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FOREWORD

Kenya adopted the first National Drug Policy (KNDP) in 1994,
concurrently with the Health Policy Framework (KHPF), to guide much-
needed reform on pharmaceuticals. However implementation of the
KNDP was severely hampered by subsequent lack of the requisite legal,
administrative and financial support. Over the years, the urgency to reform

- the sector steadily increased, as documented in extensive sector reviews

and assessments.

The process of developing this pharmaceutical policy started in 2006,
informed by the existing evidence and guided by global technical norms;
and was characterized by extensive stakeholder consultations and
consensus building at multiple levels. The draft policy was adopted by
national stakeholders in August 2007, and subsequently, in response to the
renewed momentum of political and constitutional reforms in the country,

it was further reviewed and adopted in: April 2009. Subsequently, this:
Sessional Paper was developed and aligned to the new Constitution; and
approved for presentation to Parllament at the Cabinet meeting held on' S

19th January 2012.

The scope of the Policy encompasses medlcmes and other health products _ L

and technologies — for human and veterinary use - whose development,

production, sale and distribution are the mainstay of the pharmaceutical” ~

and allied sectors. It provides for the legal and institutional reforms -
necessary to radically improve the performance of the pharmaceutical : -
sector in Kenya, in particuilar to enhance ‘governance of pharmaceuticals
across sectors regional ‘and international = arenas; restructure national "
institutions for the procurement, supply, regulation and guality control of ;

medicines and other health products; develop adequate human resources.
for the diverse needs and.functions, and enhance: partnershlps and .

collaboration armed at umversal access to Essentlal Health Products and:

: Technologaes R A e
- This Polrcy was developed in the context of and aligned to, a concurrent 3
" revision of - the  Health - Policy Framework (1994) - and - subsequent :

* harmonization” of natronal health laws Consequently, rmplementa’tlon of _.
““the, health - pohcy, legal and strateglc framework: is- expected to: fully:

mtegrate the KNPP provrs:ons In addition, dtis 1mportant to note that the

| ~KNPP is a: natlonal guide for pollcy actions across many sectors. The

-policies outlined herein apply not only to pharmaceutrcals but to alf health
products and technologies intended for use or application in the attainment
of health We recommend that all relevant rmnistrles, departments




partners, NGOs and other stakeholders focus their efforts on
implementation of this Policy, in order to attain the policy goal of
“Universal Access to quality essential health products and technologies;
~ and pharmaceutical services in Kenya”.

Hon (Prof) P. Anyang’ Nyong’o, EGH, MP Hon Beth Mugo, EGH, MP
MINISTER FOR MEDICAL SERVICES MINISTER FOR PUBLIC
HEALTH & SANITATION

PREAMBLE

This Policy, to be known as the Kenya National Pharmaceutical Policy
(KNPP) succeeds the- Kenya National Drug Policy (KNDP) of 1994, It
builds on the strengths of the KNDP, and expands the scope by capturing
the complexities and dynamics of the pharmaceutical sector, and defining
a policy framework that is integrated within overall government policy
framework. The Policy is a guide for reforms that are necessary to be
undertaken on pharmaceuticals, so as to affain national health and
economic goals, in particular, equitable access to essential medicines,
healith products and technologies for the population.

The Policy is premised on the principles of human rights, good
governance, partuerships, effectives regulation and international
collaboration. The Policy upholds fundamental human rights, in particular
the right to health, including the right to access essential medicines. It
defines the scope of essential medicines, and outlines key strategies tg
ensure that they are available and affordable; that they meet defined:
standards of quality, efficacy and safety, and that they are approprlately
utilized, :

The Policy recognizes that the pharmaceutical sector is a distinct.

economic entity, with multi-dimensional aspects that have a direct impact =
on the health and safety. of the population, as well as on the national
economy, international trade and cooperation. Therefore, enhanced:

government focus, - institutional and regulatory  strengthéning  and’
development of specialized technical skills are critical for the development
of this sector. Regional and international trends continue to impact on the
sector in Kenya, such as growth of the local industry; the country’s role in

regional- -and: international - trade’ in pharmaceut:cals technologlcal- -
advancenents in the pharmaceutical indistry; and the global focus on
controt and elimination of diseases. All these factors shape the dlrectlon of

*sector mvestments and- human ‘resources: development and impact. on =
i access He) essentlal health products and technologles by the populanon

This Policy has been developed in the context of Kenya s Vtsmn 2030, the -

- Kenya Health Pollcy (2012 2030) and the relevant health sector strategic. .

plans; as. weEl as trends in reglonal mtegratlon Tt prowdes for broad

" restructuring of governance structures. for HPT including the necessary

de-linking, upgrading and ‘decentralization; “and alignment with health
sector orientations. It further outlmes the: health and development goals;
ObjeCthES and fargets and key strategles to guxde lts implementation




Implementation of this Policy will be through. a multi-sectoral and
integrated approach. In this regard, the Government will provide the
necessary enabling environment and infrastructure for its implementation;
and collaborate with the faith-based, NGO and private secter players;
communities and civil society; as well as other governments, and relevant
regional and international bodies. In particular, restructuring of
governance and institutional structures will be prioritized, through
enactment of relevant legal instruments, to facilitate implementation of the
various strategies and attainment of the Policy Vision.

