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Abstract Kenya's Constitution of 2010 triggered a cascade of reforms across all sectors to align with new constitutional standards, including
devolution and a comprehensive bill of rights. The constitution acts as a platform to advance health rights and to restructure policy, legal,
institutional and regulatory frameworks towards reversing chronic gaps and improving health outcomes. These constitutionally mandated
health reforms are complex. All parts of the health system are transforming concurrently, with several new laws enacted and public health
bodies established. Implementing such complex change was hampered by inadequate tools and approaches. To gain a picture of the
extent of the health reforms over the first 10 years of the constitution, we developed an adapted health-system framework, guided by
World Health Organization concepts and definitions. We applied the framework to document the health laws and public bodies already
enacted and currently in progress, and compared the extent of transformation before and after the 2010 Constitution. Our analysis revealed
multiple structures (laws and implementing public bodies) formed across the health system, with many new stewardship structures aligned
to devolution, but with fragmentation within the regulation sub-function. By deconstructing normative health-system functions, the
framework enabled an all-inclusive mapping of various health-system attributes (functions, laws and implementing bodies). We believe our
framework is a useful tool for countries who wish to develop and implement a conducive legal foundation for universal health coverage.
Constitutional reform is a mobilizing force for large leaps in health institutional change, boosting two aspects of feasibility for change:
stakeholder acceptance and authority to proceed.
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Introduction

The constitution of a country is its supreme law, which under-
pins all other laws as well as citizens’ pursuit of peace, justice
and human development.' Explicit constitutional provisions
on the right to health exist in 28 of 47 Member States of the
World Health Organization (WHO) African Region.' Yet there
is limited knowledge about country experiences with consti-
tutionally mandated health reforms, particularly in low- and
middle-income countries.

Kenya’s 2010 Constitution? replaced the constitution ad-
opted when the country gained independence in 1963, creating
new normative, structural, institutional, policy and adminis-
trative standards. The 2010 Constitution provides important
opportunities for fundamental reform, through key reform
agents such as independent commissions and a restructured
judiciary and parliament, among other core institutions, agen-
cies and organs in government.’ A key constitutional standard
requires the state to take policy, legislative and other measures
to fulfil its obligations in respect of health. Consequently, in
2010 the Government of Kenya embarked on a reform of health
policies, legislation and institutions. The health reforms are
complex, with several multistakeholder processes running
concurrently, developing various laws and detailing the forma-
tion or restructuring of various bodies. The reforms resonate
with the United Nations high-level declaration on universal
health coverage (UHC), which includes a commitment to

strengthen legislative and regulatory frameworks for UHC.*
In this respect, measuring change in Kenya’s health reforms
would contribute knowledge to advance UHC.

On the 10th anniversary of the constitution, we describe
our efforts to review the status of these health reforms. The
Health Systems Governance Collaborative,” in efforts to
simplify governance to improve its understanding and appli-
cability, has outlined a three-level approach for assessing the
different elements and levels of governance: structural, process
and outcome. Our paper focuses on structural measures, spe-
cifically the national laws and governance entities - the public
implementing organizations and formal groupings across the
entire health system. The aim of this article is to demonstrate
an approach to measurement of health-system structure, and
to apply that approach to analyse gaps and generate evidence
for action to strengthen the structural capabilities in the Kenya
health system.

In the following sections we first outline our theoretical
framework on structural reforms in health systems. We then
describe the background to Kenyas health-system reforms
and the adapted health-system framework that we developed
to analyse the multi-institutional reforms. Finally, we present
our analysis and lessons learnt.
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Theoretical framework

There is considerable evidence associat-
ing the constitutional right to health with
better health outcomes.®” A significant
association has been found between a
right to health in a national constitution
and reductions in infant and under-five
mortality rates.® Other researchers found
that institutional environments shaped
by a right to health encourage more and
better delivery of health services and
can partly account for a positive impact
on health outcomes.” In this section we
highlight some key linkages across health
rights, health law, health institutions and
health outcomes.

The rule of law is increasingly rec-
ognized as a determinant of health, and
pivotal to health and development. WHO
has observed that most public health
challenges have a legal component and
that the concept of public health law “in-
cludes the legal powers that are necessary
for the State to discharge its obligation to
realize the right to health for all members
of the population”® Further, it has been
argued that the rule of law is a largely
unacknowledged prerequisite for a well-
functioning health system.’ The law can
translate vision into action on sustainable
development, strengthen the governance
of national and global health institutions
and implement fair, evidence-based
health interventions.'’ The law can be an
effective tool to harmonize the mandates
of public agencies, clarify functions and
promote multiagency cooperation; to
designate the responsible agency to re-
solve a particular issue; and to create new
entities to coordinate activities across
multiple agencies.'” WHO notes that
countries that have achieved UHC have
built it on legal foundations, underscor-
ing that developing and implementing a
legal environment conducive to UHC is
a critical investment." WHO highlights
three critical elements to assess country
contexts on whether UHC law reform is
feasible: (i) whether there is acceptance of
(or opposition to) the proposed reform;
(ii) whether there is authority to pro-
ceed (especially authority from political
decision-makers); and (iii) whether the
country has the ability to complete the
work (the capacity to make, implement
and administer laws)."> Using the context
of Kenya, we aim to demonstrate the
extent of feasibility of UHC law reform,
and to contribute lessons on the system-
atic assessment of legal and regulatory
frameworks for UHC.

Effective health reforms should
include reforming and restructuring
the institutions through which health
policies are implemented.”” One author
has described institutions as the rules
of the game - the formal and informal
rules and norms that structure citizens’
rights, entitlements, opportunities and
voices.'* A distinction can be drawn
between organizations and institutions.
Organizations (public or private) are
created to perform defined functions.
Organizations are primarily the agent for
institutional change with the emphasis on
the interaction between the rules of the
game (institutions) and the players of the
game (organizations)."* Formal institu-
tions, the focus of this article, include
the written constitution, laws, policies,
rights and regulations enforced by offi-
cial authorities (public organizations or
agencies)."”” An analysis of institutional
change includes considering whether a
particular function is necessary or not
(for example, the need for an agency
or new patterns of service delivery by
organizations). Organizational change,
however, focuses on internal capacities
(for example, automation of business
processes or upgrading equipment).'® In-
stitutional change analysis must be driven
by a focus on desired outcomes: in the
case of health, multiple outcomes relat-
ing to UHC. Appropriate approaches and
tools are needed to analyse and diagnose
gaps and to predict further institutional
change to strengthen the health system
for UHC.'* We describe an approach to
analyse concurrent change to multiple
health laws and public organizations.

