (as part of the trainin9,

internship training centers and post-graduate collegiate centers.

2.4. Regulation of Training - Section 5

. The Bill deletes provisions on KMPDC's role in regulating traininS.

o KMPDC recommends retaining these provisions to continue overseeing medical and

dental training, including internships, in line with EAC agreements.
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2.5. Recovery of Fees - Section 17

r The Bill repeals Section 17 on recovery of fees by practitioners.



KMPDc proposes amending instead, to specify that only practitioners licensed under

Section 14 may recover fees.

2.6. Transition

. Under Section 26 (2), it is the Council's request that the staff from KMPDC who handle

matters pertaining to regulation of health facilities, who may be affected, be considered

for transition to the Quality Healthcare and Patient Safety Authority within their existing

terms and conditions.
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3. SUBMTSSION ON THE QUALITY HEATTHCARE AND PATIENT SAFETY BILL
The Council hereby submits as follows

PART III -
ADMINISTRA
TION OF

QUALTTY OF
HEALTHCARE

Functions
of the
Authority

Section No.2g
(l)

The functions ofthe
Authority shall be to_
(l) inspect and accredit health
ractttties for purposes of
,nternship and training;

Delete paragraph (l)

.Bldint of this provision, KMpDC
will not be able to effectively
ascertain the quality of
nternship. training for medical,
oental and community oral
health practitioners.

The Council may consider
administering a post_internship
exa mi nation/pre_registration
examination.

nterns h formp s topa eth
con tin U U m to the r U a t oneg ofthe t ra n n of mtl de ca a nd

dstu en ts

SECOND
SCHEDUTE

Amendme
nt of
Section 2
of CAp 253

Schedule
Provision No.
19.

Section 2 of the Medical
Practitioners and Dentists Act
rs amended_
(b).in the definition of the term-pnvate practitionef, bv
deleting the expressiori

:::i,:" 15" and substitutins
t191er9r the words,the euatityof Health Care and patient
sateryAcf,.

(b) in the definition of the

ractices,,

ra

sect on 2 of the Med ca
P ct t one rS a dn Act
S am ne ded-

nva

re

et rm tep ar ct,tp one(' by
ex SS iop n

a em d ca
ro a dentiSt who S a so
cenS de und re 5 to
ract Se"p a nd S ubst tUt nItherefo r the ho

Private practice is centered
around the practice of the

llll._. t, 
9"",at or comm u n iryorat health practitioner.

This should be left to KMpDC to
Iegylate the private practice ofmedicine. dentistry and
community oral health.

PART NO MARGtNAt
NOTE

SECTION NO./
PROVtstoN

NO
PROVISION IN THE BILT RECOMMENDATION

JUST!FtCATToN

rt

dental

Dentists

thedeleting
"as

either practitioner

section 1

words

1



Bv dint of this Provision' KMPDC

",irino, 
be able to effectivelY

ascertain the quality of

i *ntn'P,"ining for medical'

l"n,"t unO communiry oral

health Practitioners'

The Council maY consider

,Orninirt"ting a Post-internshiP

Lxamination/Pre-registration
examination '

dental students'

ehtfortsmrof pahSn(ten p
foontiaeIeht guofmuunntioc

dnademfonnatr cteht

Do not delete Section 4(f)

from CAP 253

Section 4 of the Medical

Pi"oi,ion"rt and Dentists Act

is amended bY -
(c) deleting ParagraPh 

(fl;

Schedule
Provision No'

20 (c)

Amendme
nt of
Section 4

of CAP 253

orovisions on the free

movement of goods and

proi"ttion"r services across the

ato

ion

Afri

ret5 StSna UCDP bKM
ehtnhtwi5edob
(acnU rymm rtyocnacstaE

dnacademofnocte5ntu po
ofntemlfiufnSoohcSntaed

cAEerTc atyEAeth
kr etaMnommC

onreg
iroecRa gnutuMehtreAs p

ehtcDPKMem nt,eeAgr
eKnIothUatnetemco

Do not detete the word

f nsPeaions" trom Section 4A

of CAP 253

Section 4A of the Medical

Piaaition"ts and Dentists Act

i, amenO"a in subsection (1)

bv deleting the word

"inspections" appearing tn

paragraPh (c)'

Schedule
Provision No'

21

Amendme
nt of
Section 4

of CAP 253

2

JUSTIFICATIoN
RECOMMENDATTON

PROVISION IN THE BILLsEcTlo N NO/

PROvlsloN
NO

MARGINAL
NOTEPART NO

ical

with

regulatory

theand
protocol

is



impleme nt the reciprocal
recognition provisions

Amendme
nt of
Section s
of CAp 253

Schedule
Provision No.
22

I Section 5 of the Medical
Practitioners and Dentists Act
rs amended in subsection (3)by-
(a) deleting paragraph (s).
(b.) deteting paralraph iii 

""0(c, deleting paragraph (i)

?":.::detete Section 5(2) (g)
and (h) from CAp 253

.r-"_.",Jo* 
KMPDC to regulate thetraining of medical 

"ni d"nt.l
tnterns due to the faft that
rnternship forms part of the
continuum of training of apractitioner to be.

fo
ra

fo

Th S o ca t re r P DC ot
er U a tte6 eh t n n to6 ca

a n dd enta ts du ents aS rovt edp dr tn eh E A C M
R ce o n t o nI

Amendme
nt of
Section 17
of CAp 253

Schedule
Provision No.
17

The Medical practitioners 
and

-"^"-1,1:* 
Act is amended by

repealing section 17.

17.. No fees recoverable
unless person licensed
undersection 14
No person shall be entitled torecover a charge for medical
or surgical advice
or aftendance, or for the
Performance of an operation
as a medical practitioner

Sect on ,|
7 of CAP 253 hs Uo dn t be bu t sho U d

be amended to re da sa

for medicine
prescribed and
rnedical

or dentist, or
which he has
5U lied as a

Thjs focuses on the recovery of
l:':: by, practitioner onty if he
rs licensed.
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PART NO MARGINAL
NOTE

SECTI ON NO/
PROVISTON

NO
PROVTSION IN THE BILL RECOMMENDATION

JUST|FtcATtoN

KM

medi

utua I

Agreement.

follows:

repealed,

------._-_--_..-



he is at the time

"ppioPtiut"fY 
licensed under

section 14

ntist, unlesspractitioner or de

This is so that the staff currentlY

handling the function ot

resistration, licensing'

inlpection and disciPlinary

;-ttert of health facilities will

"oiiu"" 
anY loss occasioned bY

the transfer to function'

is amended bY-'- - 
(a) adding subsection (5)

that reads as follows;

Healthcare and Patien

AuthoritY within their

terms and conditions'

Medical
Dentists Act

Section 26

Practitione

of the
rs and

moffafftSehttaTh5
rSettamednahohcDPMK foontlaertonn gurtae 8p

ebmao vwheStcafhItaeh (otderedSnocbedeectTTa
aue rythot ont o5natr

efaSt ry
nStxe c

Not considered

in the bill

Amendme
nt of
Section 26

of CAP 253

Sub ed bY

DR. DAVID G. KARIUKI

CHIEF EXE CUTIVE OFFICER

5th SePte mber 2025
Date:
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Not considered in the bill
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T.O INTRODUCTION, BACKGROUND AND CONTEXT

This memorandum of objects is cited in CoNSIDERATION OF THE PHARJIIACY Al{D POISONS

(AMENDMENT) BILL,2O24

2.0 CONSIDERATIONS

NO CLAUSE PROPOSAI, JTJS'I'IFTCATION

Second Schedule: Conse uential Amendments to oiher Acts

THE
CONSTITUTION
OF KENYA.
FOURTH
SCHEDULE Part

I. NATIONAL
GOVERNMENT
27. Health policy.

The Clause
proposes the

Nationa.l

Govemment to
establish Health
Policies in favour of
the constitutional
righls of every

Kenyan.

Focus should on the
Cabinet secretary of Health

eslablish and publish the
Ministry organogram with
directorates aligned to all
regulalory bodies and
Ministry divisions under
each established directorate
and secondmeats to other
Ministries departments and
agencies.

The constitution justifi es organization
structures to ensure national govemment

runs seamlessly.

THE
CONSTITUTION
OF KENYA.
FOIJRTTI
SCHEDULE Part
2. County health

services,
including in
particular (a)

county health

facilities and

pharmacies; (b)
ambulance

services;
(c) promotion of

primary health

care;

The Clause

proposes the county

Govemment to
establish Health
services in favour of
the mnstitutional
rights of every

Kenyan.

Focus should on the CEC
of Health establish and
publish the Ministry
organograrn with
directorates aligned to all
regulatory bodies ard
Ministry divisions under
each established
directorate.

The constitution justifi es organization
structures to ensure county govcfnment

runs seamlessly.

CAP 241 Health
Act & Clause 94
Subsections 2 (q)

Amendment of
section 2 of Cap.
241 B deleting the
definition ofthe
term
*healthcare

services" and
substituting therefor
the following new
definition
'healthcare
services" means the
prevention,

All Premises are in the
Addendum I

To be aligned with Clause 44 of the Act
and Clause 94 Subsection 2 (q). The
Food and Drug Administration, the most

stringent Health Products authority in

the world, places food, Drugs, Medical
devices, radiation-ernitling products,
vaccines, blood, biologicals, animal and
veterinary products, cosmetics, and

tobacco products, as secn on their
wcbsite. h //www.fda ov/ AIso
European Medicines Agency
httos://www.ema e u ro oa. eu/en/h u man-

reeulatory-overvierv
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promotion,
education, medical
diagnosis,
management or
alleviation of
disease, illness,
injury, and other
physical and mental
impaiments in
individuals,
delivered by
healthcare
professionals
through the
healthcare system's
routine health
services including
mortuaries, funeral
homes and parlours,
home care centres

or its emergency
medical care
services; and 94. (l)
The Cabinet
secretary may, in
consultation with
the Board, make
Regulations for the
better carrying into
effect of the
provisions of this
Act.(2) Without
prejudice to the
generality of
subsection (l), the
Cabinet Secretary
shall make
Regulations for (q)

categories of health
facilities.

CAP 241 Health
Act & Clause 94
Subsection 2 (q)

Amendment of
section 2 of Cap.
241 A deleting the
definition of the
term
"healthcare
services" and
substituti ng
therefor the
following new
definition
"health care
provider" means the
prevention,
promotion,
education, medical
diagnosis,
management or
alleviation of
disease, illness,
injury, and other
physical and mental
impairments in

Aligned and assign all
healthcare professionals
connected thereof and
incidental to the
Amendment of CAP 241

Section B, CAP 244,CAP
245 and any other act
before the bill is enacted to
an act-

To be aligned with Clause 44 of the Act
and Clause 94 Subsection 2 (q), CAP
241, Clause 46 Subsection C.
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individuals,
delivered by
healthcare
professionals
through the
healthcare system's
routine health
services, including
mortuaries, funeral
homes and parlours,
home care centres
or its emergency
medical care
services-

CIause 29 proposcs
Social Proteaion
benefits

I propose that inclusion
facilities offering
healthcare services
registered under this clause

be included in this bill.

This is to ensure that healthcare provided
under the social protec{ion act is uniform
with this bill.

PERSONS wlTH
DISABILITIES
ACT NO. 4 OF
2025

Clause 24 proposes
right to health for
people with
disability

Person with disability to
include in the interpretation
of a patient clause 2

Persons with disabilities act 4 of2025
clause 2 defines a person with disability
as someone who requires long term care.

'persons with disabilities" includes
persons with long term physical, mental,
intellectual, developmental or sensory

impairments, including visual, hearing or
albinism, which in interaction with
various barriers may hinder their full and

effective participation in society on an

equal basis with others.

PERSONS WITH
DISABIL]TIES
ACT NO. 4 OF
2025

Clause 25 proposes
the right ofpeople
with disability to
participate in Health
programmes.

To be included in all the
mandates of the act.

To be included in all the mandates ofthe
act.

NO CLAUSIi PROPOSAL JUSTIFICATION

Clause 6 (g) establish digital
reporting systems,
integrated to the
Comprehensive
Integrated Health
Information System
established under
the Digital Health
Act, to track quality
metrics and adverse

events.

Insert ofa New subsection
immediately after Clause 6
(G) Subsection H. The
provision of this act shall
be subject to further
control of the Strategic
Goods Act.

The Clause qualifies in the interprctation
of the act; clause 2; National control
goods means strategic goods, and
technolory, langible or intangible, that
are placed under unilateral controls for
reasons of national security, foreign
policy, anti-termrism, crime control or
public health and safety.

Clause 8

Subsection 2 (d)
Respond to medical
emergencies and

make provision for
access to emergency
medical care
through the national
health emergency

Insert of New subsection
immediately Clause
Subsection 2 (d)
Subsection 2 (e) The
provision of this act shall
be subject to further
conrol of the Strategic

4

Social Protection
Act No. 12 of
2025



communication
centre maintained
by the Digital
Health Agency

Clause 46
Subsection C

Evidence lhat the

health facility is to
be operated or
managed by a
healthcare
professional
registercd by a
relevant regulatory
body;

This reduces double jeopardy to
healthcare professionals paying
professional fees to different authorities,
and introduction a unified licence.

Clause 46 B Insert a new subsection
after Clause 46 (b) iv. That
application must be
accompanied by
registration of the
superintendent of lhe
facility and the
superintendent of each
departnent, including
speciality clinics, in one
unified licenc€.

This reduces the risk of double jeopardy
for healthcare professionals who pay
professional fees to different authorities
and introduces a unified licence.

Clause 50 Clause 50 Licence Insert a new subsection
two after subsection 1.50.
(l ) A person who wishes to
operate a health facility
shall, after being registered
under section 47, apply for
an annual licence from the
Authority. Subsection A
person who wishes to
operate a health facility
shall, aller being registered
under section 47, apply for
an annual licence for all
superi ntendents of each
department, each speciality
clinic and health
professionals

This reduces the risk of double jeopardy
for healthcare professionals who pay
professional fees to different authorities
and introduces a unified licence.

Clause 5 I Clause 5 I
Application for a
licence.

Insert of New subsection
immediately Clause 5l (F)
Subsection G. The
provision of this aa shall
be subject to further
control of the Strategic
Goods Act.

The Clause qualifies in the interpretation
ofthe act; clause 2; National control
goods means strategic goods, and
technologl, tangible or intangible, that
are placed under unilateral controls for
reasons of national security, foreign
policy, anti-terrorism, crime control or
public health and safety.

Clause 78
Conduct of
Inspection

Clause 78 Conduct
of Inspection;
inspect the
conditions and
services provided by
the health facility;
and

Insert Before conducting
the inspection, the
inspector shall contact the
main contact of the facility
before entry. lnspection
shall be done with the
facility representative.

Clause 78
Conduct of
Inspection

Clause 78 Conduct
of Inspection;
inspect the
conditions and

Insert An emergency
inspection shall be
accompanied by a court
warrant.

5

Goods Act.

Insert registered and
retained under this act.

Clause 46 (b)
proposes a
description ofa
health facility,
specific information
or activity,
including-



services provided by
the health facility;
and

Clause 78
Conduct of
Inspection

Clause 78 Conduct
of Inspection

Insert new subsection C

afier Subsection that
reports findings shall be
shared with lhe facility, as

prescribed in the
authorities' charter.

Clause 22 establish systems
for the safe use,

storage and
adminish-ation of
health products and
technologies,
integrated to the
Comprehensive
Integrated Health
Information System
established under
the Digital Health
Act;

Insert ofa New subsection
immediately after Clause
(c) Subsection H. The
provision of this act shall
be subject to further
control of the Strategic
Goods Act.