We also consider social science
theories related to advocacy and policy
change efforts.”” Among these, the large-
leaps theory posits that “when condi-
tions are right, change can happen in
sudden, large bursts that represent a
significant departure from the past, as
opposed to small incremental changes
over time that usually do not reflect a
radical change from the status quo.”’
In Kenya, the 2010 Constitution created
a major shift in feasibility for health
law reforms, which triggered large
changes in policies, laws, institutional
and regulatory frameworks. In Fig. 1,
we illustrate a theoretical connection
between constitutional standards and
long-term health-system goals, via ana-
lysing institutional change, optimizing
the interconnected health outcomes, and
rationalizing their assignment to health
actors (public and private).
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Background to reforms

The key aspects of Kenya’s 2010 Consti-
tution in relation to health were twofold:
devolution of power to 47 county gov-
ernments; and explicit provisions on the
right to health. The extent of devolution
of administrative functions varies across
sectors. The health functions are exten-
sively devolved: the national govern-
ment is assigned health policy, national
referral services and capacity-building
for counties; county governments are
assigned person-based and public health
services within their jurisdictions.'®
The constitution prescribed mechanisms
and timelines for implementation of the
various constitutional changes, includ-
ing a time-limited independent body
to oversee the transition to devolved
government. This process entailed the
development of enabling legislation and
institutions for devolution, including
intergovernmental relations, applicable
to all sectors. The constitution triggered
alarge number of public-sector reforms
and energized political commitment to
reforms, including initiatives to stream-
line the governance of public agencies
in all sectors, and to prioritize govern-
ment investments and reforms in UHC,
agriculture and nutrition, housing and
manufacturing.”"*

To guide the transformation in the
health sector, the Kenya Health Policy
(2012-2030) was formulated® with
policy priorities structured around
WHO?s six key components of a well-
functioning health system: (i) leadership
and governance; (ii) service delivery;
(iii) health system financing; (iv) health
workforce; (v) medical products, vac-
cines and technologies; and (vi) health
information systems.”** This six-com-
ponent structure was adapted for Kenya
by highlighting additional policy issues
and areas for investment. The policy pro-
posed to overhaul the health legal frame-
work by installing a new general health
law and specific laws to restructure
each component. This comprehensive
legal framework incorporated health
infrastructure as a seventh component
(Fig. 2). After the county governments
were elected in 2013, the health policy
was validated and updated to the Ke-
nya Health Policy (2014-2030),”” and
health research was added as an eighth
component. At various stages, the health
ministry established ad hoc technical
working groups and formal advisory
panels. These groups act as the primary
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Fig. 1. Theory of change on translating constitutional standards to health goals

Constitutional standards

Normative, structural,
institutional, policy and
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International instruments
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Immediate goals
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are defined across all
health-system building blocks

Each health outcome is
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good governance
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(functions)

Health system performance
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Healthy people (individuals,
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Responsiveness

(of duty-bearers to the
concerns of the poor, and the
voice of right-holders)
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Health institutional Preconditions
Constitutional standards transformation (comprehensive health
(policy, legislative and outcomes)
regulatory changes)

Health system performance goals
(attainment of health outcomes)

platforms for elaborating the needed
change within the various reform
initiatives and for facilitating broad
stakeholder engagement and external
technical support.”%

Conceptual and analytical
framework

A major challenge in analysing the multi-
institutional change in Kenya was the lack
of a uniform and coherent approach. The
use of simplistic tools to analyse com-
plex health systems often contributes to
interventions that upset the equilibrium
of the system, which can lead to policy
resistance from stakeholders.” To align
the health sector with the 2010 consti-
tutional standards, Kenya’s health policy
prescribed specific laws to transform
multiple parts of the system, but lacked
detail on the overall structural design,
offering no rationale on the configuration
of health functions or the implementing
organizations envisioned to optimize
health outcomes across the devolved
system. Therefore, to analyse what has
changed since 2010, we deconstructed
the health legal (and institutional) frame-
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work, component-by-component and
function-by-function, guided by WHO
concepts and definitions.

WHO describes a health system as a
set of interconnected parts that have to
function together to be effective, consist-
ing of all the organizations, institutions,
resources and people whose primary
purpose is to improve health.’** The
WHO framework for health-systems
performance assessment identifies
four basic health-system functions
through which health investments flow:
(i) stewardship; (ii) resource generation;
(iii) service provision; and (iv) financ-
ing. In this respect, a health system
would be considered well performing
when all the relevant organizations,
institutions, resources and people are
functioning together and contributing
optimally to attaining three intrinsic
goals or outcomes: health; responsive-
ness; and fair financial contribution.*
Consequently, health institutional
reforms would be expected to optimize
institutional capabilities to achieve the
intrinsic health outcomes by transform-
ing health functions component-by-
component.

We developed an approach - the
adapted health-system framework -
which enables a structured, all-inclusive
framing of health functions, and pro-
motes uniform and coherent analysis to
identify structural gaps across the health
system. We superimposed the core eight
components of the Kenya Health Policy
2014-2030 and the four basic health-
system functions described above. In this
way, we created a grid with each cell rep-
resenting a distinct health function. Our
framework allows structure and function
to converge, giving a perspective of the
health system’s foundational elements
and acting as a tool to visualize change.
We used the framework to systematically
document the national health laws and
public bodies (those already enacted and
those in progress) to assess the extent
of change, diagnose gaps and identify
corrective adjustments. Hence, this ar-
ticle is not concerned with monitoring
constitutional implementation,’** or
assessing whether specific health-system
functions or accountability mechanisms
are achieving desired outcomes (such as
access to medicines® or immunization
coverage”).

Bull World Health Organ 2020;98:706—71 8| doi: http://dx.doi.org/10.2471/BLT.19.237297
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Other authors have observed that
stewardship is usually the most neglected
function within health systems, yet it
“anchors health to the wider society,
comprising three broad tasks: providing
vision and direction, collecting and us-
ing intelligence, and exerting influence
through regulation and other means”*
The sub-function of regulation has been
discussed when describing the complex
health-care regulatory system in the
United States of America. Seven distinct
areas of regulatory focus were identi-
fied,” all addressing three competing
health outcomes (access, quality and
costs). These seven regulatory spheres
are essentially a subset of our adapted
framework since they relate to WHO’s
concept of health stewardship, and
they align with WHO?’s six core health-
system components. The spheres exclude
health leadership (responsible for overall
stewardship), and the other five compo-
nents are subdivided and expanded to
distinguish the perspectives relating to
health regulation. Thus, health business
relationships, public health and health
research are distinct regulatory com-
ponents. Our discussion will therefore
highlight two stewardship sub-functions:
overall system design and regulation.

Assessment methods

We obtained empirical evidence for this
assessment from two primary sources.
First, all the authors were closely in-
volved in the health reform processes
in various capacities, either as govern-
ment planning experts or as technical
advisors, engaging through the technical
working groups and advisory panels.
Second, we analysed various documents
including national policies, legislative
instruments (laws, executive orders,
legal notices and legislative bills). We
identified all the instruments enacted for
purposes relating to health, as published
in the official Kenyan Government web-
site.” We then compiled a chronological
list of these legislative instruments from
1921 to June 2020. For each instrument
listed, we reviewed the legal text and
identified two attributes: public body
created and health function assigned.
We then mapped all the bodies onto
the adapted framework according to as-
signed function to see which governing
entities and implementing organizations
are in place and functional. We created
two profiles: pre-constitution and post-
constitution. Similarly, we mapped the
initiatives that were in progress by June

Policy & practice I
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2020 (technical working groups, advi-
sory panels or parliamentary bills). To
assess the extent of change in the regu-
latory sub-functions, we also extracted
the data on the regulatory bodies formed
to date (enacted and in-progress) and
mapped these onto the seven regulatory
spheres.”

Legal and institutional
changes

Before the 2010 Constitution, Kenya’s
health system was managed centrally
by two health ministries and governed
through the Public Health Act of 1921
and other statutes governing specific
functions. A total of 28 public bodies
existed (in the statutes), although three
of these were not currently operating,
and we could not ascertain whether
they had ever been constituted (Table 1).
Shortcomings of the pre-constitution
health structures were that institutional
change was largely aligned to vertical
public health programmes or to health
professions. In particular, health profes-
sional bodies regulated most aspects of
health in a cadre-centric model, creating
a disproportionate focus on professional
practice, with virtually no balancing

Fig. 2. Comprehensive health legal framework for Kenya

General health law

Health-related laws

Legal provisions on

« Overall purpose of health legislation
« Scope of health legislation

« Health services

« Health risk factor services

:

Specific laws

Health financing P
Health leadership <+
Health products <+

Health information <
Health workforce DU
Service delivery systems <+
Health infrastructure -

- Harmonizing with content of existing health-related laws

« Economy and employment

« Security and justice

+ Education and early life

« Agriculture and food

« Nutrition

« Infrastructure, planning and transport
« Environments and sustainability

« Housing

« Land and culture

« Population

v

Regulations

Source: Kenya Health Policy (2012-2030).”

Notes: The Specific laws column is the same as the World Health Organization Key components of a well functioning health system** with one additional component (Health infrastructure). After
i i ed to the Kenya Health Policy 2014-2030, which includes Health research — an eighth building block. For purposes of our

Joi.org/10.2471/BLT.19.237297

and also separates Service delivery systems into two parts: person-based and population-based services (Table 1; Table 2).
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laws or independent authorities to safe-
guard consumer interests (such as safety,
pricing and confidentiality).

In the period since the 2010 Consti-
tution was adopted there has been alarge
increase in the number of health bod-
ies. This transformation has included
enactment of eight laws and creation
of 65 new bodies (16 national, two in-
tergovernmental and 47 county health
departments). Seven additional reforms
were in progress by June 2020 (Table 2).

Of the new laws, the Health Act,
2017 was the first major post-indepen-
dence health legislation, delineating
multiple health functions at the national,
intergovernmental and county levels,
establishing new bodies and mandating
others to be enacted. The Act signalled a
fundamental shift towards cadre-neutral
health stewardship bodies (professions,
products and institutions) and a greater
focus on consumer aspects within health
functions. These multiple reform initia-
tives demonstrate significant feasibility
for health reforms. By prioritizing UHC
reforms, political decision-makers
have signalled authority to proceed,
and broad acceptance by stakeholders.
The multiple stakeholder engagement
mechanisms led by the health ministry
(technical working groups and advisory
panels) enable the articulation of spe-
cific reforms within functions, facilitate
consensus-building and isolate conten-
tious issues to be resolved. Parliament
is actively (but independently) engaged,
including sponsoring bills in some
priority areas (blood services, food and
drug regulation), which creates pressure
on health stakeholders to fast-track any
related reform initiatives. These multiple
forces are driving the large-leaps change
to a new state of governance arrange-
ments for health, aligned to devolution,
and to broader government policies
(such as governance of state agencies).