The Clause qualifies in the interpretation
ofthe act; clause 2; National control
goods means strategic goods, and

technolog/, tangible or intangible, that
are placed under unilateral controls for
rearcns of national security, foreign
policy, anti-terrorism, crime control or
public heallh and safety.

Clause 5l
Application for a

licence.

Clause 5l proposes
an Application for a
licence. (f)
particulars of a
digital health
solution that has

been certified by the
Digital Health
Agency to be used

by the health
facility;

The Clause qualifies in lhe interpretation
oflhe act; clause 2; National control
goods means strategic goods, and

technolos/, tangible or intangible, that
are placed under unilateral controls for
reasons of national security, foreign
policy, anti-terrorism, crime control or
public health and safety.

Clause 60 Clause 60 proposes

an Application for
accreditation to
provide proofof
listing of the health
facility in the
facility registry in
the Comprehensive
Integrated Health
Information System
established under
the Digital Health
Act.

Insert of a New subsection
immediately after Clause
(H) Subsection I. The
provision of this act shall
be subject to fu(her
control of the Strategic
Goods Act.

The Clause qualifies in the interpretation
of the act; clause 2; National control
goods means strategic goods, and
technolory, tangible or intangible, that
are placed under unilateral controls for
reasons of national security, foreign
policy, anti-terrorism, crime control or
public health and safety.

Clause 70 Clause 70 proposes
a Register of health
facilities.

Ins€rt Subsection H after
G. The provision ofthis act

shall be subject to funher
control of the Strategic
Goods Act.

The Clause qualifies in the interpretation
ofthe acq clause 2; National control
goods means strategic goods, and

technolory, tangible or intangible, that
are placed under unilateral controls for
reasons of national security, forcign
policy, anti-terrorism, crime control or
public health and safety.

Insert of a New subsection
immediately after Clause
(f) Subsection G. The
provision of this act shall
be subject to further
control of the Strategic
Goods Act.

Addendum I

1. All marketing authorization holders under the Veterinary Act
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2. AII distributors of Vetednary producs
3. All retailers of veterinary Products.
4. Add additional categories to indude the
5. AJI departments and agencies under the Ministry of Hedth
6. All food ptocessors t''"ting production of foods rx,ith molecules listed schedules of CAP 244 or

promote the word healthy in their l2bel daht
7. Atl Health Data Collectors

8. All Health Surveys Outputs
9. AII Health Data bandlers

10. All Human Wellness Business

1 1. All LTRS to be registeted as single entities, all food ptocessots producing foods with molecules

listed in schedules of CAP 244 or promoring the wotd' heafthy' in their label claims.

12. All manufacturers of Schedule 1 and Schedule 2 tradet Cz;p 244

13. All ministries with seconded health professionals
14. A.ll nuuition manufachrers and distributors
15. All Physiotherapy Centtes

16. All premises with bordedine ptoducts
17. AII Scientific Offices under the Ministry of Hcalth
18. All shops selling bord"'line products
19. All shops selling bordedine products
20. Manufacnres of Schedule 1 and Schedule 2 under CAP 244

21. All shops selling herbal producs
22. All shops selling hetbal products
23. AII Social media companies prola6ting Healdr-

24. AII sporting camps.

25. All Sporting Facilities

26. AII Sportiog wents.
27. All supermarkets
28. All FMCG ttaders

29. Nl tadets/ Distolbutors of schedule 1 and 2 dl FCIr,lG traders, Nutrition Manufacturers and

Distributors
30. All tradets/distributors of Schedule 1 and Schedule 2 under Cap 244

31. Any instinrtion 'rith treament facilities aad rooms
32. Approved schools
33. Colleges vith teatment facilities

34. Contractor sites.

35. Cosmetics premises
36. County assembly involved in hedth committees
37. Drtz Health Info'm"tioo Companies

38. Drgtal Health Aedemies
39. F;rch locd technicd repteseotadon undel CAP 244 phamtacy and poisons

40. Each local technical rqxesentative under the Medicd Lab Board
41. Each local technical representative undet the Veterioary Act premises

42. E;rch marketing authodzation holder under Cl\P 244

43. Each marketing authorization holder undet the Medical Lab Board

44. Food and beverage premises labelled healthy and promoting healthy habits.

45. Health Inforrnation Creatots

46. Health Infotm"liorr Js"m^lis6
47. Hrrrn^q Research Centres

48. Individuals and companies offering home care sen ices

49. In-house Mental tooms
50. Insurance Companies
51. Insurance P!(rcessors
52. Kenya Natiooal Bureau of Satistics
53. Keoya Population Cormcil
54. Medicd Camps
55. Medical Tdevision Shows

56. Members of the national assembly and

7



57. Ministry of Health
58. Mobile clinics and facilities
59. Offsite public cngagcment with temporary movir:g dinics
60. Public bene6t organizations
61. Patient focus groups. Radio shows promoting health

62. Rehabiliation and substance tecovery centres
63. Pdmary and secoodary schools vith any treatment facilities

64. Shops cosmetics and beauty
65. Healthcare worlers all shops selling Nutraceuticals
66. Vetetinary premises
67. Wodd bodies operati"g in Keoya, zuch as the Wodd Health Orgaoization, UNICEF
68. AII Tobacco lvlanufacturers
69. All Tobacco distdbutors.
70. AII radiation-emitting Manufacturers.
71. All radio-emitting distoibutors.
72. All radio-errritting distributots qf lg5ring desices.
73. All Premises registered r:ndet the Persons with Disability A ct 8 2025
74. All premises registered under the Socid Ptotection Act ro 72 of 2025
75. AJI patient focus gtoups and public benefit organization regrstered under the Pcrsons with disability

acts number 08 2025

8
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KENYA
ACCREDITATION
SERVICE
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o

gth September 2025Our Ref: KENAS/LG/O1

Mr. Samuel Njoroge, CBS
Clerk of the National Assembly
Parliament Buildings
P O. Box 41842
NAIROBI ls js=01(

ns
Dear

SUBMISSION OF KENYA ACCRED]TATION SERVICE COMMENTS ON THE
DRAFT QUALITY HEALTHCARE AND PATIENT SAFETY BILL, 2025

The Kenya Accreditation Service (KENAS) hereby submits the following consolidated
comments on the Draft Quality Healthcare and Patient Safety Bill, 2025, currently
under consideration in Parliament.

Our proposals aim to: Align the bill with international best practices as conceptualized
in ISO/IEC standards; harmonize the draft law with existing legislation mandating
accreditation of conformity assessment bodies; and strengthen Kenya's national
quality and patient safety infrastructure in a coherent and sustainable manner.

Should the National Assembly require further technical inputs, including participation
in stakeholder consultations the service is ready to provide further input towards
ensuring that the law attains a greater good for the people of Kenya.

We appreciate your consideration of our inputs and remain committed to advancing a

healthcare quality framework that assures safe, reliable, and globally recognized
services for all Kenyans.

Yours
(------>-
),1

NA

Dr. Ongeti

#* N1'^72'

t

-o

O

I 1

CHIEF EXECUTIVE OFFICER
WON/wny

CC: Dr. Juma Mukhwana, CBS

Principal Secretary
State Department for lndustry
Ministry of lnvestments, Trade and
P.O Box 30418-00100
NAIROBI

Kenya Accreditation Strtrf66fo6 Masaba Road, Upper Hitl
o20 484 0000 | P. O. Box 474oo - 00100, Nairobi, Kenya
inro@kenas.go.ke

A.RT,t1

\r.t
aRECEI\IEi)

15 SEP 2025

A Stale Corporation under the Ministry ol lnvestments, Trade & lndustry

lndustry

KENAS.go.ke

As Kenya's sole national accreditation body, established under the Kenya
Accreditation Service Act CAP 4964, the Service plays a pivotal role in ensuring the
competence, impartiality, and credibility of conformity assessment processes across
sectors, including healthcare.
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KA{A,t KENYA
ACCREDITATION
SERVICE

GoMMENTS ON THE DRAFT QUALIW HEALTHCARE AND PATIENT SAFEW BILL, 2025

The nature of accreditation
defined in the section and
assigned to the authority
under Section 28(0 in the Bill
is third party attestation of
competence, to international
standards for healthcare
facilities.

This is a mandate allocated
to National Accreditation
Bodies (in Kenya, the Kenya
Accreditation Service) under
ISO/IEC 17000 Standards
series more specifically
ISO/I EC 17 O1 1 :2012 which
is domesticated in Kenya
through the Kenya
Accreditation Service Act
CAP 497A Laws of Kenya.

The Quality Healthcare and
Patient Safety Authority may
therefore be a certifier
certifying quality healthcare
to ISO 7101:2023
(Management systems for
healthcare organizations) or
a locally established
standard but not an
accreditation body under
ISO/lEC 1 7000 Standards
series.

The change will ensure that
the Bill does not conflict with
the Kenya accreditation
Service Act and tat there is

Substitute the phrase
accreditation for quality of
healthcare

ce rtific ati o n fo r q u a I ity
healthcare

with

1 Section 2.
lnterpretation
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No

coherence with the
established principles on
structuring of national quality
infrastructu re institutions
Defines the word
accreditation as shall be
used underte proposed
section 46(cc),61(e)

lntroduce a definition of the
term accreditation reading as
follows
"Accreditation" means an
attestation by the Service
established under the Kenya
accreditation Service Act that a
medical laboratory is competent
to carry out specific conformitY
assessment tasks

2 New

Section 23
Functions of
the Authority
(Subsection
4l

4 Section 28
Quality
improvement
(Paragraph
(0)

Refer to the justification in
respect to Section 2 row 1

above

Substitute the word
a cc re d it ati o n w rlh ce rtifi cat io n

PART !V_
REGISTRATI
ON,
LICENSING
AND
ACCREDITAT
ION OF
HEALTH
FACILITIES
(Section 58,
59,
60,61,62,63,6
4,65 & 66)

5

Medical Laboratories are
conformity assessment
bodies. Under Section 10A
(1) ofthe Kenya
Accreditation Service Act, all
Conform assessment

lntroduce a new paragraph
after paragraph (c) worded as
follows;

(cc) evidence that the health
facility laboratory is

6
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Proposed AmendmentProvision

3.

Section 46
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bodies shall be accredited
under the Act.

For medical laboratories, this
accreditation is mandatory to
ascertain compliance to ISO
'15189 to ensure global
alignment; addresses high-
risk areas; strengthens
patient safety; preserve
Kenya's international
credibility; and assist the
authority carry out its
regulatory mandate by
covenn Sexistin a

accrcdited under the KenYa
Acc reditation Seruice Act.

Ensures global alignment;
addresses high-risk areas;
strengthens patient safety;
preserves Kenya's
international credibility;
closes re Sulato a

Amend the subsection to read
as follows;

(e) accreditation of medical
laboratory.

Section 61(e)

- Healthcare
Standards

7

This will facilitate a one
government approach in
ensuring quality in
healthcare wherein
sanctions for noncompliance
to quality requirements will
attract similar
cons ue nces

(aa) its medical laboratory is
suspended or withdrawn from
accreditation under the KenYa

accreditation service Act.

Section 568

Tr r.tst

_->

Justification for the
Proposed Amendment

Proposed AmendmentProvisionNo

lntroduce a new subsection
after subsection (1Xa) to read
as follows
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MINISTRY OF HEALTH

PHARMACY AND POISONS BOARI)

Telegram: "MINHEALTH" Nairobi
Telephone: +254 7O9 77O IOO
Cellphone: +254 72O 608 811
Email: admin@pharmacyboardkenya'org
Website : www- pharmaryboardkenya. org

When replying please quote our ref No':

Pharmary & Poisons Board Hse
Along Lenana Road
P.O. Box 27663-00506
NAIROBI

,\d
PPB / PAR/VOL.\\ I LDT I 35 I 2S 5e September,2O2S

The Clerk
National Assembly
P.O. Box 4L842-OOIOO
NAIROBI

Dear Sir,

RI: MEMORAIYDUM ON THE QUALITY
BILL, 2025; PROPOSED AMENDMENTS TO THE PIIARMACY AND POISONS ACT

lcAP 2441

A. Introduction

Reference is made to the above subject matter and the invitation from the National
Assembly published on 22"d August 2025 inviting submission of Memoranda
regarding the Quality Healthcare and Patient Safety Bill, No 4 of 2025.

In light of the above, the Board hereby submits this memorandum highlighting
comments and suggestion regarding the proposals in the draft Bill specifically, those
outlined under the consequential amendments. The same is anaTyzed against the
potential resultant effect to the implementation of the Act as it pertains regulatory
authority and the broader pharmaceutical governance framework.

ISO 9001:2O15 Certified
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AND PATIENT SAFETY

The Pharmacy and Poisons Board ("the Board"), is a statutory body and the National
Medicines Regulatory Authority established under the Pharmacy and Poisons Act,
Cap. 244 of the Laws of Kenya (hereinafter "the Act"), mandated to regulate the
practice of pharmacy and ensure the quality, safet5r, and efficacy of medicines and
health technologies available to the public.



The submissions are aimed at offering constructive guidance to ensure alignment
with established legal structures, international best practices, and Kenya's public
health goals.

The practical challenges facing PPB if the Bill is enacted in the current
form.

i.Non-compliance with Global Regulatory Standards
The Board, being the regulator for health products and technologies, must be
ranked with other similar regulators by the World health Organization (WHO)
and accordingly designated a maturity level based on an established criteria
known as the Global Benchmarking Tool (GBT).

A strong regulator that meets international standards for quality, safety and
efficacy is designated under Maturity Level 1 (ML. 1) . The Board seeks to attain
ML.3 which would translate to the ability to independently regulate medical
products in accordance with the global standards. The assessment is focused
on the following nine essential regulatory areas which must be domiciled within
a single regulator;

National Regulatory System
Registration and Marketing Authorization
Vigilance
Market Surveillance and Control
Licensi Premises
Regulatory Inspections
Laboratory Access and Testing
Clinica-l Trials Oversight
National Lot Release

ii.Ongoing UIIIO GBT Assessment
Currently, the Board being the regulator for Kenya's health products, is
undergoing the WHO assessment seeking to determine how it is effectively
undertaking the aforementioned regulatory functions towards ensuring quality,
safety and efhcacy of health products and technologies within the country.

The proposed Bill seeks to relieve the PPB of some key regulatory functions as
outlined herein below with the resultant effect that it will not have the capacity
to effectively cover all regulatory areas as required by WHO and global
standards.

1

2

J

4
b
6
7

8
9

2
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Proposed ChangeCurrent Provlslon
lBefore Amendqetrt)

Sectlon

DeletedMandates PPB to
inspect and license all
manufacturing
premises, importing and
exporting agents,
wholesalers and
distributors,
PAamaeiee;-inetuains
@
@
eutlete

Section
3B(2)(r)

Approve and license the
premises for the
practice by pharmacists
and pharmaceutical
technologists under this
Act

DeletedSection 38
(3li

RepealedSectlon 20

Section 23

Implicatlon/Effect I

The need for th
and license

e PPB to inspec
pharmacies

including those in hospitals
and clinics is to ensure
compliance. The enforcement
of bglb. standards and
requirement ensure there is
sJmerry in seeking to ensure
maintenance of high quality
standards
pharmacy

1n practice of

It is a key regulatory function
outlined by WHO on licensing
function of a tor
The justifrcation in having the
Board to approve and license
tJle premises for the
pharmacist and
pharmaceutical technologist
also ensures synerry in
enforcement of standards.

function of a tor
The need for display of
registration and enrollment
certifrcate is to ensure effective
enforcement so that only the
duly licensed professionals
superintend premises. It
further acts as a mechanisms
to guarantee access to
information.