The function of health stewardship
has shown the greatest transformation,
with the creation of a steward of stew-
ards (the national health ministry) and
delineated stewardship sub-functions
across the devolved system. Of the 65
new bodies created, 59 have steward-
ship mandates (the other six are con-
cerned with creating resources). Of the
seven reforms in progress, six involve
elaborating stewardship sub-functions
(the other reform is concerned with a
financing function). This considerable
change would be expected to enhance
system capabilities in providing vision

Notes
National Blood Transfusion Service to be

roles between two bodies (Pharmacy
established by statute

and Poisons Board and National Quality

Control Laboratory) contributes to
Service was created by the Ministry of

Health, and is considered as a public

body for administrative purposes.
long-standing advocacy for the Kenya

conflicts in carrying out this regulatory

function in Kenya
The Kenya National Blood Transfusion

regulatory authority. This overlap of
The health law reforms captured a

Laboratory testing is one of the core
functions of a national medicines

NA
NA
NA

provision

Delivering services
None
None
None
None

tment

inves
ining

and trai

Creating resources
Transfusion Service (2001)

« Kenya National Blood
- Kenya Medical Research
Institute (1979)

None
None

ling

Functions
ing, poo

inancing: collect
and purchasing

F
- Kenya Medical Supplies

Agency (2000)

None
None
None

: oversight

Stewardship
- National Quality Control Laboratory (1992)

- Pharmacy and Poisons Board (1957)
- National Council for Science and

Technology (1977)

None
None

\continued)
Notes: Cells of the adapted health-system framework show public health-sector bodies (and year of enactment) created before the 2010 Constitution of Kenya. Core components are based on World Health Organization's (WHO) Key components of a

well functioning health system, 2010.% Functions are based on WHO's framework for health systems performance assessment, 1999.”* In some cases we could not ascertain the reasons why a body was non-operational.

Medical products and
technology
Health infrastructure

Health information
Health research

systems
NA: not applicable.

Core components

(.

Buil Werld Health Organ 2020,98:706—71 8| doi httpi//dx.doi.org/10.2471/BLT.19.237297 711

www.manaraa.com



Regina Mbindyo et al.

Policy & practice
Constitutional reforms in Kenya

(" " "sanu13u07)

uianed Jejiuils

B MOJ|0} 01 SpuR1 Y3[eay d1jgnd o1 buiieei
abueyd [PUONINIASU| 101035 Y1[eay SeAUSY
ul sswwlelboud [e21119A papuny-iouop Auew

(ssaiboid
Ul) 91n3ASU| Y3[e3H 1 |gNnd [eUONEN Uuo

dnoib bupiom [ea1uYI3} ANSIUIW Y}eaH »

(¢107) Buipaa4 pliyd

BUNOA PUP UBJU| UO 321WWIOY) [PUONBN *

www.manharaa.com

(paseg-uone|ndod)

~
N
I
N~
o
N
o
]
[ea)
S~
~
<
N
o
=
<2
=
ko)
°
=
o
>~
)
[oN
=
=
=
°©
©
[=3)
N
Ne)
o
™~
co
R
o
N
o
Y]
<
S
>
o
<
=
S
o
=
=
=
=
=
[SS)

JO SNJ0J 93U 24 SAJINISS Paseg-uofe|ndod 3UON 3UON 3UON (2107) 93n113sU| JDUED) [BUOIBN * ISENEERIINELS

(£107) eAuaY Jo

[1puno)) Adelay] [euoirednddQ (A) {(9107)

pJeog siabeue|) UOIIBULIOU| PUB SPI0JaY

U3BaH (A1) (71 07) pieog sisidessyioydAsy

pue $15160]0YdAsd ‘sioj[asunod) (Il ‘(#107)

eAUSY Jo [1PUN0) AdessyroisAyd (11)

{(€107) |1PUNOD) SUBIDIUYIR] PUB IO

(L661) 969]|0D L3[eaH 21iqnd (1) :23n3e3s Aq paysi|qelss

Butulel] |edIpaA BAUSY » Uy2B3 ‘S|I2UN0J JO SPAe0q [eUOISS340Id G »

pieog jooyds Adeweyd | (ssauboud

SUOSI0d pue Adewlleyd pue ‘|1punod) Sispus( S|00YDS AISIIUSP ¢ ur) eAuay Jo pieog siaydeiboipey -

PUE SJ2UONIDRI [BIIP3|A UBAUSY :S3IPOq S|ooYDS [BIIPRW f (£107) [IPUNOD) 32IOPLIOM Y3 [BSH BAUSY «

[euoissajoid andadsal ayi Aq panoidde ale {(s1eak (£107) foyiny
S|00YS [BIIPSW Y3 Ul PAISJO S3SIN0D Y | SUON  SNOLIBA) S|OOYDS AUSISAIUN 47 » 3UON 1YBISISAQ SUOISSD)0Id Ul|eaH eAUSY « DI0PIOM Y3[esH

(ssau1boid ul) 6107 ‘|oued
UO[1B1IP3IDI. SIDIAISS 24eD-Y[eay (1) s12dx3 wiojay bupueul

pue bupueuy yieay (1) :sa1poq uspusdapul Y1(eSH auy1 Aq pasodoud ‘pun4 (ssauboud

OM] PUB ‘SW3YDS IUBINSUJ [BID0S B JO 3OURINSU| [RIdSOH [PUOIBN  Ul) 6107 ‘|SUBd S1adX3 Wiojey bupueulq
UOM1B312 Y1 3PN DUl [Ued SHRdXT WY au1 buisAuod Aq pa1eanaq  YieaH ayi Aq pasodoud ‘ubisap abexded Bupueuy
BunueU Yi[esH ay3 JO SUOIPPUSWWIODSI 3Y | SUON 3UON 01 3WaYdS 3dURINSU| B0 » 1auaq y3[eay Joj Apog Juspuadapu] « Wa1sAs-Y3esH

suonninsul bujuien (€100

A|le3uswiepuny pabueyd Jou JUSWUISA0D 1910 3313 pue 9911/WWIOD) Y3[BSH SIOUISAOD) JO [I2UNOD) »

3ARY s2|IqIsuodsal ojjoj1od S) pue Asiuiw UONBAISIUIWIPY JO 21n1Asu| (€107) S1uswLedap yiesy AUNod /4«

Y1[eay 9|buls e Paysi|geIss (8107 PUe 9107 eAuay sy} bupewebewe (£107) WNIO4 dAIRYNSUOD
‘€107) JUSWUISAOE) [UOIIN DU JO 3INIdNIS Aq pa1e3ld ‘(7107) [PIUSWIUISAODIIU| J013S Y3[eSH BAUSY « S0UBUISAOD
31 UO SISPIQ SAINIDXT AISS3IINS 31U | SUON  JUSWUIIAOD) JO [00YDS BAUDY, « 3UON (8107) YHeaH Jo Ansiut « pue diysiopea

uoisinoid fujures) pue yuauisanul buiseydand pue
:SDIAIBS BundAlpQ :5321n0sa1 bunear) buijood ‘bunda)jjod :bunueury ybisiano :diyspiemals

90N

suoduny

syuauodwiod 310)

020Z-0L0Z ‘uonniisuo) 0L0Z 3y 12348 eAua) us pajeas saipoq yijeay sijqnd Jo uoiouny pue NPRAS 7 3|




Policy & practice

Constitutional reforms in Kenya

Regina Mbindyo et al.