It is a key regulatory function
outlined by WHO on licensing
function of a re tor
The registration of premises rs
critical in enforcement. The
products must be held bY dulY
qualified profes sionals.
It is a key regulatory function
outlined by WHO on licensing

t

Provides for
registration of
premlses for
pharmacist and
Pharmaceutical
Technologists and

Repealed

3

related rouslons function of a re lator

The matrix below outlines the effect of the proposed legislative changes on the

Act in line with the Consequential .dmendments thereto;

It is a key regulatory function
outlined by WHO on licensing

Frovides for
pharmacists to display
name and registration
certificate



Establishes the Board's
power to close premises
in speclfic situations.

Section 23A

Section 44
(1)mb

Powers of the Board in
consultation with the
Cabinet Secretar5r to
make Rules on the
standards and practice
of pharmacy

Deleted

May pose imminent risk to
public health ald safety by
creating a regulatory gap that

S oversight ln non-
compliant premises, exposing
the blic to uns actices
The provision is critical for thei

1n outlining
ard practice of

It is a key regulatory function
outlined by WHO on licensing
function of a re ator

Board
standards
pharmacy

trre I
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Cabinet Secretary
Ministry of Health
P.O Box 30016-00100
NAIROBI

4

Copy to:

C. Conclusion

Currently, the Board has aligned its marrdate with these global standards, ensuring
Kenya's recognition as a competent regulator currently operating at Maturity l*vel 2.
Fragmentation of these roles and transferring oversight to a new Authorit5r, risks
establishing an institution with limited technical expertise, institutional memory, or
capacity to meet GBT requirements.

It is thus critical to ensure that the nine regulatory areas remain domiciled with the
regulator (the Board) in compliance with global best practices. The ranking of the Board
to a ML.3 will guarantee investor confidence and improve local manufacturing as the
quality, safety and efficacy of health products can be guaranteed.

In view of the highlighted practical challenges on the proposed provisions of the Bill on
the regulatory mandate of the Board, the National Assembly is hereby urged to take the
submissions on this Memoranda into consideration.

Compiled by;

Dr. F. M. Siyoi
CHIEF EXECUTTVE OFFICER

Repealed.



Principal Secretary
State Department for Public Health and
Professional Standards
Ministry of Health
P.O Box 3O016-00100
NAIROBI
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Kenva Healthcare Federation

Kenya Healthcare Federation (KHF) is the Health Sector Board of the Kenya nriru," S"o\Eu n"" 1rc|fi.t"tS"d i" 2qf, KE
Apex body in healthcare delivery which convenes all players across the Healthcare ecosystem sQ13 hdalthcare qpiders (H6spitalC),

manufacturers and suppliers, inzurers and financiers, technology 6rmq and other ecosystem partners tdFUffUE$esilient, ethical and

health system. Through evidence-based advocacy, structured public-private dialogue, and collaborative initiatips, KHF works to ad

quality, efficienry and innovation across the health sector. d

serves as the
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PART A. GENERAL COMMENTS

The term "patient safety" is not defined in the bill. The interpretation of patient safety should be premised in the bilI in order to assure

llPage
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OUR SUBMISSIONS: Ouality Health Care and Patient Safety 2025

the aftainment of the objective of the bill as set out in clause 3 which is "to guarantee Patient rights and Patient safety" and equally set

parameters that ascertain safety of patients in medical institutions.

The proposed Quality Health Care and Patient Safety Authority is granted extensive Powers across registration, licensing, insPection,

enforcement, accreditation, penalty imposition, and linkage to Social Health lnsurance access without corresponding accountability

mechanisms. Even intemal safeguards, such as requirement for multi-stakeholder panels, cross-checks with professional councils, or

audit transparency have not been adequately reinforced in these proposed regulations.

The bill should establish a well-structured board composition for the Authority, ensuring inclusive rePresentation of all stakeholders

within the health sector including private sector entities to promote effective oversight, balanced Sovemance, and sector-wide

accountability.

The Authority's mandate appears to extend into human resource managemen! professional conduct and training which fall squarely

under existing professional regulators and the Ministry of Health's HRH units. For example, clauses around verifying individual

licensure, enforcing training obligations, and inspecting for intemship suitability duplicate and confuse mandates under KMPDC, NCK,

and allied Acts.
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a Recommendation: Limit the Authority,s Mandate
o To improve clarity and effectiveness, the Authority,s functions shoul
o Oversight of health facility infrastructure and operations

strictly limited t enya
o Development of quality of care standards at facility level
o Coordination and monitoring of patient safety systems and outcomes

Fede
The B il ackS comprehenS ve mechanism S fo trn andr rou e rePo rtin8 a na ys IS of med ca erro rS and lt dr mlsse S a S e a S s tructu re
ea rnln8 sy S tem S tha SU PPOrt con tinuou S quality lmprovemen t. dd ti llv dona oes no P rovide for pa ti n en a8ement S tra eSles orfeed ba ck ooPS, nor d oes ou tline Scalable and tiered lity fr ks b foqua amew o r su ta e r both ar8e and small heal thCare tacilities.The B iu doe S sPeak o the ro e of the Au th ty d H th F ciliorl an ea a ties ln es tab lishing sa fe o rk for the hea thcaenvlronmen re

P rofessiona ls llt the facili ties hich ls a kuy lnPu ln quality of and tien fe fracare Pa sa ty meworks this shou d a lso INclud bIam free ecu tu re and an rnclden t IEP ortinc mechanis m tha t IS free from ctimiza ti t th healthcavl on o e re professiona ls.
RiSk of IC8u a tory over oad wtthout suPPorti infrastructure dve ue o ln troduction of multiP le new obligati d tory indon S man a elnnl tyrnsu ranC€, accred ta tion linked relmbursemen t, regula r lnspecti ons etc th dinou Provl I CA Pactry build IN8, fund ln8, or oo S to
su PPort lmp emen ta tion
In line with international best practice, the role of accreditation and certification needs to be separated from the role of registration andlicensing of health care facilities' Accreditation needs to be done by an independent entity, whereas the authority provides oversighte'g" KENAS provides oversight to conformity assessment bodies in Kenya and the authority oversights KENAS Ref from accreditation

ftamework for Health sector Kenya 2019' These assessments bodies can then share the data and results from the facilities with the authority foruse of empanelment' The authority could in addition identify and engage independent certification bodies that would support thefacilities in the accreditation Process using the existing and approved quality of healthcare standards.

An equalization framework needs to be established by the authority for recognition of other certification frameworks and intemational
standards aligned to KQMH framework. This will ensure that global standards and best practices are recognized and integrated into thenational healthcare system.
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individual professionals, training ProSrams, or licensure, which are uetter rert i$e existing constitutional and
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PART B: COMMENTS ON THE BILL
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Upon licensing, facilities are free to choose existing and recognized quality fr

processes in alignment with the set national standards.

certifi cation/accreditation

\
rks they prefer to

Consider the following
inclusion: -

"Patient safety" means

prevention of harm to patients

during the process of healthcare

delivery. It focuses on

minimizing risks, errors, and

adverse events that could result

from medical care rather than

Clear interpretation of terms

provides precision and

consistency avoiding

ambiguity and gives guidance

for implementation of laws.

Provides clarity within the

meaning of the Act.

1 Part 1- Preliminary

Interpretation

3lPage
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No. CLAUSE PROPOSED

AMENDMENT/INCLUSION

RATIONALE AND IUSTIFICATION
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from the patient's underlying
condition. It includes but not
limited to ensuring accurate

diagnoses and treatments,

reducing medication errors,

preventing infections and

surgical complications, creating

systems for reporting and

leaming from mistake.

2. 18. Patient Safety and Quality Assurance Measures
1. A health facility shall-

(a) implement measures to ensure patient safety
and quality of healthcare in their health
facility;

(b) provide healthcare services or perform a

medical procedure for which the health
facility or healthcare provider at the health
facility is duly qualified and licensed under
this Act or any other relevant laws; and

(c) adhere to the scope of practice for the
healthcare providers employed or contracted

Consider the following
inclusion: -

(cc) The Cabinet Secretary

shall ensure that the

scope of practice for all

healthcare cadres

employed or contracted

in health facilities are

developed, published,

and reviewed at least

every three years.

This will provide practical
flexibiJ.ity and avoids
penalizing Health Facilities.

Further in instances where the

scope of practice is not yet
published, facilities may
continue the existing duties for
these cadres for up to two years

as the relevant regulatory
authority finalizes and gazettes

an official scope.

4lPage
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in health facilities as prescribed by the

Cabinet Secretary.
\ ,fF r

IK IL ,
I

20. Evidence based Practice

(1) Every health facility shall adhere to clinical

guidelines based on scientific evidence including

protocols.

(2) The Director General shall develop and publish

clinical guidelines from time to time.

(2) The Director-General, develop

and publish clinical guidelines at

least every three years or in

response to major public health

developments, and shall maintain

a publicly accessible repository of

current guidelines.

ls amended as
t

This clause

follows: -

'/ . ffstipulati5"urtflofelto.-i
hr,.re.'$neral to develop and publish

flinical guidelines from time to

time is ambiguous and a clear

definite time should be set to

create consistency in applicable

the following

e. Establish and implement

Clinical Risk Management

measures as prescribed by the

Cabinet Secretary reviewed at

least every three years and

Consider

inclusion: -

Kenya lacks a harmonized IPC

guideline framework; basing

requirements on evidence-

aligned national standards

improves clarity and feasibility.

Lrfection Prevention

Surveillance and Control

measures is just an aspect of

Clinical Risk Management and

therefore narrows the focus

Risk Management in Patient

Safety.

3

4

21. Safety and Risk Management

(1) Every health facility shall-

(a) implement infection prevention surveillance and

control measures as prescribed by the Cabinet

Secretary;

(b) establish systems for the safe use, storage and

administration of health products and tedurologies,

integrated to the Comprehensive tntegrated Health

lnformation System established under the Digital

Health AcU

SlPage
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Hea(c) report adverse medical or public health events to
the Authority through the Comprehensive Integrated
Health lnformation System established under the
Digital Health Act; and

(d) implement procedures for detecting analyzing
and reducing health risks and adverse events

I

enya
Fed

22. Quality Improvement.

(4) Compliance with quality improvement standards
shall form the basis for health facility accreditation,
performance assessment and access to the Social
Health Insurance Fund established under the Social
Health Insurance Act.

This clause is amended as

follows: -

Section 23(4) Compliance with
quality improvement standards

shall inform accreditation and

performance assessment. Access

to the Social Health Insurance

Fund shall be subject to a

transparent, phased framework
with due process, allowing
facilities to align progressively
with quality improvement
benchmarks.

the followingConsider

inclusion

Compliance should be deemed

as contribution but it should
not be the sole basis for SHA

accreditation.

6lPage
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4a) The Authority shall

collaborate with existing bodies

such as Kenya Accreditation

Service for purposes of

ascertaining technical

competence.

I

23. Training and Competency

Every county Boverrrment and health facility shall-

(a) verify the qualifications and licensure of healthcare

providers before employment; and

(b) provide periodic training on patient safety, clinical

guidelines and quality improvement

This clause is amended as

follows: -

(a) verify qualifications and active

licensure, where such licensure

exists, from the relevant

regulatory body. For healthcare

providers not yet formally

licensed, county tovemments
shall maintain verified

competency records and submit

them annually to the Authority
for review

Given the expanded definition

of healthcare providers in in
Part I (2) of this bill that

includes up to community

health workers, options should

be provided for health workers

without regulatory bodies.

7 24. Professional Indemnity

(1) Every health facility shall maintain a valid

professional indemnity cover to protect the health

facility against claims arising from acts or omissions

This clause is amended as

follows: -

1) Every health faciliry shall

maintain professional

This is the first-time indemnity

is made mandatory. While

globally aligned, it could raise

compliance costs and lead to

TlPage
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cover

ts level of
the

committed in the course of providing healthcare

(2) Every health facility shall-

(a) verify and ensure that all its employees or
contracted healthcare providers are covered under an
appropriate professional indemnity cover; and @)
insure the health facility against the professional
liability of its staff.

servrces

consultation with sector

stakeholders

Consider the
inclusion: -

2C) The Authority shall phase in
individual professional

indemnity for healthcare

providers based on cadre, risk
exposure, and ability to pay, and
may coordinate subsidized

schemes

following

indemni

appropriate

risk, as p

Cabinet Secreta

emnity should be phased in
th guidance from respective

tors and tied to facility
size and service complexity

without
ctor

suPPo rt
rordo

atory professional

8 27. Functions of the Authority

The functions of the Authority shall be to-
(a) regulate the development of health facilities,

infrastrucfure;

(b) register, license and accredit health facilities; (c)
regulate the conduct of health facilities;

This clause is amended as

follows: -

By deleting the words license

and accredit in paragraph b.

The functions of the Authority
shall be to-

Functions of the Authority
should be streamlined to give
sufficient attention to quality of
care and patient safety while
avoiding duplication , with
councils. Inspectiory

accreditatiory and policy
oversight should involve co-

SlPage
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(d) enforce compliance with quality of healthcare

standards

(e) inspect health facilities for compliance with quality

of healthcare standards;

(f) undertake or cause to be undertaken, regular

inspections, monitoring and evaluation of health

facilities to ensure compliance with the provisions of

this Act;

(g) establish and implement a system of acseditation

of health facilities for quality of healthcare;

(h) accredit health facilities for purposes of

empanelment and contracting under section 33 and 34

of the Social Health Insurance Act;

(i) maintain a register of registered, licensed and

accredited health facilities

() inspect and accredit health facilities for purposes of

intemship and training.

(k) Promote public awareness on quality of healthcare

including patient rights

(l) Build capacity on matters related to quality of

a
(a) regulate the d{-velopment of

\ihealth t';

@) register health faciftiq;
(c) regulate the conduct&,gf,

health facilities;

(d) inspect health facilities for

compliance with quality of

healthcare standards; or

allow for Sub contraction of

independent entities,

whereas the authority

provides oversight
(e) undertake or cause to be

undertaken, regular

inspections, monitoring and

evaluation of health facilities

to ensure compliance with
the provisions of this Act;

(0 establish and implement a

system of accreditation of

health facilities for quality of

healthcare;

(g) enforce compliance with
quality of healthcare

standards;

regulation with councils under

a statutory Joint Regulatory

Cfloid inatiori Committee.

Accreditation should be done

b1 an independent body such

as KENAS

An equalization framework

needs to be established by the

authority for recognition of

other certification frameworks

and international standards

aligned to KQMH framework.

i
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awareness

Ithcare

ts;

(m) Provide policy advise and make
recommendations to the Cabinet Secretary on matters
related to quality of healthcare

(n) advise the cabinet secretary and county

Sovemments on the standards of quality of healthcare
for health faciLities and

(o) perform such other functions as may be prescribed
by any other written law or as necessary for the
promotion of the obiects of this Act.

healthcare

(i) maintain a register of
registered, Iicensed and

accredited health facilities,
(j) build capacity on matters

related to quality of
healtlicare;

(k) provide policy advice and

make recommendations to
the Cabinet Secretary on

matters related to quality of
healthcare; and

(l) advise the Cabinet Secretary

and county govemments on
the standards of quality of
healthcare for health

facilities;
(m) perform such other functions

as may be prescribed by any
other written law or as

necessary for the promotion
of the objects of this Act.

including on pati

(h) promote pu
on quality

enya
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This clause is anfuea as

follows: - \.
g) An individu"f "ppoin\
the cabinet Secretary not being -

public officers, nominated by

Private sector

Patient's association in

Kenya;

Consortium of health

care providers.

r

I

II

III.

The inclusion broadens

level of representation

enhances more accountability

ahd informed decision making

as well as balanced interests.

Further the stakeholder

representation should be

ratified by their respective

groups, not merely nominated

and appointed by the Cabinet

Secretary.