(" " "sanu13u07)

uonejnbai

SI2IAIRS Y1[eay Jo 1ed S| 21n1dniseljul yiesy
JO uonenbal ay1 usuodwod s1esedss

B Se 3IN1dNJIselul Yijesy saysinbunsip

£21104 Y3jeaH eAUSY 3yl ybnoyiy

/10T 12V YiesH
3y3 Jo suoisirold JueAfal ay3 Juswajdull 03
pa}JeIp U3 Sy U3[eay JIUOIIIIR UO [|ig Y

Bujziuowiey

P3aU UDIyM ‘ss21601d Ul S||Iq 1JeIp OM1 3Y3
J0 9d0Ds 3y Ul $193J24 AouedaudSIp SIy |

(68 UOI1I9S) UOIIeZIURDIO 9DIAISS POO|] P
10} sapiroid Ajuo 1ng ‘s1onpoud [eupdipaw
PaALRP-UBWINY JO 9d0DS [N 3Y3 SISA0D /107
1OV Y3ESH 943 JO [X 1ed Jusweljied Aq

P3| Jay10Ue “ANS|ulW Yijeay ay1 Aq pa| auo
:pazIUOWIRY 3q 03 PaRU pue ssaiboid ul e
Aioyine pasodold sy 918313 01 $35590.d
|9]jesed om] ‘saibojouyda1 pue s1onpoid yieay
10§ Apoq A1o1e|nba 3|buls pareddiue ays S|
Aoyiny bniQ pue poo eAusy pasodoid v

(bupueuy

19pUN ‘3A0Ge 335) SUOIBPUSWIOD3!

|aued Suadx3 wioyy buidueUl4 Y1jeaH

AU YIIM 3ul| Ul ‘Apoq Juspuadapul mau

e 01 J9jsuel} 0} pa123dxa S| (UONRYIPaII.
SapNPUI) UONRIND3I S3DIAISS U1[eay JSASMOH
"S91I[IDB} Y3[eay JO uone[nbai spn|aul 03
6107 Ul papuedxa Sem [PUNOD) SISHUSQ pue
SIUOII1DRI [RIIPSIA UBAUSY Y3 JO 3]04 3y |

3UON

3UON

3UON

SDIAIDS Y3|eay Aluno) «
(8661) [eudsoH

[e1I3J3Yy pue Bulydea] 10} «
(/861)

|e)dSOH [euolieN elieAuaY -

3UON

3UON

3UON

IDINIDS-UI pUB 3D1AISS-1d
‘Bulutely [e21Ul|D 10j S211UD
Buiules| se 10e os|e sjendsoy
a1ignd JaYyaQ Sal|1de} bujydesy
0s|e aJe s|endsoy |eliaal ay «
snoLep

3UON

SUON

(3uswelped '0z07)

|19 92IAISS UOISNSURI| poO|g
[euoneN eAuay (1) {(dnob
Buiiom [eD1UYIS} Asiulu
1eay ‘6102) [11g IS
ue[dsuel| pue uolsnjsuel|
poojg [euonen eAuUY yeiq (1)
:$919WED) PUP S3NSsl] J3Y10
‘S1oNpoId Poo|g ‘Poo|g uewnH
‘sueblQ UeWNH Uo /07

DY Y)eaH 3Y1 JO [X Lied
Buissaippe yioq — ssaiboid
Ul swisjueydaw [3)jesed om| -

(€107) Awoyany
sa1|ddng [e21pa|y eAUDY -

3UON

(ssa1boid

ul) 6107 ‘|oued suadx3 wiojey bupueulq
y3jeaH ay1 Aq pasodoud ‘uone|nbai
S3IIAIDS Y3jeay Joy Apoq Juspuadapul «
(ssau1boid u) sieak ¢

UM pa1deua 3q 03 UoIIe|sIBa) yijeay
dlU0A23[9 (1)F0L 129 ‘YIesH-3 — AX Med
'/10Z PV YieaH buissaippe ‘yieay-a uo
dnoib BupIOM [BDIUYDISY ALSIUIL YIS »

(ssa1boid ul) 6107 |19 Axoyiny
sbniQg pue poo4 eAusy (11) (ssa1boid
u1) Axoyiny sbniqg pue poo4 eAuay
uo dnoib bupiom [ea1uYd3} ANSiuIW

U3[eay (1) :pa1deus aq 03 Sa1bojouyda}
pue s1npold yijeay 1oy Apoq Alorejnbai
31buls '£ 107 12V Y|edH 341 o || Med
Buissalppe yioq ‘swsiueydaul ajjesed 7 «
(ssauboid ur) Aoyiny

ABojouyda] aAnoNpoiday pasIssy -
(ssa1b01d ul)

[aueg A10SIAPY 2be32Rd 1ysUag Yi[esH -
(ssa1boud ul) 6107 ‘|aued

S1adx3 WiojRY budueUlH YeaH Yy}

Aq pasodoud ‘uolienbal sad1AISS Yieay
104 Apoq 1uspuadapul ue bulysijgeisa
SPJRMO] ‘S9DIAISS Y3[P3Y JO UO[IRPaIdIe
10§ 9piroid 01 (L)1 1995 '£10Z ‘LY
3{eaH buissaippe ‘a1ed Jo Aljenb uo
dnoib bupiom [ea1UYd3} ANSIUIW Y}eaH »
(610 pssiALl 'g/6 1) [1PUNOD Sishusq
PUE SI2UONNDRIJ [eDIP3N UBAUSY