The Appointments should be

subject to public vetting or

parliamentary approval for

transparency.

,
the

and

9 29. Board of Directors of the Authority.

(1) The management of the Authority shall vest in a

Board of Directors consisting of -
a) a chairperson appointed by the president.

b) the principal Secretary in the ministry for the time

being responsible for matters relating to quality of

healthcare standards or a representative designated in

writing;

c) the principal secretary for the National Treasury or

a representative designated in writing;

d) the Attomey General or a representative

designated in writing

e) the Director-General

f) one person appointed by the Cabinet Secretary, not

being a Govemor, nominated by the Council of

County Governors with knowledge in matters of

health, quality management and quality

improvement.

g) one person appointed by the Cabinet Secretary, not

being a public officer, to represent healthcare

11 lP a g e
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Heaproviders;

h) one person appointed by the Cabinet Secretary to
represent the public I

enya
Fed

10 49. Application for a license

1.) An application for a Iicence shall be in the
prescribed form and be accompanied by-

a) A copy of the approval issued under section
42

b) A copy of a certificate of registration issued
under section 45

c) The prescribed fees

d) Particulars of the healthcare professionals
employed in the health facility and proof of
their licensure by the respective regulatory
body;

e) Particulars of non-healthcare professional
employees in the health facility;

f) Partiorlars of a digital health solution that has
been certified by the health Agency to be used
by the health facility; and

8) Any other requirement as may be determined
by the Authority

We propose the deletion of (f)

because it may not apply to all
medical facilities.

ause 49 outlines crucial

atory documents that are

uired during application of
a licence. However, the

requirement of (g) should not
be mandatory.

Prescribe the medical facilities
that be applicable with specifics

to their level of operations.

a
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T

fessional regulatory bodies

hich has always brought

fractured oversight of quality

of care in the facilities.

Licensing,

and practice

rL

Ith faght of hea

tly placed away

tation

atio

clause 55,57 and 58

on of

I

We propose the11. 56. Accreditation of Facilities

The Authority shall, for purposes of ensuring quality

of healthcare, accredit health facilities.

This will be a recourse for

health facilities in instances

where there is delay from the

Authority in issuance of the

accreditation or inaction due to

technical hitches.

This clause is amended as

follows by inserting a new

paragraph

62 (2) Once the health facility has

fulfilled all reaccreditation

application requirements. the

authority shaII issue a provisional

accreditation for another 90 days.

12. 62. Renewal of accreditation

(1) A health facility shall, ninety days prior to the

expiry of the accreditation make an application for

renewal of the accreditation of the health facility.

Safeguards against misuse or

politicization, promotes equity

across public and private

facilities, enforces regulatory

clarity, and minimizes the risk

of manipulation.

This clause is amended as

follows: -

b) used to determine eligibility for

transparent, performance-based

incentives as defined in

13 67. Award of a performance rating.

(1) The Authority shall award a performance rating

and a recognition certificate to a health facility in

accordance with the level of the health facility.

(2) The performance rating under subsection (1) shall

13lPage
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(a) assigned based on the results of the assessment for
quality of healthcare; and

(b) used to determine the incentives to a health facility.

be-

rncentives are stru
penalizing low-
underserved facilities and

a clear appeals process

regulations, prov d th6t such

to avoid
enya

Fed

(1) Where an inspector determines that the conduct of
a health facility is, or a healthcare service is being
provided in violation of the provisions of this Act or
that the conduct or healthcare service poses an
immediate risk of injury or damage to patients,
property or the environment, the inspector may_

(a) immediately order the temporary suspension of
the healthcare service or the health facility, where
appropriate; or

(b) take any other action as may be prescribed under
the provisions of this Act.

79. Enforcement. This clause is amended as

follows: -

a) Order the temporary
suspension of the

healthcare service or
health facility only in
cases of imminent risk to
patient safety or serious

legal violatiory and shall
iszue a written
suspension notice within
24 hours outlining
reasons and appeal

options, with due regard

to continuity of patient
care

14lP a ge
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74.
Frevents arbitrary or
disproportionate action;
protects business continuity
and patient safety; aligns with
Arttcle 47 of the Constitution
on fair administrative action.
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by inserting the follow

paragraph immediately

paragraph (a) -
aa) Subject to (a) where the

objection is valid, the facility shall

be given at least 14 days to be

heard or provide further

documentation in support of the

objection and an intemal review

process instituted to necessitate

the proportionality of the

proposed action.

the following

2c A review by a designated

quality assurance panel within
the Authority, which includes

representation from professional

councils and private sector

stakeholders, has confirmed the

ed asThis clause is

follows: -

Consider

inclusion: -

ties. Establishes clear, fair,

cially important for private

r viability and legal

proportionate and include

technical and sectoral input;

prevents arbitrary or overly

punitive actions; safeguards

professional autonomy.

The right to be heard should

be applied on a case by case

basis and shouldn't be abused

in instances where patients

right have been outrightly

been prejudiced.

a

tsa rbitrary closure or

procedu

pliance

ble

decisions are

15 80. Oversight role by the Authority

(1) Upon receipt of an inspection report under section

80 (3), the Authority shall-

(a) where the report is accompanied by objections,

review the objections issue such orders as may be

necessary;

@) ensure that relevant measures have been taken

against the persons contravening the provisions of the

Act.

(c) adopt the immediate remedial measures as

recommended by the inspector;

(d) enforce the temporary closure of the health facility;

or

(e) impose a penalty as the Board may prescribe. (2)

The person subject to enforcement action shall take the

necessary measures to-

(a) remedy compliance as directed by the Authority or

as soon as practically possible; and

(b) prevent rectrrrence.

(3) The Authority may, where the case Presents an

lSlPage
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Additional Comments: Global lessons & Best practice

To help develop the best practice for the QoC Bill of Kenya, it is important to first reflect on the use of standards, licensing quality improvement
and accreditation in health systems. Use of regulations and standards is one strategy for improving quality of patient care provided in both the
public and Private sector. It is important that the same rules and regulations apply for the public and the private sector. especially in Kenya where
over 50olo of healthcare provision comes from the private sector, addressing healthcare needs from all layers of society.

common statutory regulatory processes include licensing, certification and accreditation. However, a mechanical approach to ,,quality control,,and
inspection of inputs and processes results in static compliance with minimum standards, without stimulating human behavior towards a conscious
dynamic improvement. often resulting in blame, punishment and ill-motivated staff and managers.

To be effective, most countries are following these principles when it comes to regulating and incentivizing improvement of quality of care:
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Governmental accreditation Programs should not be designed as an extension of govemmental "licensing,, systems. lnstead, accreditation of
health provider institutions that comply with standards for safe and reliable care should be undertaken by a govemment-approved, but
independent & legal third-party institution(s) that represents the interests of ministry of health, insurers, providers and patients. Healthcare
providers should be able to choose an accreditation body that fits their mission, purpose and client base.
Inspection carried out to assess whether health provider institutions comply with minimum conditions for licensing and standards for patient
safety' including determining whether healthcare professionals providing those services meet the required minimum educational qualifications
and credentials, should be separate from determining whether the health professionals are maximizing their training and skills through lifelong

immediate safety or security hazard to people,
property or the environment, require the person to
suspend its activities or services until the situation has
been remedied.

necessity and

the proposed a

ty of
ction.

enya
Fed
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learnhg. The former is the role of an independent body of the ministry with a legal mandate, while the latter is the role of Professional regulatory

bodies which also must deal with indiscipline and malpractice within the profession. Often, inspection ofrhealth provider institutions is

undertaken by medical professional councils for doctors, nurses and laboratory technicians. This could result in confusion and duplication of

ef(orts.

Health professional training and practice standards contribute to healthcare quality and safety. Licensing is very hblpful when the health care market

does not adequately guard against under-qualified professionals. Licensing provides a legal underpiruring for malpractice and while it provides a

means to remove fraudulent or incompetent health care providers from practice, it is not enough. Therefore, in addition, re-certification is needed

to ensure health care providers remain up-to-date in their knowledge and practice within the continually evolving evidence-based medicine.

Licensing and re-cettification by a nationwide professional body might save time and money for employers by providing a short cut to confirm that

a candidate for a iob meets basic qualifications.

Within the Kenyan context, regulatory reforms should ideally target five key aspects that include: the health workers, the public and private health

institutions, the quality and availability of essential medical supplies and reform of public and private insurance. Moreover, and to be effective, the

three regulatory processes, namely licensing, certification and accreditation, should be designed as 'seParate' Programmes with different obiectives,

incentives/ disincentives, staff and reporting structure.

1. Case Studies

Case study - Ghana

In Ghana the Health Facilities Regulatory Agency (HeFRA) Ghana's legal licensing for healthcare facilities. Professional licensing is govemed by

respective councils- Medical and Dental Council, Nurses and Midwifery Council and Allied Health Council. Accreditation entities, including

COHSASA, offer high-level accreditation; SafeCare provides a structured, stepwise improvement path, widely used in Ghana and now incorporated

into regulatory practices.

lTlPage
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Licensing structure:

Health Facilities Regulatory Agency (HeFRA)

Established under the Health lnstitutions and F
inspecting, licensing and monitoring all pub

9 2nd Ftoor, Kedong House, Lena

ction E(r

acilities Act, 2011 (Act 829), HeFRA is the statu
lic and private healthcare facilities in Ghana. The HeFRA

Kenya l-lee
rFOr-ln

- I '..--
tor categorizing registering,
considered the fulrdamental

Road/Ratph Bunche Roa

@

r )
le
lsprocess for assuring quality in healthcare facilities in Ghana by ensuring the basic requirement of staffing, equl t, infrastructure and facilities,etc. are in place for the services to be rendered. The licenses of facilities are renewed periodically (1-3years)d on the type of facility

Process overview:
o Registration: Facilities apply via HeFRA,s website or offices
o lnspection: HeFRA assesses faciJity readiness.
o Licensing: A license is issued if standards are met.
o Monitoring: Ongoing inspections ensure compliance.

Professional Councils & Accreditation Bodies

These Councils regulate and license the healthcare professionals, with licenses that are renewable annually through the required scores fromcontinuous professional development CpD programs.

Medical and Dental Council (MDC) regulates training and practice standards for doctors and dentists.
Nurses and Midwifery Council (N&MC) regulates nursing and midwifery, including examinations an
Health Professions Regulatory Bodies Act, 2013 (Act g5Z).

d licensing - established under the

Allied Health Professions Council oversees training accreditation, licensing and regulation of allied health professionals, also under Act857.

National Health Insurance Authority - Credentialing

lSlPage
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A not-for-profit accreditation body founded in South Africa in the mid-1990s. It offers accreditation programs for. a wide range of healthcare facility
types - from clinics to tertiary hospitals-and is internationally accredited by ISQua.

SafeCare

Established in 2011, SafeCare is a stepwise quality improvement and certification system, created by a partnership of COHSASA, PharmAccess

(Netherlands), and Joint Commission Intemational. Designed for low-resource settints, SafeCare provides a graded approach - facilities eam

"Certificates of Improvement" from Level 1 (basic) to Level 5 (advanced). Achieving Level 5 can prepare facilities for full accreditation by COHSASA

or fCI.

Case study in the Netherlands:

Healthcare Accreditation and Licensing Structure in The Netherlands

In the Netherlands, healthcare accreditation and licensing operate within a tightly regulated framework to ensure high-quality care, patient safety,

and professional accountability. The system is overseen by the Ministry of Health, Welfare and Sport (VWS), in collaboration with independent

regulatory and professional bodies.

Licensing Structure
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1. InstitutionalLicensing
Healthcare institutions must be licensed under the Healthcare tnstitutions Ad
funding under the Dutch Health lnsurance Act.

on Act lega lly operate and receive
-
, Fede2. ProfessionalLicensing

Healthcare professionals are licensed through the BlG-register, under the BIG Act. This re
nurses, pharmacists) meet the required educational and ethical standards to practice.

gister t professionals (e.g., doctors,

Accreditation Structure

1. InstitutionalAccreditation

Accreditation of healthcare institutions is voluntary but widely adopted to ensure and demonstrate quality improvement. Dutch
organizations such as the Nederlands Instituut voor Accreditatie in de Zorg (NIAZ) offer assessments based on intemationally
recognized (Isqua) standards.

2. Professional Accreditation and Revalidation
Healthcare professionals maintain their BIG registration through Continuous professional Development (CpD), revalidation, and in
some cases, participation in professional peer review and audit systems.

Role of International Accreditation Bodies in the Netherlands

International accreditation bodies like Joint Commission International (fCI) and ISeua (Intemational Society for euality in Health Care) play an
important influential role by:

Providing globally recognized quality benchmarks for Dutch hospitals that serve intemational patients or seek international reputation.

Enhancing internal quality systems through extemal peer-reviewed audits aligned with global best practices.

Supporting harmonization with European and international healthcare standards, which is particularly relevant for cross-border care and
international collaboration.
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Acting as reference points for Dutch national accrediting bodies (e.g., N

principles for broader credibility.

I /\2,), many of which align their methodologies with ISQua

\
Interplay Between Licensing and Accreditation

Licensing is mandatory and ensures legal and professional compliance, while accreditation is voluntary and focused on continuous

improvement

. Accreditation can positively influence institutional reputation, patient trust, and even financial contracts with insurers.

In summary, the Dutch system integrates mandatory licensing with voluntary national and intemational accreditation, forming a robust

framework for quality assurance, professional accountability, and international alignment in healthcare delivery. Healthcare providers may choose

an accreditation body that meets that purpose. This can be local body NIAZ, but also intemational body JCL Large hospitals that cater to

intemational patients tend to prefer JCI accreditation, whereas smaller regional hospitals choose the Dutch accreditation body NIAZ.

Case study in the US

Each U.S. state mandates healthcare facilities operating within its jurisdiction to obtain and maintain a license. State licensure laws typically govem

State departments of health are responsible for inspecting facilities for compliance with these laws, often through their own surveyors or third-party

contractors. These inspections may occur every 1 to 3 years, depending on state policy and facility type (e.g., hospitals, ambulatory surgery centers,

long-term care).

Although accreditation and licensure are distinct, there is substantial overlap in the domains they assess. Many states have moved toward

recognizing national accreditation by organizations like the Joint Commission (and by extension, JCI standards in aligned global facilities) as a proxy

for part or all of state inspection requirements. This process, known as "deemed statut" reflects:
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Reduced duplication: If a hospital is accredited by a recognized body, states waive some or all qu
standard harmonization: states align their regulatory expectations with those eloped by rivate onb
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Fed
in authority to inspect under

California and New York accept Joint Commission accreditation for hospital li
specific complaints or adverse events.

Case study in Thailand

Healthcare Accreditation and Licensing Strucfure in Thailand

As of 2019' Thailand's population of 68 million is serve d,by 927 government hospitals and 363 private hospitals with 9,758 primary care health units
(sHPH clinics), responsibre for Thai citizens' health at the sub-district level.

Universal health care is provided through three programs: the civil service welfare system for civil servants and their families, social security for
private employees, and the universal coverage scheme, introduced n 2002, which is available to all other Thai nationals. some private hospitals are
participants in the programs, but most are financed by patient self-payment and private inzurance. According to the world Bank, under Thailand,s
health schemes, 99.5 percent of the popuration have health protection coverage.

Thailand has a multllayered healthcare licensing and accreditation structure, combining mandatory govemment licensing under the Medical
Facility Act with voluntary national and international accreditation programs. The Healthcare Accreditation lnstitute (HAI) runs the national
Hospital Accreditation (HA) program, while intemational bodies like Joint commission lntemational (JCI) provide global certification. Facilities
must also adhere to regulations from the Thai Food and Drug Administration (TFDA) for product and service quality.

Licensing Structure

22lP aEe
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Licensing for healthcare organizations is mandatory.

This act requires hospitals to obtain two types of licenses to operate:

. a license to operate a medical facility, granted to the facility owner

o a license to manage a medical facility granted to the supervising m

Kemi
l.^

hG
r two years

Accreditation Structure

Accreditation for healthcare institutions is voluntary.

. The Healthcare Accreditation Institute (HAI) develops and implements standards to assess and certify the quality of healthcare facilities

nationwide.

The Healthcare Accreditation Institute (HAI) is a public organization responsible for quality improvement and accreditation of healthcare

organizations in Thailand. The status as a govemment agency enhances the credibility of the Institute and provides HAI gefting some budget

support from the govemment. The institute has been accredited by an intemational organization, The Intemational Society for Quality in Health

Care Extemal Evaluation Association 0EEA).

Role of Intemational Accreditation Bodies in the Thailand

. Many Thai hospitals voluntarily seek accreditation from international bodies Iike Joint Commission Intemational flCI).

o JCI accreditation is considered a global "gold standard" for quality and patient safety standards.

o Thailand has a high number of JCl-accredited hospitals, particularly in the private sector.

o As of February 2025, there are 53 Joint Commission Intemational fCl)-accredited medical institutes in Thailand, making it a leading country in

the Asia-Pacific region for high-quality, intemationally recognized healthcare facilities. These accreditations highlight the Thai healthcare

sector's commitment to patient safety and quality of care, which has helped establish Thailand as a top destination for medical tourism.

for 10 years and:

edical professional fo
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Interplay Between Licensing and Accreditation

In summary, the Thai system integrates mandatory licensing with voluntary national an tional ta
for quality assurance, professional accountability, and intemational alignment in healthcare

accountability, this framework will transform the Quality Healthcare and patient Safety Bi-ll from
continuous improvement, Patient safety, public trust, and universal health coverage in Kenya.

K
robust frameworka formine ar

t-

Kenya now has the opportunity to move beyond minimum compliance and punitive inspectionq and instead d a reformed regula tory
framework where licensing, certification, and independent accreditation serve as complementary pillars. Ancho d on clear roles and

a compliance ercise into a powerful driver of
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A. INTRODUCTION

The Kenya National commission on Human Rights ("KNCHR" or "Nati,onal c[prirrl"r,.; iJan independent
National Human Rights Institution established under Article 59 of the d,$slqqtion with a broad mandate ro
promote a culture of respect for human rights in the Republic of Kenya. tne oper{tions of thi National Human
Rights Commission are guided by the KNCHR Act and the United Nations paris principles on the
establishment and functioning of independent national human rights institutions commonly referred to as the
Paris Principles and as such enjoys an ..A,, status accreditation.

2' The National commission under Article 249 of the constitution has a mandate to secure observance of all state
organs of democratic values and principles and to promote constitutionalism. Article l0 of the Constitution
requires all state organs to uphold constitutionalism and the rule of law whenever they make public policy
decisions or interpret the Constitution. one of the strategies pursued by the Commission to secure observance
of all state organs of democratic values and principles is through human rights monitoring, review of new and
existing laws and policies, and the issuance of advisories informed by the KNCFfi.,s analysis.

3' In this regard, the KNCTIR submits its comments on the Quality Healthcare and patient Safefy Bilt,2025
2025, sponsored by the Hon' Kimani Ichung'wah, Leader of the Majority party. The advisory has three parts;
Section A covers preliminary introduction, Section B provides General observations and recommendations,
while specific comments/observations on particular clauses of the Bill are detailed in Section C.

B. GENERALCOMMENTS

The commission welcomes the provisions of the Bill seeking to give effect to Article 43 ( I ) of the constitution;
to provide for the responsibility of the national and county govemments in the realisation of quality of
healthcare for patients; to provide for the establishment, powers and functions of the euality Healthcare and
Patient Safety Authority, registration, licensing and accreditation of health facilities; to provide for the setting
of standards for quality ofhealthcare; among others.

The commission notes that the objects and the guiding principles of the proposed legislation lay the basis for
ensuring 

lhqt 
health fgcilities provide healthcare services in a manner that guarantees high quality care, safety,

effectiveness and efficiency, which the Commission proposes that the Bill be amended to refer to and guarantee
the highest attainable standards ofhealthcare by ensuring that healthcare services provided by both public and
private health facilities meet the availability, accessibility, acceptability and quatity (AAAe) framework
under General Comment No. 14 on the Right to the Highest Attainable Standard of Health developed by the
Committee on Economic, Social and Culturat Rights.
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6. The rights-based and patient-centred care under Part II of the Bill is welcome. The specific rights include the

right to safe and accessible health facilities (clause 8); right to care by a qualified health professional (clause

9); right to informatio-n and decision-making (clause l0); right to safe and quality care (clause I l); right to

timely and effective care (clause 12); right to safe processes and practices (clause l3); right to safe and quality

health products and technologies (clause 14); right to dignity and equity (clause l5); right to be heard (clause

l6). The Commission however notes the need to expressly provide for the right to maternal care following the

Court of Appeal decision n County Government of Bungoma & 2 others v. Josephine Oundo Ongwen (AKA

Josephine Majani) & 2 Others that there is a minimum core threshold to the right to health that must be

realized immediately and is not subject to progressive realization.

7. The right to emergency medical treatment is Constitutionally guaranteed under Article 43 (2) and further

provided under Section 7 of the Health Act, Cap. 241. While the Bill has defined emergency medical treatment,

the Commission notes the need to provide categorically that health facilities shall not demand for prepayment

of prospective medical costs as a condition for the provision of emergency medical treatment. This is important

to ensure the realization of the right to emergency medical treatment and overall quality and health outcomes

for patients as provided in the Bill, noting that facilities have the tendency of demanding payments upfront.

8. The Bill also seek to ensue patients access quality healthcare services that are safe and digrrified. The

Commission holds the view that the concept of patient dignity ought to be expanded by restraining health

facilities from withholding or detaining the body ofa deceased patient for purposes of enforcing settlement of

pending medical bills. The High Court n Mary Nyang'anyi Nyaigero & another v Karen Hospital Limited &

another [2016J KEHC 6882 (KLR) heldthat hospital bills are civil debts which can lawfully be recovered by

following the civil process not by detaining a body that has no monetary value'

9. The Commission notes that whereas the Bill seeks to amalgamate the role of registration, licencing,

accreditation and inspection of health facilities to safeguard and ensure quality standards ofcare, there will be

need for close collaboration between the Authority and regulatory bodies in place. Further, the inspectors that

will be engaged by the Authority must possess relevant professional expertise for the health facilities they are

to assess.

10. The Commission also welcomes the requirement to the effect that compliance to quality improvement standards

shall form the basis for health facility accreditation, performance assessment and access to the Social Health

Insurance Fund. This ensures that facilities must undergo periodic reviews and submit information to the

Authority to demonstrate that they meet prescribed quality standards to bill SHA for health insurance seryices.
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C. SPECIFIC COMMENTS

I Clause 2-lnterpretation ion proposes that the Clause be amended
by introducing definition ofthe following terms

Qudity improvement

Quality assessment

The Commiss

Clause 3- Objects ofthe Act Bill provides that one ofthe objects
of the Act shall be to cnsure hcrlth fecilitics providc
healahcsrc services in r mrnncr lhgl guarantccs hish
oualitv care. safetv. cllcctivencss and ellicicncv.

The Commission proposes that the Clause be amended
to read as follows:

3 (b) ensure health facilities proyide healthcare
services in a manner lhat guarantees ovailabi!ity,
access i bility, acceptabi I i ty and quality.

Clause 3 (d) of the

For clarity and to help ivoid arnbiguity in their interprctation and
application.

To align with the .,Aveilability, Acccssibility, Acccptrbility,
Qurlity" (AAAQ) fremcwork rmder General Comment No. t4 on
the Right to the Highest Attainable Standard of Health developed by
the Committee on Economic, Social and Cultuml fughtsr based on
article 12 of the lntemational Covenant on Economic, Social and
Cuttural Rights which Kenya is a signatory.

The Commission contends that as the Bill seek to give effect to
Article 43 (l)(a), the right to heatrh in a[ its forms and ar all levels
must cover the interrelated and essential elements, and applied in
accordance to lhe AAAQ Eamework expounded as follows:

Availab ity- guaranteeing that frrnctioning public health and
health-care faci.lities, goods and services, as well as
prograrnmes, are available in sufficicnt quantity. This includes
other determinants ofhealth, such as safe and potable drinking
water and adequaie sanitation facilities, hospitals, clinics and
other health-relaled buildings, trained medical personnel and
essential drugs;

I General Comment No. 14 by the Committ.. on Economic, Social and Cuhural Rlthts avaitabt e at hnos:l/do<s.un.orlalcnlE/C.\Z/ZO(JJ/ Page l4
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Clause 8 (2) (c) mandates health facilities to pIgyLlg

ocrsons with speciel nccds:

The Commission recommends that Clause 8(2)(c) be

arnended to read as follows:

reasonahle cessibiliw bvodifications to enable ac
3 Clause 8- Right to safe and

accessible health facilities

Acc€ssibility- guaranteeing that health facilities, goods and

servicts have to be accessible to everyone without

dlscrimination. This includes overlapping dimensiors such as

physical accasibility *trere health facilities, goods and

serviccs are to be within safc physical reach for all sections of
the popnlation; economlc accdsibllit! (affordability) of
health facilities, goods and services must bc aflordable for all;

nd inlormtion accastbility regarding the right to seelq

receive and impart information and ideas conceming health

issues to all persons seeking hcalthcare services including

pe rs ons w i t h disob i lities.

Acceptability- guard[eeing that all health facilities, goods

and services are respectfi.tl of medical ethics and culnrally

appropriate to individuals, minorities and communities, as

well as being designed to respect confidentiality and improve

the health status ofthose concemed.

Quality- guaranteeing that aside &om bcing culrurally

acceptable, health facilities, goods and services must also be

scientrfically and nedically apPropriate and of good quality .

This requires, inter alia, skilled medica.l personnel,

scientifically approved and unexpted drugs and hospital

equipment, safe and potable water, and adequate hospilal

sanitation.

To expand the mandate of health facilities beyond physical

accessibility to tbe broader component ofreasonable accommodation.

Section 2 of the Penons with Disabilities Act, 2025 defines

reasonable accommodation as necessary and appropriate modification

and adjustsnents not imposing a disproportionate or undue burden,

where needed in a particular case, to ensure to persons with
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reasonable acconmodalion lo palients8(2)(c) provide
teith disabilities:

Clause lS-tught to dignity
and equity

on recommends that Clause l5 (2)(b) be
amended to cover all the discriminatory grounds
provided under Anicle 27 (4) of the Constitution so as

to read as follows:

l5 (2)(b) non4iscriminatory treatment regardless oJ
race, sex, pregnancy, marildl stalus, heallh slalus,
ethnic or social origin, colour, age, disability, religion,
conscience, belief, culture, dress, la

The Commissi

nguage or birth.
5 New clause- Right to

matema.l care
mmrssion proposes inlroduction ofa new clausc

to providc for thc right to mrtcrD.l cere, with the
following rights:

The right ro be fiee from physical violence and
verbal abuse dudng labour and chjldbirth;
The right to be Aee from discrimination dudng
Iabour and childbirrh;

ll

I

The Co

The Commission notes that bealth facilities should be mandated to
provide reasonable accommodation to cover aspecls such as sign
language interpreters, offenng large print or braille materials health
information products/information, ensuring physical accessibility of
equipment like accessible exam tables and ramps among others.
These holistic accommodations over and above physical acccsibility
would ensue patients with disabilities receive healthcare on an equal
basis with others as provided under Section 24 of the persons with
Disabilities Act, 2025.

disabilities the enJoyment or exercise on an equal basis with othen ol
all human rights and fundamental freedoms.

To align with Arlicle 27 (4) ofthe Constitution

To implement the Coua ofAppeal decision in County Government
of Bungoma & 2 others v. Josephine Oundo Ong*en (AKA
Josephine Majonl & 2 Others where lhe Court deployed abc
minimum core threshold to the right to health that must bc
rcrlizcd immcdiafcly and is trot subjrct to progrBsivc
rcelizrtion, thereby framing the proposed rights to constitute the
minimum core of a woman's righl to respectfirl matemal care during
child birth.
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The right to a dignified and respect

including being granted acceptable levels of
privacy and confidentia.lity during labour and

childbirth.

|lt ful care -

Clause 29 (2) ofthe Bill provides that the appointment

of the chairperson and members under subsection

(l)(e), (f) and (g) shall be by notice n the Gazette.

The Commission proposes that the clause be amended

as follows:

6 29- Board of Dircctors of the

Authority

The Commission propos€s that clauses 46 and 47

amended by introducing a new paragraph to mandate

Act. Cap. 7L in when mnsidering suspension or

revocation of c€rlificate of registration of health

facilities.

tle A Actionair Administativetv to adhere lo F

bc,7
Clause 46-Suspension of the

certifi cate of registration

Clause 47 -Revocation

Thc Commission proposes introduction ofa new

clause 46 (5) as follows:
8 Clause 46-Suspension of the

c€rtificate of registralion

It is important to promulgate this landmark Court decision through

the proposed Bill as it seek to guarantee the quality of care and

overall best health outcomes for all patients as a positive steP

towards a human rights-based matemity care, where dignified and

respectful care experiences for women during childbirth, free from

violence and discrimination should be the new nonn.

It is good govemance practice to Prcvide for the gazenement o f dl the

members of the Board of Directors of the Authority and not just a

segment as cunently proposed. This is critical in formalizing their

legal standrng and pave way for clmmenccment of official duties

under the proposed legislation.

To align with the provisions of the Fair Administrative Action Act,

Cap.7L.

To oflicially notiry the public through a notice in the Gazene

regarding information on health facilities whose certificates of
r€gistration suspended or reinstated. This is crucial in safeguarding

the quatity ofhealthcare and patient safety.
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46. (5) The Aurhoriry shall Gaze e the delails ofa
healthfacility whose certtficate of rcgistration has
been suspended or reinstoted.

9 ause 53- Services offered
by healrh facilities

CI

by introducing a new sub-clause immediately after
clause 53 (2) to read as below and renumber the
clauses accordingly:

53 (3). Healthfacilities shall not demandfor
prepayment ofprospective medical cosls as a
conditionfor the provision of emergency medical
tealment

The Commission proposes that Clause 53 be amended

ause 55- Revocation ofaCI

licence
ommlsston proposes introduction ofa new

55. (6) The Authority shallGazeue rhe details o/a
heahh/acility whose licence has been

The C

revolced
II Clause 65- Quality

unprovement in a health
facility

ssion proposes that a new p:[agraph be
introduccd immediately before paragraph (a) to read as
below and reorganize the numbering correctly;

65. (a) designate a qualtty improvement team with
clear lerms of re/erence:

The Commi

denied emergency medical treatsnent and this is also guaranteed unde
Section 7 ofthe Healrh Act, Cap. 241.

The Commission notes that the proposed legislation already definer
emergency medical teatrne and guarantees quality ofhealth care ir
a way that ensures healthcare services are safe, effective, timely
efficient, equitable, and people centered, provided to an individual
thal improves health outcomes based on evidence_based standards.

Thus, the Commission contends that in order to achieve prti.nt
srfcty, qurlity of crrc rnd dcsinblc hcrtth outcomcs rs providcd
io tbc Bill, health facilities are to be mandated to respect and ensu€
realization ofthe right to emergency med.ical teatment under Article
43 (2) in rhe fust insrance.