€
o
©
0]
(32}
~ O
©
(e
o]
£
2IN1ONIISeLUI YIeaH W
SUI1SAS
UofeWIOUI UY3eaH
N~
N
>
~
o
sa1b0jouyDa) pue M
s1npold [edIpay =
=
o
B
3
S

(paseg-uosiad)
ISEINEERIINELS

90N

uoisinoid
:s3d1M9s Hunaalp(

Bujuresy pue yuawysanui
:s33unosai bunear)

Buiseydand pue
buijood ‘bunda)jjod :bunueury

Jybisiano :diyspiemals

suouny

syuauodwiod 310)




continued)

Policy & practice
Constitutional reforms in Kenya

e
o)
vy
wy
iche;
o
£22
1)
.G_-’GJKCJ
<
R+ o
[ )
L=
1] c 2 o
= B 3B
(-] '_m:
= 83ze
EE3=
—_ N~
= O~
CRER=d
O Ccw o
~ ©c c
© >0 >
S o5 D
S o0®mo
52358
Z_C_C_C
29858
[
w
H
=
S c
]
=
£ 9o
g =
=
]
=) @
c
S
=
o
=
w ‘=
Q o=
g
=
° -
s =
(]
m“
£ &
® E
S
[
=
S 9
>
|2
S
=
v o
=
S| =
S| 8
S n:@
| = .c
& H
T =
2 ¥
= S
o=
[ = ]
£ ©
=
s 2
= S
= =
- Sioa)
= = 5
= LK
= o &
o 7 =
= )
o L=
o e =
= S o
= B <
w
S Z =
& £ 5
= £ =
g |55
v )
T O
S 2
B85
5 2
2 K
= = el
7 o ©
s © =
= Q [}
(-9 A o
e |E|:
o
@ = <
= S
S o}
o T
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components of a well functioning health system, 2010 Functions are based on WHQ's framewaork for health systems performance assessment, 1999.”
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Table 3. Health regulatory bodies in Kenya, June 2020
Regulatory areas Regulatory structures
Regulatory bodies (enacted or Legal instruments®

in progress)

Physicians and
other health-care
professionals

Oversight Authority

Hospitals and other

health-care institutions  and Dentists Council

- Proposed: independent
mechanism for accreditation
and quality assurance of
health services (in progress)

- Proposed: independent
mechanism for health benefit
package development (in

Health-care finance

- Kenya Health Professions

- 12 professional boards and
councils (self-regulation)®

- Kenya Medical Practitioners

Health Act (2017), Sect. 60 (1)

12 cadre-centric statutes (1957—
2017)

Amendment to the Medical
Practitioners and Dentists Act
(2019)

Health Act (2017), Sect. 15(n);
also recommended by the Health
Financing Reform Experts Panel
(2019)

Health Act (2017), Sect. 15(n);
also recommended by the Health
Financing Reform Experts Panel

progress) (2019)
Drugs and health-care  « Pharmacy and Poisons Board ~ Pharmacy and Poisons Act (1957),
products Sect. 3
- National Quality Control Pharmacy and Poisons Act (1957),
Laboratory Sect. 35D; amendment through
ActNo. 12 of 1992
- Single regulatory body to be  Health Act (2017), Sect. 62; two
enacted (in progress) Kenya Food and Drug Authority
bills developed (health ministry,
parliament); need harmonizing
Public health - Central Board of Health (not  Public Health Act (1921), Cap. 242

operational)

- Public Health (Standards)

Food, Drug and Chemical

Board (not operational)
- Tobacco Control Board

- National Committee on
Infant and Young Child

Substances Act (1965), Cap. 254
Tobacco Control Act, No. 4 (2007)

Breast Milk Substitutes Regulation
and Control Act (2012)

Feeding

- Proposed: National Public
Health Institute (in progress)

- Proposed: independent
mechanism for health benefit

Health-care business
relationships

Draft National Public Health
Institute Bill (2018)

None

package development and

costing (in progress)

Funding of research
Committee

- National Health Research

Health Act (2017), Sect. 93(1)

? See also Table 1; Table 2.

® Akey recommendation of Kenya's Presidential Task Force on Parastatal Reforms is the de-linking (from
government ownership) of all bodies that are funded through members'fees (member organizations) in
all sectors. In the health sector, all the 12 cadre-centric boards and councils fall into this category, but the

recommended de-linking has not yet been done.

Notes: We based the regulatory areas on the seven spheres of regulatory authority described by Field,
2007 The listed structures might not cover all the needed regulatory activities. In some cases we could not

ascertain the reasons why a body was non-operational.

and direction, collecting and using
intelligence, and exerting influence,
all contributing to the achievement of
desired health outcomes.

The seven distinct regulatory com-
ponents are at varying stages of trans-
formation (Table 3). Two new regulators
have been formed (concerning health
rofessionals and health research);
wo new regulators are mandated to

be formed (for drugs and devices, and
health-care institutions); three initia-
tives are in progress (concerning public
health, financing arrangements and
business relationships). However, two
regulatory areas remain fragmented
(public health and health-care profes-
sionals). For professions, five new cadre-
centric bodies were created, resulting in
a total number of 12 bodies (Table 2).

Bull World Health Organ 2020,98:706-71 8| doi: http://dx.doi.org/10.2471/BLT.19.237297
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Overall, our analysis revealed
structural gaps or inconsistencies across
many health functions. We noted that,
when the new laws and bodies were
created, all the pre-constitution laws
and bodies (including non-operational
bodies) remained unchanged. Except
for two merged health ministries, and
minor amendments to other laws,
these pre-existing structures were not
eliminated or consolidated. The inher-
ent fragmentation has therefore become
entrenched in the system, with the at-
tendant inefficiencies (gaps, duplication,
overlaps and conflicts of mandates). A
corrective action is therefore needed to
rationalize and consolidate health func-
tions, especially the regulation of public
health and health-care professionals.