This is alm in taking cue from clause 47 (4) utich provides fo
Gazettement of detads of health facilities whose certificate o
registration has been revoked.

Article 43 (2) ofrhe Consti tution provides that a person sha.ll not b

As above

A dedicated qualiry rnprovement team will enhance accountability
and compliance to the proposed quality improvement progams under
clause 22 (2) relating servict gaps, prioritizing matemal healthcare,
primary healthcare, mental healthcare and emergency medical
treatrnent among othen. This will also be in line with Ministry of
Health's Kenya euality Model for Health.2

l MiniJtryof Hcahh,s Xcny. Ouallty Modclror H.alth av.ilablr at
aJselslnr-Oualitv-of-Care,od,
PaSe l8
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The Commission proposes that a new paragraph be

introduced under clause 67 to

oualiw assessment ofa health faciliw and award of a

oerformaace rating.

within which the Authoritv is required to underlake

provide for the timeline
l2 Clause 67-Award ofa

performance ratinB

The Commission proposes that clause 75 be deleted.l3 Clause 75-Qualifi cations of
inspectors

The Commission recommends that Clause 83 (4) be

amended to cap the mrmber of Health Care Tribunal

member to not more than seven (7).

Clause 83-Establishmeni of
the Health Care Tribuna.l.

The Commission proposes that clause 83 (7) be

amended by replacing the wods "Cabinet Seoelar!"

t4

Provision for a timeline enhancts predictability and sustainability of
quality improvement programs by health facilities as well as

mandating the Authority to act on the hea.lth facilities' self-assessment

rcports by way of performance scoring within timelines to b€

stipulated. This ensures overall compliance on qualiry improvements

by both health facilities and the Authority.

This will atso bc in accordance with Clause 70 (3)(h) which makes it
mandalory for the rcgisler of registere4 licenced and accredited

health facilities to contain informalion quality rating and scores.

For legislative harmony and to avoid duplication since the provision

in Clause 75 has already beur made under Clause 72 (l).
To make the Tribunal effective and efEcient in the discharge of its

functions.

The Commission also wishes to point out that Tribunals established

rnder existing legislation frarneworks higNighted below have s€t a

maximum ofseven (7) members for a Tribunal hence the need to align

the clarse on Tribunal membership in the proposed Bill to the existing

frameworls.
. The Education Appeals Tribunal- 7 members

o The Political Parties Disputes Tribunal- 7 members

o The HfV and AIDS Tribrnal- 7 members

o The Micro and Small Enterprises Tribunal- 6 members

. The National Civil Aviation Administrative Review Tribunal-

6 mernben
. The Competition Tribunal- 5 members

Th€ Court of Appeal in Attomev Genetal v Okoiti & 3 others

t20251 KECA 309 (KIR) aflirmed the High Coun decision among

others, that Tribunals established Pusuant to anicle 169(l)(d) of

PaSe l9
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with 'lutlicial Servicc Commbsion" lo read as

/ollows:

83 (7). The nenbers o/ the Tribunal shall be entitled to
receive such allowances as the Judicial Senice
Commission, on the advice of the Salaries and
Remuneral ion Commiss ion, ma)/ determine.

83 (8). The Chief Justice shall make rules for
operaliona lizdtion of the Tri bunal.

l5 Clause 97- Offences The Commission proposes that Clause 97 be amended

by introducing further offences as below:

the Constitution of Keny4 2010 are not part of the Executive
machinery, nor are they urdependent adjudicatory bodies, but are

subordinate courls which are an integral parl ofthe Judiciary.

Further, the Comrnission notes that the National Assembly
Departnental Committee on Justice and Legal Affairs while
considering the Tribunals Bill, 2023 @ill lapsed) observed that since

the tribunals are being transited to the Judiciary, the remuneration of
the members of the should be determined by the JSC in consultation
with SRC.3

The Court of Appeal in Attomey General v Okoiti & 3 others

t20251 KECA 309 (KLR) affumed the High Court decision, among

olhers, that Tribunals establishcd pursuant to article 169(l)(d) of
the Constitution of Keny4 2010 are not part of the Executive
machinery, nor are they independent adjudicatory bodies, but are

subordinate couts which are an integral part ofthe Judiciary.

Further, the Commission notes that the National Assembly
Departmental Committee on Justice and Legal AIIairs while
considering the Tribunals Bill, 2023 @ill lapsed) observed that the

Chief Justice should be the one responsible for making nrles

goveming Tribunals.'
To give effect and ensure realization of the right to emergency

medical treaEnenl as provided under Article 43 (2) and section 7 of
the Health Act. Cap. 241. The Bill already mates provision for
emergency medical treatrnent as a quality standard hence the

tJLAC Report on Trlbunali Bill, 2023 available at htt05i//oarliament.ro.ke/jites/delault/filel/2025-
04lReoon%200f9620the96200C%20on%20rt itice%20%26%20leral%2oAffairs%2Oon%2Othe%2OConiideration%2Oof*2Oth.%2otribunal!%2OBillg(2C%20%2SNational%2OA
srcmblv%20Blll%20No.%2045%20of%202023%29.odt

'JLAC Report on Tribunals 8itl, 2023 available at htt05://oartiament.ro.ke/rites/d€tault/filcj/2025-

ss.mblv%20Blll%20N0.%2045%20of%202023%29.odf
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prospeclive medical/ees or admissionlees prior to
providing energenq) medical Oeatment;

(&) detains or permits the detenlion o/the body ofa
deceased pat ient for purTnse s o/ enforcing seulenent
o/ pendng nedrcol bills,

fi denands or permits the demand ofpayment of

t6 Schedule (s. l0l)-
Consequential Amendmenc
to other Acts

Arnendment ofsection I l2 of
Cap.24l.

Second

Health Act is amended by-
(a) deleting paragraph (a);
(d) deledng paragraph (e);

Thc Commission proposrs ahrt thc proposed
rmcndm.nts bc droppcd.

C ausc 0 to amend onSecti o2 f the

Consequential Amendmenrc
to other Acts

Amendment of section I7 of
Cap. 253.

Second Sch edule (s. l0l)-
Practitioners and Dentists Act by repealing section l z

The Commission rccommcnds thrt thc pmposcd
smctrdment be droppcd.

Clause l0l (3-) seeks to amend the Medical

provision for an offence and corresponding P€nalty will ensu,
enforcement and compliance

Further, to expand the concept of patient dignity by restrainin;
health facilities from withholding or detaining the body of
deceased patient for purposes of enforcing seltlement of pendinl
medical bills in accordance with the High Court decision in Ma4Nyong'anyi Nyaige.ro & another v Karen Hospilal Limited &
anothet [20161 KEHC 6882 (KLR) which hetd rhaihospital bills artcivil debts which can lawfully be recovered by following the civil
pro cess not by detaining a body that has no monetary value
The proposed Bill does not provide for the fees to be paid to access
servrces in a public health facility other than fees for registration,
licrncing and accreditatlon ofhealth facilities. The Commission notes
that deletion of paragaph l0 (a) of Section I 12 of the Health Aa
Ieaves an incurable lacuna.

The Commission firther noles that tl
ro (e) of section,,, "i;;;;1:?::ff'l:"TTTfl:l:proposed Bill only prescribes that the Author,ry ,t u[ fi.p u r.gr;.
of registered, licenced and accredired of health facrliti* _d d;;;i
extensively cover the nanfe of ret
documents and foms to be comprete:;lTSiiTx;.lifiT";ffi*'

The Commission
intact as is in the
Section l7 of tlre
provides a critical
ensuring that unre
charge for sewices

is ofthe view that the hvo paragraplx should be left
Health Act,2017.
Medical Practitioners and Dentists .Act, Cap 253
safeguard on patient safety and quality of care by
gistered practitioners do not pupon to offer and
they are not licenced to offer in the first instance.

Page l11
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Social Health Insuranc€ Act by repealing PART VIII

of he Act.

The Commission proposes that Section 43 (l) ofthe

Act be retained to introduce the whole aspect ofthe

Tribunal and to read as below:

4i. Health Care Tribunal

( I ) A Wrson aggrieved by a decision made under this

Act nay, reilhin one nonrh/rom the date ofthe

decision, aPPeal to the Health Care Tribunal lor a

to amend theof the Bill proPosesl (l l3)

review ofsuch decision.

Consequential Amendments

to other Acts

Rcpeal ofPart VIII ofNo.l6
of2023.

G. l0r)-
Insurance Act is essential in introducing

and directlng aggricved Parties to the Health Care Tribunal

established under lhe proposed Bill' As curen0y Proposed, the total

repeal will only result to the Tribunal being referenced in the

deirrition part under section 2 of the Act and nowhere else.

PaSe 112

Part&
0Clauset8



D. CONCLUSION

The Commission acknowledges the Bill for seeking to provide for a rights-based and patient-centred healthcare

system through setting of standards for healthcare services and health facilities in a manner that secures the

protection, promotion, improvement and maintenance of the health and well-being of every person. The proposed

legislation also presents a vital opportunity to hansform Kenya's healthcare govemance landscape in terms of

registration, licencing, accreditation and inspection ofhealth facilities to ensure quality ofcare, patient safety and

rights. The Commission notes that the Authority contemplated in the Bill will need to closely collaborate with

relevant regulatory bodies in the performance of its functions. The Commission urges that extensive consultation

with sector players should be conducted during the development of regulations contemplated under the Bill for

successful implementation of the proposed quality improvement initiatives. Lastly, the Commission calls for full

implementation of the health laws as well as adequate budgetary allocation by both the National and County

governments in line with the Abuja Declaration to guarantee the realization of the right to the highest attainable

standard of healthcare provided under Article 43 of the Constitution.

SIGNED BY:

Dr. Bernard Mogesa, PhD., CPM

Commission Secretarv/CE0
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COMMENTS ON THE PROPOSED QUALITY HEALTHCARE AND PATI

BILL2025

A. lntroduction

It fosters high standards for medication quality and distribution, promotes pharmacists'

role in patient care, and provides opportunities for continuing education and

professional develoPment.

The P5K also collaborates with partners, participates in policy formulation, and serves

as a vital resource for information exchange within the pharmaceutical community and

with the public.

Pursuant to this mandate, the Pharmaceutical Society of Kenya makes the following

recommendations to the National Assembly on the Quality Healthcare and Patient

Safety Bill, 2025 following a notice of invitation to submit memoranda published on

22.d August, 2025 by the Clerk of the National Assembly in accordance with Article ll8
of the Constitutionr.

B. Backgound
Article 43 of the Constitution provides for social and economic rights which include the

right to the highest attainable standard of health including the right to health care

services. The health function is devolved, with functions distributed between the

National Government and County Governments in the Fourth Schedule. The National

6overnment is tasked with formulation of the Health Policy while the County

6overnments are assigned the role of managing county health facilities and pharmacies'

ambulance services and the promotion of primary health care.

The Health Act, Cap. 241, which seeks to implement the Conttitutional provisions on

health matters further stipulates that the National 6overnment shall coordinate

development of standards for quality health service delivery and promote the use of

appropriate health technologies for improving the quality of healthcare.

ps://www.parliament.go.ke/matter-consideration-national-assembly-1the-quality-healthcare-a nd-patient-

L)

V
NATIONAL ASSENIBLY

REC E IVE D
0I sEP 2025

CLERK'S OFFICE
P.O. Box 41842, NAIROBI

* 0ssEP 2025

RECEIVED

O U SEP 2OZ5

ill-n ational

ER( ,5

PHARMACEUTICAL
SOCIETY OF KENYA

The Pharmaceutical Society of Kenya (PSK) is a professional body established in 1964

to advance pharmaceutical practice, promote professional standards. and advocate for

pharmacists' welfare. lt is registered under the Societies Act, Cap. Cap. 108.

T



t,
It

,i

lnternational instrumentJ that Kenya has ratified also speak to this issue and especially
in line with health products and technorogies and the practice of pharmacy. wHo
recognises health products and technologies as one of the key building blocks of a health
system' For instance, the wHo's Global Benchmarking Tool lcary wrrictr defines nine
core regulatory functions incruding licencing of premises and reguratory inspection,
requires all medicine-handling facilities of member states (manufacturers, wholesalers
and retail pharmacies) to be regulated by one negutatory body.

The GBT which classifies national regulatory syitems into maturity levels. has classified
Kenya at Maturity Level 2 which means Kenya has foundationar regulatory rtructure,
in place. The aim is to elevate Kenya to ML3 status which means aligning Kenya,s ability
to independently regulate medical products in line with internationa I good practices.

ln line with this. the Pharmacy and poisons Board in collaboration with the Ministry of
Health has made great strides in driving reforms to align the regulatory framework with
the wHo standards. This includes establishing quality management syrtems, digitization
of licencing and enhancing post-marketing surveillance.

,l ,.1

Attainment of ML3 status for Kenya would be a huge achievement as it would
accelerate acces, to safe and effective medical products through faster approvar
processer, elevate public trust by ensuring quality and safety in health products and
technologies and open up opportunities for mutuar recognition arrangements and
inclusion into the WHO Listed Authorities networks.

C. Analysis

The Quality Healthcare and patient safety Bill, 2025 (the Bill), seeks to create a
comprehensive, responsive and rtructured system for delivering quality healthcare
services to all in line with Article 43(l) of the Conrtitution. The Bill makes provision
for patient rights and the responsibility of the National and county 6overnments in the
realization of patient safety and quality healthcare. lt provides for the implementation
of standards of quality of healthcare and patient safety, for the establishment, powers
and functions of the Quality Healthcare and Patient Safety Authority, for registration,
licensing and accreditation of health facilities.

2



The Bill addresses some of the issues and challenges raised in health sector policies. lt

has made rome proSressive proposals, for instance, in clause l8 of the Bill' on Patient

safety and quality asiurance measures. it ,tates that every health facility shall adhere to

the scope for healthcare providers employed or contracted by them. This aligns with

the proposals around the anticipated Pharmacy Practice legislative framework.

However, some suggestions on how to improve the Bill includel-

There is need to ensure that, in line with global good practice, regulation of

the premises and practice of pharmacists i5 not separated. This is because the

practice is linked to the product held within the premises that is to be

dispensed to a patient. Furthermore, Kenya risks losing the ML3 pathway if

licencing is split between the Pharmacy and Poisons Board and the proposed

Quality Healthcare and Patient Safety Authority.

ln the UK for example, the Medicines and Healthcare Products Regulatory

Agency (MHRA), which is the equivalent of the Pharmacy and Poisons Board

in Kenya, undertakes the registration and licensing of pharmacier in order to

ensure that all pharmacies in the UK are legally compliant and meet standards

for the safe handling and provision of medicines. The scope of this regulation

entails regulating the pharmacy premises, the medicines they handle, and the

sale of medicines, classifying them into legal categories like General Sales List

(c5L) and Pharmacy (P). The process involves an initial inspection and

approval, followed by applying for staff licensing and a final inspection and

fee payment. Afterward, a mandatory licence to oPerate as a pharmacy is

issued.

National Health 5ervice/care Quality commission carries out accreditation

whose purpose is to demonstrate a pharmacy's commitment to delivering

continuous high-quality patient care, setting high standards, and fostering

continuous improvement within the National Health service. lt encompasses

various aJpects, such as accreditation of specific ProsrammeJ for staff

development or quality asrurance of services like hygienic preparation of

medicines within National Health 5ervice facilities.

This involves gathering evidence on whether requirements have been met

for roles like training officers and adherence to quality standards, the

outcome of which is a voluntary quality benchmark and a route to

recognition for practitioners and services within the National Health Service.

3



2 In line with the above. the psK urges the committee to conrider recognising
Pharmacy as a unique cadre based on how the hearthcare service reraiing to
pharmacy is offered across the world. Furthermore, we propose that
registration and licencing of community pharmacies is reft to the pharmacy
and Poisons Board or to be carried out jointry with the proposed QuarityHealthcare and Patient safety Authority(Authority). This wi, be integrar in
safeguarding Kenya's ML3 goal by preserving this integration.

Borrowing from the UK exampre, we propose that the Authority retains the
role of accreditation of pharmacies in line with the standards and guiderines
developed by the Cabinet Secretary and Director_General respectirily.

Comments on specific clauses

CIAUSE
JUSTIFICATION

Second Schedule
paragraph 22 and 23A

onsider deleting the twoc is is in line with our
submission that the
registration and licencing
of pharmacy premises
ought to be a preserve of
the Pharmacy and poisons

Board in line with Kenya's
ML3 goal.

Th

Schedule-5econd

Paragraph 25 proposes to delete section
44 of the Pharmacy and
Poisons Act which
currently gives the Cabinet
Secretary responsible for
health in consultation with
the Pharmacy and poisons

Board the power to make
rules on the the standards
and practice of pharmacy.
the role will still be
undertaken by the Cabinet
Secretary responsible for
health under the Bill. As
earlier submitted, the
attainment of the ML3

paragraphWhile this e proposed amendment
is not only defective but
also in breach of Kenya'r
commitment to
international obligations
under WHO.

Th

4

COMMENT

paragraphs which relate to
the power of the
Pharmacy and poisons

Board to register and close
premises.



t

status by Kenya is an

ongoing proceis being

undertaken by the Ministry
in collaboration with the

PPB. Consider retaining

the current section

aa0)(mb).

5
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7 INDUSTRY ALLIANCE

OF HEALTH PRODUCTS
&TECHNOLOGIES

o
\lb-

o
To,

The Clerk of the National AssemblY,

P.O. Box 41842 - 00100.

Nairobi.

th

o

Dear Sir,

P ON UA EALTH PAT E ETY BI

The KApl - lndustry Alliance of Health Products and Technologies is a membership organization,

established in the late 1950s, representing manufacturers (or their local representatives) that through

research invent and develop medicines and technologies (e.g., Biopharmaceuticals, Vaccine

Healthcare, Medical devices, Diagnostics) that significantly improve people's lives. KAPI presents the

industry voice and promotes efficiency in the pharmaceutical industry to ensure that medical

products and healthcare technologies of the highest quality can be readily available for diagnosis,

prevention, and treatment of diseases. lt is in view of this mandate that we are pleased to submit our

position on the Quality Healthcare & Patient Safety Bill, 2025, as follows:

Page number and

Section

lssue of concern Proposed changes Justification

Part II - Patient

Rights & Safety, 14

(2)

The original

phrasing in the Bill s

that "every

healthcare provider

shall prescribe,

administer, and

monitor treatment".

ls broad and

unspecific. lt implies

that all categories

of healthcare

providers-
including those not

legally authorized

to prescribe or

administer

treatment-would
be permitted to do

so.

Replace the statement

"Every healthcare provider

shall prescribe, administer,

and monitor treatment"

with "Every healthcare

provider, operating within

their authorized scope of
practice shall:"

,5,

,r€1

(,5
1

(

*
*

The authority to
prescribe,

administer, and

monitor treatment

varies from one

healthcare provider

to the other and

depends on the

licensure as issued

by the regulatory

bodies. The

recom mended

statement ensures

that only authorized

scopes are

permitted.

olLa-

-.

\

NATIONAL ASSEMBLY
RECEIVED

0I sEP 2025

CLERK'S OFFICE
P.O. Box 41842, NAIROBI
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!INDUSTRY ALTIANCE

OF HEALTH PRODUCTS
&TECHNOLOGTES'la

',. .:u
'r (,

,
)-

Part lll
Administration

Quality
Healthcare (29)(l )

ol
of

Lack of
representation of
healthcare

providers in the
composition of the
Board of Directors

of the Authority.

Healthcare Provi

u nderrepresented on the
Board of Directors of the
Authority.

Members of the Board

should mirror the
constitution of other
healthcare regulatory
authority boards. Refer to
the constitution of KMpDC

& PPB

are A board with strong
professional

representation can

provide informed

oversight and

advocacy.

Part !V

Registration,
licensing and
accreditation of
health facilities - 42

Deletion of section

42

We propose deletion of
section 42. Section 42
outlines the functions of a

healthcare authority.
Section 42 should be
governed by the existing
regulatory authority that is

- KMPDC, PPB, Nursing
Council e.tc

There should not be

an overlap of
functions with other
healthcare

regulatory bodies -

KMPDC, PPB,

Nursing Council,

Clinical Officers

Council, and others.Part lV

Registration,
licensing and
accreditation of
health facilities - 48
(1)

Need for a unified
license

Have a unified annual
license to avoid multiple
licensing by different
authorities

Part Vll - General

Provisions - 93(2) (h

)&(l)

There's no clarity on

the role on the
pharmacies'

standards,

standards of
alternative

medicine and

traditional medicine

by the Board and

PPB

Delete this section and
maintain status quo in

which the Pharmacy and
Poisons Board, as currently
authorized by CAp 244
continues to regulate

these roles.

The Authority

should allow the
PPB with its
established

organization

capacity and

structu res to
regulate Pharmacy

practice and

minimize exposure

6 +2Sa 748 812 12't @ hfoqraprrenya.ors O fl l?#?,* 5,f333: J",',1h1-"T" 
* **o/ 
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-

A unified license

would simplify

compliance for
healthcare providers

and facilities. A
unified system

would help reduce

financial strain
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INDUSTRY ALLIANCE
OF HEALTH PRODUCTS
&TECHNOLOGIESI

of patients to harm

that will happen

should this role be

stripped from PPB.

Page 47: Part Vll -
General Provisions -
9a(2) (n)

Clarity on the role

of PPB & the Board

on this

We propose the deletion

of this section, and for the

functions to remain within

PPB

The Authority

should allow the

PPB with its

established

organization

capacity and

structu res to

regulate Pharmacy

practice and

minimize exposure

of patients to harm

that will happen

should this role be

stripped from PPB.

Part Vlll
Provisions on

Delegated powers

Duplication of roles Duplication of roles

not only introduces

ambiguity in

enforcement of

standards but also

risks creating

loopholes for non-

com pliance.

Part X - Transitional

Provisions - Second

Schedule

(101)(1Xa)

Deleting of the

definition of 'health

care provider'

Replace the definition of

'health care provider' and

replace with - Heath care

provider is a person duly

qualified and licensed to
provide health care

services

The revised

definition ensures

that only individuals

who are formally

trained, certified,

and Iicensed by

recognized

regulatory bodies

are considered

healthcare

providers.

P.o. Box: 2513-00606.
Nairobl, KENYAO *ruo 748 s1212i S) inro@xapirenva.ors G) fllli'#?,1l;5;iBl?fi',1?,tT""" 

toadt $

To avoid duplication of

roles and functions of

existing health regulatory

bodies - KMPDC, PPB,

Nursing Council, e.t.c
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o

Part X - Transitional
Provisions - Second

Schedule (101) (18)

No repeal of section

20 of CAP 2M
Maintain status quo in the
current cAP 244.

Repealing section

20 will interfere with
the regulation of
pharmacy practice

in Kenya.
Part X - Transitional
Provisions - Second

Schedule (101) (21)

Delete Paragraph

(m) in subsection 1 .

Retain Subsection

1, paragraph B, and

any other
paragraph.

While we agree with the
deletion of paragraph (m)

of Subsection 1, we
recommend maintaining
status quo for all the
remaining paragraphs in

Subsection 1.

Any other deletion
in subsection 1 will
affect the regulation

of pharmacy

practice and Health

Products

Technologies in

Kenya. This will not
only impact quality

of the products and
pharmacy care but
also hinder PPB

from achieving

Maturity Level 3

and all the benefits

this has for
manufacturing

ambitions for
Kenya.

Part X - Transitional
Provisions - 101-
Second Schedule -
Section 38 of CAp

244- Subsection 2 -
deleting paragraph
(i)

Deleting paragraph

(D

No deletion of paragraph
(i) - maintain status quo of
CAP 2M

Deletion of this

section will strip ppB

powers in regulating

manufacturing.

Storage,

distribution and

even post

ma rketing

surveillance of
pharmaceuticals in

Kenya. This will not
only impact quality

of the products and
pharmacy care but
also hinder PPB

from achieving

o *'uo 74s 812121 f;) inro@xaerrenva.ors o f;lirr,lt"fiLfjfil:Jti";,[T"", **0, o i;o,;"tT:2sr3-oo6o6,
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Part X - Transitional

Provisions - 101-

Second Schedule -

Section 38 of CAP

244- Subsection 2 -

deleting paragraph

(f)

Deleting paragraph

(0;

No deletion of paragraph

(0 - maintain status quo of

cAP 244

Deleting of this

section would mean

that there's no

longer an

authorized register

of medicines in

Kenya. This will be

detrimental to.

Quality health,

pharmaceutical care

and will open up the

market to

unregulated

products.

Part X - Transitional

Provisions - 101-

Section 38 of CAP

244- Subsection 2 -

deleting paragraPh

(i)

Deleting paragraph

(i);

No deletion of paragraPh

(i) - maintain status quo of

cAP 244

This deletion takes

away the authority

of the PPB

regulating the

registration of

health products and

technologies and

does not provide an

alternative. This will

not only impact

patients access to

quality, safe and

effective health

products and

technologies but

also hinder PPB

from achieving

Maturity Level 3

() + z sa 7 48 812 121 @) into@rantrenva.ors O fl1,?Jri"r",lffifilgfil','"?,[T"''" 
Road/ 
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Maturity Level 3

and all the benefits

this has for

manufacturing

ambitions for

Kenya.
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and all the benefits

this has for
manufacturing

ambitions for
Kenya.

Part X - Transitional
Provisions - 101-

Section 38 of CAp

244- Subsection 2 -
deleting paragraph

0)

Deleting paragraph

U);

No deletion of paragraph

0)

Deletion of this

section will create a

vacuum in

regulation of
pharmacy practice

in Kenya. ln the
interim, there's

going to be a

vacuum which will
introduce the
market to
uncertainties. This

will also create a

risk for patients,

exposing them to
harm.

ln addition, PPB

already has the

structures,

institutional

memory and

capacity in this area

Therefore, stripping
the Board of this

power will lead to
institutional

capacity and

memory loss.
Part X - Transitional
Provisions - Second

Schedule (101) (19)

Repeal of Section

23 ot Cap 244
Deletion of this
section will take

away the gains

already made in

combating illicit
trade. lt will create a

vacuum that will

() +zsa 748 812121 S) tnro6,raptrenva.ore O fl:iri?",l,i5,iSfllgy"rl""?,[T",".o"0/ @ i;o,;otlr:2s13-oo6o6,

No repeal of Section 23 of
Cap 244
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We also propose the following

Kind Regards,

Dr. James Mokoro.
l(APl Chairperson

$il,:ffit#E,a

o Maintaining the roles r

vacuum und .onf,rion'ilil::il::ffI# l',"'J:':' 
in the hearth sector to avoid creatins a' 

#,:i:i^"i:r1::*^',::^'"'" ;;; ;; ";;"-. :: illillJil'I;tro,, as this soeso powers of the Board o, 
'"''nn wHo Maturity Lever 3.

il:ffi.*^;;il51:,H1#:,,HH1ff Huj[f ;T::::::ilff :":

open the market to
unregistered and
unregulated

premises which will
pose a risk to
patients and result
in the supply of
illegitimate

pharmaceutical

products.- Transitional
Provisions - Second
Schedute (t01) (20)

Part X peal of Section
23A of Cap 244

Re
of Section 23A

No repeal

of Cap 244
epealing of this

section would mean
that any unlicensed
or uncompliant
premise will
continue to operate
because ppB will no
longer have the
power to close that
premise.

R
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@ inro@raptr<enra.ore

O fl #tg;5:'ilg j':uuiait !-enana Ros d/ O fi ,?,"1?'u Eil,; 
o ouou,

e=;-





i trl*l National Gender and Equality Commission

lst Floor, Solution Tech Place, 5 Longonot Road, Upper Hill, Nairobi

P.O. Box 275 l2-00506 Nairobi, Kenya

Landline: +254 (020) 3213 100

Mobile: +254(020)37 5 | 00

Toll Free: 0800720187

Email: info@ngeckenya.org

www.ngeckenya.org
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Section B (i:) of the l.{ational Gendcr and Iiquality Commission Act, CAPTK mandates

the Cornmissior, t,.r, 'monitor', lacilttrte end ctduise on the integlratiort o1 thr:

princtples cf eguolity andfreedom fi'om disc.rinination in all national and corntfl!

policies, Iutus, and edministTatiue regulations in all public and priuafe inslifurrbns;
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I New proposed interpretations

Age appropriate

To interpret as follows-;

Age-appropriate" means suitable
for a particular age or age group

The term has been proposed in an
amendment to clause rr(rXb)
below (serial No 7)

Geriatrics Geriatrics" means a specialized
branch of medicine focused oh the
health care of older adults

Older persons face a lot of
discrimination and negative bias in
health facilities leading to poorer
quality of care and reduced access
to services.

The Commission has applied the
term through a proposed
amendment to clause r5 on Right to
Dignity and Equity (serial 7 below).

Article SZ( c )obligates the state to
ensure older persons live in dignity
and respect and be free ofabuse

2lPage

r\IGEC,

S/No Clause Proposed amendments Justification



non-informed consent ttNon-Inforrned Consent" occurs
when an indMdual agrees to a
medical procedure or study without
being fully aware of the potential
risks, benefits, and alternatives

The Commission has proposed
sanctions in a new clause ro(4)
under Clause 1o-Right to informed
consent. (serial No 6 below)

Unauthorized
procedures

medical "IJnauthorized medical
procedure" refers to a treatment
or surgery on a patient without their
explicit or informed consent and
includes sterilizations, forced
abortions, medical testing and
procedures on intersex children and
female genital mutilation.

Unauthorized medical procedures
and non -informed consent
constitute a large percentage of
abuse and violation of the rights of
special interest groups, including
illiterate persons, persons with
disabilities and intersex children.

Reasonable Modification "Reasonable rnodification"
refers to physical changes to make it
accessible for persons with special
needs and includes ramps, grab
bars, and wide doors.

The term has been applied in the
proposed Bill in clause 8(z) (c ) but
not interpreted. To be interpreted
for purposes of clarity

Reasonable accommodation ttReasonable accommodation
in healthcare" refers to
modifications or adjustments to
policies, practices, or rules that
enable individuals with special
needs to have equal access to
healthcare services and facilities,
and includes accessible

To differentiate between
modification and accommodation
as applied in the Act

The term has been proposed in
clause 8 (zXc )through an
amendment (serial No 4 below)

3lPage



communication
appointments

formats,
The term has been applied in the
proposed law in clause 8(z) (c ) but
has not been interpreted

Special needs "Special needs" include various
forms of disability, advanced age,
and intersex persons

"Special needs" has been applied in
clause 8(c ), but not interpreted

Abuse and Violence Abuse and violence include the
following

Physical, which includes hitting,
kicking, pushing, or any physical
assault that causes injury.

Verbal involves shouting, name-
calling, insults, threats, and other
forms of abusive and derogatory
language.

Psychological includes
intimidation, bullying, harassment,
and humiliation.

Sexual abuse and violence
include unwanted sexual advances,
harassment, sexual assault and
rape.