Conclusion and lessons
learnt

Our approach has enabled us to measure
institutional change, diagnose gaps
and generate evidence for predicting
further change across the entire health
system of Kenya. Overall, the multiple
gaps identified across the health-system
components demonstrate the multiple
opportunities to streamline health func-
tions across the system. To identify
strategic options for further institutional
change, a systematic review of the evi-
dence is needed, function-by-function,
focused on defined outcomes. However,
because a national health system is one
system with multiple interconnected
parts, any predictions about change in
one function require a holistic vision of

the overall design of the health system,
describing each distinct element, and
how the various parts should operate
together. By mapping backward from
the overall health system goals, we
need to define the desired outcomes
relating to the distinct health functions,
then identify actions that are needed to
optimize these outcomes across the in-
terconnected parts of the health system.

We believe our adapted health-
system framework is a useful tool for
countries needing an all-inclusive fram-
ing of health-system structural elements
to envision the overall design (future),
analyse gaps (current) and predict the
needed institutional change. In this re-
spect, the grid is a versatile tool, to create
context-specific frameworks, according
to the health system attribute(s) mapped
onto the cells (laws, bodies, gaps, out-
comes). The various mappings can cre-
ate multiple platforms for engagement,
facilitating a holistic approach to health
reforms.

The framework could be a useful
tool for countries wishing to develop
and implement a conducive legal envi-
ronment for UHC. We have been able
to quantify the extent of institutional
change in Kenya’s health system and
to diagnose gaps for corrective action
to strengthen health functions, but we
did not focus on the effects or impact
of these changes. We encourage further
studies to assess the adequacy of laws
enacted and the capabilities or actual
performance of the bodies created. We
have learnt that a national constitutional
reform is a mobilizing force for large-

Policy & practice I
Constitutional reforms in Kenya

leaps institutional change in health,
boosting two aspects of feasibility of
conducting health reforms for UHC:
acceptance by stakeholders; and author-
ity to proceed from political decision-
makers."> The third aspect of feasibility
— capability - requires capacity enhance-
ment and interdisciplinary collaboration
(health, legal and human rights), which
promotes mutual learning and unifor-
mity of actions. Priorities for capacity
enhancement include technical framing
of reform issues and formulating health
law that is compliant with UHC. Imple-
menting health institutional change re-
quires a holistic, big-picture perspective,
envisioning the overall health-system
design as it should be, including the
spatial arrangement of health functions
and the corresponding outcomes. It is
then possible to systematically analyse
the structural elements to diagnose gaps
and to predict change. M
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Résumé

Fondements juridiques et institutionnels pour I'instauration d'une couverture maladie universelle au Kenya

Adoptée en 2010, la Constitution du Kenya a entrainé une série de
réformes dans tous les secteurs afin de les adapter aux nouvelles
normes constitutionnelles, notamment a la décentralisation et a une
charte détaillée des droits. La Constitution sert de tremplin pour faire
progresser les droits en matiere de santé et restructurer les cadres
politiques, juridiques, institutionnels et réglementaires en vue de réduire
les disparités chroniques et d'améliorer les résultats cliniques. Toutefois,
ces réformes de santé prévues dans la Constitution sont complexes.
Toutes les composantes du systéme de santé évoluent en méme temps,
de nombreuses lois inédites sont promulguées et des organismes de
santé publique sont créés. 'emploi d'approches et d'outils inadaptés a
entravé la mise en ceuvre de ces changements si complexes. Pour mieux
appréhender I'étendue des réformes de santé entreprises au cours des
10 premieres années de la Constitution, nous avons développé un cadre
sanitaire surmesure, inspiré des concepts et définitions de I'Organisation
mondiale de la Santé. Nous avons appliqué ce cadre afin de récolter des
données sur les organismes publics et les lois relatives a la santé qui

ont d'ores et déja été édictées ou sont en cours d'élaboration, et avons
comparé I'ampleur des transformations avant et aprés la Constitution
de 2010. Notre analyse a révélé de multiples structures (lois et organes
publics de mise en ceuvre) réparties dans I'ensemble du systeme de
santé, avec plusieurs nouvelles structures de gestion conformes a la
décentralisation mais une fragmentation au niveau de la sous-fonction
de régulation. En décomposant les fonctions normatives du systeme de
santé, le cadre a permis d'établir une cartographie globale des différentes
caractéristiques de ce systeme (fonctions, lois et organes de mise en
ceuvre). Nous sommes convaincus que notre cadre représente un outil
utile pour les pays qui souhaitent développer et instaurer des bases
juridiques propices a la création d'une couverture maladie universelle. La
réforme constitutionnelle possede un pouvoir de mobilisation capable
de faire progresser le changement institutionnel dans le domaine de
la santé. Et ce, en renforcant deux aspects qui favorisent sa réalisation:
I'acceptation de la part des intervenants, et lautorité nécessaire pour agir.

Pesiome

npaBOBbIe N NHCTUTYUMNOHAJIbHbIE OCHOBbI Bceo6u4ero OoXBaTa ycnyramu 3gpaBooXpaHeHnA, KeHus