The Commission deems it crucial to
unpack the following terminologies
" abuse and violence"

The term has been applied in clause
8(d)

The law needs to be clear on what
abuse and violence entail and the
sanctions thereto, as such cases
have been on the rise against
patients in many health facilities
across the nation and need to be
curbed

4lPage



Socio-economic factors involves
actions that limit a patient's access
to resources, care, or support, which
1m act their well-bei

2 Clause 4

Guiding principles

4. The principles for
implementation of this Act shall be

(a) equitable, quality, cost effective
and accessible healthcare to all
persons;

O) protection, promotion,
improvement and,maintenance of
the health and well-being of every
person;

(c) patient-centered care; and

(d) accountability

Amend by inserting an additional
principle as follows-;

The proposed Bill has not
considered a rights-based approach
to deal with patients

To move away from charity and
other models that put patients at
the mercy of health workers.

fughts-based means integrating
human rights principles and
standards in all aspects of health
care

Article +S(rXa) of the Constitution
provides the right that the proposed
Iaw seeks to implement.

This principle is also very crucial in
dealing with issues of persons with
mental and psychosocial
disabilities

Clause 5

Role of the Cabinet Secretary

5. The Cabinet Secretary shall-

Obligations placement

In line with the Functions of the
National Government in the Fourth
Schedule of the Constitution

5lPage

(e) Promotion of a human rights-
based approach to health care

3.

Substitute the subtitle "Cabinet
Secretary" with "National
Government"



(a) develop and ensure
implementation of policies,
standards, guidelines and protocols
that ensure the provision of quality
healthcare services;

(b) ensure continuous
improvement in the quality of
healthcare services provided to
individuals for, or in connection
with the prevention,

The proposal also aligns with
Section t5 of the Health Act, which
recognizes the functions as the
National Government's functions

4 Clause 8

Right to safe and accessible
health facilities.

(z) Every health facility shall- (a)
implement healthcare standards
set out in this Act and other
relevant laws;

(b) ......

(c) provide reasonable
modifications to enable
accessibility by persons with special
needs;

To amend 8(z) (c) by inserting after
the phrase "modification" the
following: "and accornmodation

Reasonable accommodation has
not been provided in the proposed
law

(c ) . . . . . .. .. . . ... . .

6lPage



The Commission has proposed the
interpretation of the two terms, i.e,
accommodation and modifi cation

Proposed new sub-clause to
clause 8

Insert a new clause 8(+) as follows-; The objectives ofa law are to deter
non-compliance and sanction the
breach thereof

There are no sanctions prescribed
for abuse, violence, and or neglect

6 Clause ro

Right to information and
decision making

to. (l) Notwithstanding section 8 of
the Health Act, every patient has
the right to clear, comprehensive,
and accessible information about
their care to enable them make
informed decisions on their health.

(z) Without prejudice to the
generality of subsection(l), every
patient has the right to-

(a) be provided with
comprehensive details on
dia nosls, treatment o tions and

Insert a new subclause ro(3) as
follows-;

10 (3) A patient has the right not to
be subjected to unauthorized and
non-informed medical procedures

Cases of violation of the rights of
patients has also been on the rise
especially for women with various
disabilities by health workers in
collaboration with the familv

TlPage

(+) A health care worker who
commits an offence under this
section shall be liable, on conviction,
to a fine not exceeding one hundred
shillings or to imprisonment for a
term not exceeding six months, or to
both



health products
prescribed;

and technologies

(b) interpretation or alternative
formats of information for
accessibility; and

(c) disclosure of
benefits ofhealthcare

risks and
procedures.

Clause ro

New proposed sub-clause on
sanctions

Amend by inserting
subclause (4) as follows-;

another

(+Xa)A person who commits an
offence under this section shall be
liable, on conviction, to a fine not
exceeding two million shillings or to
imprisonment for a term not
exceeding two years, or to both.

(b) The health worker will face
sanctions from their respectful
professional bodies

(c ) The patient can institute civil
proceeding to recover damages

7 Clause rr

Right to timely and effective
care

Propose to amend clause rr t(b) by
insertingthe phrase " and age" after
the phrase "needs"

The intersectionality of the age of
patients is very crucial in matters of
health care, including in
reproductive health care, early
childhood development, nutrition,
healthy lifestyle, chronic
sicknesses, etc.

SlPage
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(a) safe and dignified;

(b) appropriate to their clinical
needs; and

(c) compliant with
healthcare standards
under this Act

quality of
prescribed

Amend by inserting a new subclause
(z) as follows-;

(z) A person shall not be denied
emergency treatment

Any medical institution that fails to
provide emergency medical
treatment while having ability to do
so commits an offence and is liable
upon conviction to a fine not
exceedi three million shilli

Article +g(g) of the Constitution

8 Proposed new clause on the fughts
of persons under incarceration

To insert as follows-;

All correctional facilities shall
ensure that all persons under
incarceration have access to timely
and quality healthcare

Clause 94 on Regulations to be
amended to mandate the Cabinet
Secretary to make regulations on
access to health care by persons in
incarceration

The Right in Article 43 needs to
protect the rights of all persons,
including those who are in prison
and correctional facilities.

The Nelson Mandela Rules are
internationally recognized
guidelines that promote the health
Rights of Prisoners

9 New provision on the right of
discharge from health
Facilities

Amend by inserting a new
clause as follows-;

To ensure that once a patient is due
for discharge, the same should be
expedited and an other di

9lPage
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rt. (l) Every person has the right to
access quality safe and healthcare
services that are-
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a. Every patient has the right to be
discharged from a health facility
once they are medically fit for
discharge

c. Under no circumstances shall a
facility detain or deny discharge to
a patient on account offailure to pay
hos ital fees

matters to be attended to while ou[
of hospital

Some health facilities detain
patients who are unable to settle the
fees and ironically continue
charging them inflating the amount
even further

1() Clause 15

Right to dignity and equity.

15. (r) Every patient has the right to
dignity and equitable care.

(z) For the purpose of subsection
(r), a patient is entitled to-

(a) respectful, person-centered
care, including quality palliative
and end-of-life care;

(b) non-discriminatory treatment
regardless of age, sex, disability,

Amend clause t5(z)(a) by inserting
after the phrase "including" the
following-;

"geriatric care,"

Amend clause r5(z) (c) by inserting
after the phrase "disabilities" the
following:" older members of society
and Intersex persons"

Amend by
"minority

deleting the phrase
groups" without

re Iacement

Older members of society and
intersex persons are not included

Health care needs to specifically
focus on older members of society
because of the increased health
complications and intersex persons
who are very vulnerable and
susceptible to multiple
discrimination
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b. Health facilities shall take all
reasonable steps to prevent
unnecessary delays that may
prolong a patient's stay beyond their
medical needs

R



ethnicity, health status
socioeconomic status; and

or

(c) tailored services marginalized
for vulnerable or groups, including
women, youth, persons with
disabilities and minority groups.

The Constitution of Kenya, in
Article z6o, by way of deduction,
defines marginalized groups to
include minoritygroups. It does not
provide for an express
interpretation of "Minority
gloups,"

11 Clause z4

Professional indemnity

25. (1) Every health facility shall
maintain a valid professional
indemnity cover to protect the
health facility against claims arising
from acts or omissions committed
in the course of providing
healthcare services.

The applicability of professional
indemnity

Substantiate whether professional
indemnity is applicable to both
public and private health facilities
and consider making an exception
to government health facilities but
providing a mechanism by an easy
to access, procedurally simplified
and expeditious process for
aggrieved patients to follow.

The process under the Kenya
Medical Practitioners and Dentist
Council faces severe challenges
including:

1. Accessibility and Awareness:
. The process is not well-

publicized, and many
stakeholders including patients
and healthcare workers who
are unaware of how to lodge
complaints or follow up on
them.

2. UndefinedTimelines:
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o Although the Council states
that it aims to resolve matters
"at the shortest time possible,"
there are no statutory
timelines for each stage of the
complaint process.

3. Overly Technical
Procedures:
. The disciplinary rules (e.g.,

[,egal Notice No. r7r of zozz)
involve formal inquiries,
notices, and hearings that
resemble court proceedings.

4. LackofTransparency:
. There is minimal public

reporting on the outcomes of
disciplinary cases. It's unclear
how many complaints are
received, investigated, or result
in sanctions.

t2 Clause z9

Board of Directors of the
Authority

29. 0) The management of the
Authority shall vest in a Board of
Directors consisting of-

Amend clause zg(rxh) by
substituting the proposed appointee
with

"One person representing persons
with disability nominated by the
umbrella organization of persons
with disabilities

The proposed person is ambiguous
and does not provide a criteria for
the nomination.

The proposal by the Commission
aligns with the principle of
inclusion of persons with
disabilities and also provides a
criterion for nomination.
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(a) a chairperson appointed by
the President;

(b) The Principal Secretary in
the Ministry for the time being,
responsible for matters relating to
quality of healthcare standards or a
representative designated in
writing;

(c) the Principal Secretary for
the National Treasury or a
representative designated in
writing;

(d) the Attorney-General or a
representative designated in
writing;

(e) the Director-General;

(0 one person appointed by the
Cabinet Secretary, not being a
Governor, nominated by the
Council of County Governors with
knowledge in matters of
health,quality management and
quality improvement;

(g) one person appointed by the
Cabinet Secretary, not being a

Amend clause
providing for-

z9 further by

a. gender
representation
disabilities

of
balance

persons
and

with

b. appointment of directors in a
staggered manner to ensure Board
business does not stagnate at any
given time

Non-compliance with Mwongozo
code for governance and the
Constitution on inclusion and
equality

Principle of gender balance and
representation of Disability
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public officer, to
healthcare providers;

represent

(h) one person appointed by the
Cabinet Secretary to represent the
public;and

(i) the Chief Executive Officer,
who shall be an ex officio member
of the Board.

(z) The appointment of the
chairperson and members under
subsection (lXe), (0 and (g) shall be

notice in the Gazette
Clause 3r- Term of office

31. (1) The chairperson and the
members appointed Term of office.
under section z9 (r) (D, (g) and (h)
shall hold office for a term of three
years and shall be eligible for re-
appointment for one further term
of three years.

(z) The members appointed under
section 29 (1) (b), (c), (d) and (e)
shall hold office during their tenure
of office unless removed from office
by the appointing authority

(a) Resignation

(b) gross
misbehaviour;

misconduct or

(c)
duty;

incompetence or neglect of

(d) conviction for an offence and
sentenced to imprisonment for a
term exceeding six months, without
the option of a fine;

(e) being ad u ed bankru t

The provision has
provided in the Bill

not been
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vacation of office as follows-:



(0 violation of the Constitution
other written law; oror an

14. Clause 36

Removal frorn office of the
Chief Executive Officer.

e6. (t) The Chief Executive Officer
may be removed from office by the
Board in accordance with the terms
and condition of service, for-- (a)
inabilityto perform the functions of
the office arising out of physical or
mental infirmity;

(O. Being declared as being of
sound mind

Amend by deleting the provision in
e6 (a) and (f) that refer to mental
infirmity and unsound mind

Vacation of office by the Board
members and the Chief Executive
Officer on the grounds of mental
infirmity or unsound mind is
prejudicial to persons.

The bill is, on one hand, proposing
the rights of all patients, including
persons with mental disabilities,
while on the other, it is
discriminating against them by
referring to them in derogatory
terms like "unsound mind."

The Ministry of Health has rolled
out the WHO Quality fughts
Initiative, which seeks to improve
the quality of mental health and
protect the rights of persons with
mental health conditions.

The Convention on the Rights of
Persons with Disabilities also
provides for reasonable
accommodation, and if it is no
longer viable, then the due process
of separation takes its course.
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This ground does not need to be
legislated in all frameworks
because it is discriminatory and
prejudicial against persons with
various forms of disabilities

16.

94. (1) A person aggrieved by a
decision of the Authority under this
Act may apply to the Authority for a
review of the decision w'ithin thirfy
days from the date ofthe decision.

(z) The Authority shall, within sixty
days of receipt of an application for
review, make a determination and
communicate its decision to the
applicant.

Amend clause 94(z) by substituting
"60 days" with "3o days"

The period of6o days in g+(z) is too
long and unjustifiable, depending
on the subject ofthe review

17. Clause 98

General penalty.

98. A person who commits an
offence under this Act where a
penalty is not provided shall be
liable, on conviction, to a fine not
exceeding ten million shillings or to
imprisonment for a term not
exceeding ten years, or to both

Amend Clause 98 by substituting
"ten Million" with "one hundred
thousand" and "ten years" with "six
months"

The general penalty for
unidentified offences is ambiguous
and excessive in the circumstances.

We note that the penalties for
identified offences in Clauses

78,82, and 97 are way below the
proposed penalty in this provision

t
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MEMORANDUM ON T}IE QUALITY HEALTHCARE AND PATIENT

SAFETY BILL,AAE
Submitted to

Clerk of the National AssemblY

Box 41842{100
ROBI, Kenya

Alr^
From
George Otieno AgaI
P.o.Box 381740100
Kisumu

25n August205

G"J,

1. lntroduction
I, George Odeno Agal, a citizen of Kenya, make this submission in exercise of my
constitutional right b participate in law-nraking under Article 118(1)(b) of the

C-onstitution. I welcome the inboduction of the Quality Heallhcare and Patimt Safety Bil[
2025 (Nadonal Assembly BiIl No. 47 of 2025) as it seeks to give effect to Article 43(1)(a) of
the Constitution, whidr guaranbes the right b the highest attainabte standand of healdr.

2 General Support
I shongly support the Bill because ih

. Establishea a framework for ensuring safu, highquali$ healthcare services for all
Kenyans.

. Provides for the creation of a Quality Healthcare and Patimt Safe$ Authority to

oversee gtandards.
. Ensures that health facilities are licensed accredited, and regularly monitored.

. Places reoponeibility on both Ere national and county Sovemments to Suarantee
quality healthcare.

3. Key observations and recommendations
a) On Patient righta
. The Bill rightly emphasizes the righc of patien ts to dignity, safety, and

information.
o t recommend that the Authority develop a Patient Righe Charter to be displayed

in all heal8l facilitieg for public awareness.

b) On Accountability of health workers
. The Bill requires healthcare providers b follow ethical and professional

standands.
. I recommend clear penalties for negligence or malpractice, alongside

mechanisms to protect whigdeblowers who report unsafe practices.
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c) On Licensing and accreditation of facilities
. Regular inspection is vital to ensure compliance.



. I propose mandatory public reporting of inspection resulb, so citizens can make
inlormed choices on where to seek care.

d) On complainb and redress mechanisms
. The Bill provide for complainb handling.
o t rccommend a toll-free hotline and digital reporting sysEm b make it easy for

citizens to rais€ concems.
e) On Patient safety sysEms ( I .- :
. Reporting and leaming from medicat eprora is a"pniyeGve step.
o t prcpose that anonymized data oir htient dety incidenb be published

annually to encourage syshm-wide leaming.and accountability.
f) On resourcing the authority ., ,- 

-. Por the Authority b be ef(ective, it muat t*idequately funded and staffed.
. J recommmd that Parliament ensures budgeary allocadon is ring-fenced for

paHent safety and quality improvemenl

4 Concluelon
The Qualig Healthcare and Patimt Safety Bill, N?5 ls a timely and neaessary piece of
legisladon that witl significantly improve health ouhomes in Kmya. By embedding
pettent sdety andquality as legal requlrcmmb, it ensures that Kerryans will be proEcEd
from preventable harm and can accegs healErcar€ ftat is saG, digntfied, and of high
standard-

I urge the Nadonal Assembly to conaider the recommendatioru htghlighted above to
shengthen dre Bill furtrer.

Respectfu lly submitted,

GEORGE OTIENO AGAL
P.O. Box 3S17.{0100

Kisumu. Kcnya
Em:ril: sE:rlblllr..' grnlll.com
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Geuge Odezro Agal
vn2@7992
agalbilly@qmail.com "{1;;i;e