KoHctuTyuma KeHunn ot 2010 rofa MHMLMMPOBaNa KOMMneKkc
pedopm BO BCeX cekTopax, UTobbl MPUBECTU NX B COOTBETCTBME
C HOBBIMM KOHCTUTYLIMOHHBIMW CTaHAapTamK, BKoYas nepenady
MOMHOMOUMI 1 BCeobbemowmin 61nns o npasax. KoHCTUTYUMA
[IeNCTBYET B KaueCTBe Nnathopmbl A1A NPOABMKEHA NPaB B 0611acTu
3APaBOOXPaHeHNA 1 PECTPYKTYPU3aLMM MOAUTNYECKON, MPaBOBON,
MHCTUTYLIMOHANbHOW 1 HOPMaTUBHOW 6a3bl ANa yCTpaHeHus
XPOHUUECKYMX NMPOOENOB 1 YNyylleHWA Pe3yNbTaToB B OTHOLUEHMN
3A0PO0BbA. TV 0OYCNOBNEHHbIE KOHCTUTYLIMEN pedopmMbl B Chepe
3APaBOOXPAHEHVIA ABMAIOTCA CIOKHOCOCTaBHbIMU. TpaHcdopmMaLns
BCEX YaCTel CUCTeMbI 3APaBOOXPaHEH A MPOUCXOANUT OAHOBPEMEHHO,
MO3TOMY ObINIO MPUHATO HECKOSBKO HOBBIX 3aKOHOB 1 Oblv CO3AaHbI
OpraHbl OOLLECTBEHHOrO 3APaBOOXPaHEeHNA. Peanv3aummn Takmx
CNOXKHBIX M3MEHEHWIA MPENATCTBOBANM HEeHaANEKalLMe MHCTPYMEHTbI
1 noaxoAbl. Ana nonydueHna npeacTasneHmna o Maclutabax pepopm B
cdepe 30paBoOXpaHeHViA 3a nepsble 10 NeT AeNCTBUA KOHCTUTYLM
aBTOPbLI pa3paboTany aganTUPOBaHHYIO PaMOUHYIO CTRYKTYPY
ONA CUCTeMbl 34PaBOOXPaHEHNA, PYKOBOACTBYACH KOHLENUMAMN
1 onpeaeneHunamy BcemrMpHOM opraHmn3aLmm 30paBooXpaHeHN .
Ty CTPYKTYPY NMPUMEHWAN, UTOObI JOKYMEHTaNIbHO GUKCMPOBATb,
e OYHKLVOHWPYIOT,

a Kakme TONbKO HaxodATCA B NMpoLuecce CO3AaHuA, U CPaBHUAN
cTeneHb NpeobpasoBaHnii 1O 1 Nocie NPUHATAA KOHCTUTYUMN
2010 roga. Kak nmokasan aHanms, B CMCTeme 3[paBOOXpaHeHuA
CyWeCTBYeT MHOXECTBO CTPYKTYP (3aKOHOB ¥ MCMONHUTENbHbBIX
roCyapCTBEHHbIX OPraHOB), MPY 3TOM GOMbLIOE KONMYECTBO HOBbIX
Ha[30PHbIX CTPYKTYP CBA3AHO C AeNernpoBaHmemM NoaHOMOYMNA,
HO BHYTPW perynatmBHON NoAGyHKLUMM CyLeCTBYeT 3HaUUTeNbHanA
pa3npobneHHOCTb. MyTem AEKOHCTPYKUMM HOPMATUBHBIX QYHKLIMIA
CUCTeMbl 30PaBOOXPAaHEHNA pamMOyHasa CTPYKTypa Mno3sosmia
BbINOMHUTL BCEOObEMITIOLLIEE KAPTUPOBAHWE Pa3nNyHbIX aTprbyTOB
CUCTEMBI 30PABOOXPaHEHNS (PYHKLINIA, 3aKOHOB 1 UCTIONHUTENBHBIX
OpraHoB). ABTOPbI CUMTAlOT, UTO Takaa paMOyHad CTPYKTypa
ABNAETCA NONE3HBIM MHCTPYMEHTOM ANA CTPAH, KOTOPble XOTAT
pa3paboTath 1 BHEAPUTL GNArOMPUATHYIO NPABOBYIO OCHOBY [N
BCeoOLlero oxsaTta ycyramu 34paBooxpaHeHus. KOHCTUTYLIMOHHaSA
pedopma — 370 ABWKYLLAA CMNa ANdA 3HAUNUTENBHOTO MPOABMKEHNA
B VIHCTUTYLIMOHA/bHbBIX M3MEeHEHNAX B chepe 30paBoOXpaHEHNS,
KOTOpasa ycunvBaeT ABa acneKkTa OCyWeCTBUMOCTU U3MEHEHNI:
NPUHATAE 3aMHTEPECOBAHHbBIMY CTOPOHAMM 1 MOJIHOMOYMA Ha
BbINOJHEHVIE.
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Resumen

Fundamentos juridicos e institucionales de la cobertura sanitaria universal en Kenia

La Constitucion de Kenia de 2010 generd una serie de reformas en todos
los sectores para ajustarse a los nuevos estandares constitucionales,
incluida la transmision y una amplia carta de derechos. La constitucion
representa una plataforma para promover los derechos sobre la salud y
reestructurar los marcos juridicos, institucionales y normativos con el fin
de revertir las deficiencias crénicas y mejorar los resultados de la salud.
Estas reformas de la salud, establecidas por mandato constitucional,
son complejas. Asimismo, todas las dreas del sistema de salud se estan
transformando de manera simultanea, ya que se han promulgado
varias leyes nuevas y se han establecido organismos de salud publica.
Sin embargo, la falta de herramientas y métodos adecuados limitd
la implementacion de estos cambios tan complejos. Se elabord un
marco adaptado del sistema sanitario, que se gufa por los conceptos y
las definiciones de la Organizacion Mundial de la Salud, para tener una
idea del alcance de las reformas sanitarias en los primeros 10 afios de la
constitucion. En este contexto, se aplicé el marco para documentar las

leyes sanitarias y los organismos publicos ya promulgados y en curso,
en el que se comparé el grado de transformacion antes y después de la
Constitucion de 2010. El andlisis realizado reveld que se habian formado
multiples estructuras (leyes y organismos publicos de ejecucion) en todo
el sistema sanitario, que tenfan muchas estructuras de gestion nuevas
alineadas con la transmisién, pero que estaban fragmentadas dentro
de la subfuncion de reglamentacién. Al desestructurar las funciones
normativas del sistema sanitario, el marco permitio realizar un mapeo
completo de los diversos atributos del sistema sanitario (funciones, leyes
y organismos de ejecucion). Se considera que el marco que se propone
aqui es un instrumento Util para los paises que quieren elaborar e
implementar un fundamento juridico propicio para la cobertura sanitaria
universal. La reforma constitucional es una fuerza de movilizacion que
permite obtener importantes avances en el cambio institucional del
sector sanitario, lo que fomenta dos aspectos de la viabilidad del cambio:
la aceptacion de las partes interesadas y la autoridad para proceder.
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