A Note on Scope and Application of the KNPP (2012): The Kenya
Health Policy (2012-2030) adopts the health systems framework, in which
the health sector is organized around seven ‘health systems building
blocks’ as the key policy orientations for health investment: i.e. i) health
leadership & governance ii) health financing iii} service delivery systems
iv) health products & technologies v) health infrastructure vi) health
workforce and vii) health information. Within this framework, health
products and technologies (HPT) encompasses those products intended
for use or application in the attainment of health, with pharmaceuticals as
the core HPT. In this context, the principles and norms applicable to
pharmaceutical policies are equally adaptable to other HPT and the critical
pharmaceutical sector issues outlined in the KNPP cut across all the health
systems building blocks. Therefore the KNPP has broad application as a
policy guide on issues affecting HPT within the Health Policy and
reference to ‘pharmaceuticals’ or ‘medicines’ in these policy documents
should be interpreted - as far as is applicable - within the broad health
systems context of HPT.

INTRODUCTION
THE PROBLEM

Pharmaceutjcals are- critical to the economic and social development
of Kenya. Medicines treat diseases, save lives and promote health,
and they are a core component of the Right to Health. However,
medicines can be poisonous and have the potential to cause serious
harm or death - if prescribed, dispensed or taken inappropriately; or
if their quality and safety are not assured. Pharmaceuticals are
specialized and costly goods, being a major component of local and
international trade; a major health investment for Government and
development partners; and key health expenditure for households.

The pharmaceutical sector in Kenya is part of a specialized and

highly globalized industry, in which pharmaceutical research,
products, trade, personnel and services are intrinsically linked in a
complex and dynamic matrix of health, economic and' political : -
issues; each with national, regional and global dimensions. This -~ =
multi-dimensional nature encompasses numerous externalities, often_-'
conflicting with public health principles for ensurmg equltable_'

access to essential medicines.

Ensuring access to medicihes is one of the targets of the Millennium

Development Goals' (MDGS) Access has multiple dll’l’lf:l’lSlOllS e

availability, geographical proxzmzty, affordability, safezy e zcacy,:'. :

quality; appropriateness and rational use. T hese drmensmns apply =

equally - to medicines, medical supphes and other ~health

_ technologies; and srmllar prmcrples apply to vetermary medlcmes A R
- 'crrtrcal step towards the attamment of universal access to- medlcmcs, 3

is.a- comprehenswe polrcy gundance encompassmg all access

ik 'dlmensmns

Kenya adopted its flrst n tlon -“'drug pohcy i 1994 Although the. N
'fpollcy realizéd some achlevements Its 1mplementatlon was. .
. constrained: by tack of an enabhng Eegal and, 1nstltutronal framework. "

§'_--.Therefore policy - and strategic - ‘direction for the pharmaceutlcalr

- 'sector has remained weak, with Iow pnorltlzation in health decision

 making - and failure to address ‘the " “rapid development and

. extemahtles of the" sector. Pharmaceutlcal sector probléms have

‘manifested in" stock-outs’ “of essentlal medlcmes high medicine
' prices, mcrdenoes_ _ of counte_:r_fel_t “and: substandard medlcmes,
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= ;. d_)ﬁ 'E‘ﬂe@twe ?armershipw E‘ae Pohcy ‘if;li”ms the xmportance of

< eoordination on’ phdrmacoutlcais with me C{lE‘i‘um; health sector

i J/HO Polzcy Perspec[rve?_ on: Medzcmev —.j Lguitable afcesy o essenhal
L meu’rcmes a fmmework j"o; wh’ecrzve actron (WHO ‘v}as‘ch 2{){)4}

unauthorized dispensing and unlicensed outlets; and inappropriate
medicines utilization leading to wastage and poor health outcomes.
These hinder universal access to human and veterinary essential
medicines in Kenya, and consequently, lack of attainment of
national health goals.

POLICY PRINCIPLES

The Policy is based on the following guiding principles:

a) The Right to Health: Access to essential medicines is an
integral part of the fundamental right to health enshrined in the
Constitution. The Policy provides for strategies to ensure
equitable access to essential medicines, particularly for
vulnerable population groups.

b) The concept of Essential Medicines: defined as “those thar
satisfy the priority heaith care needs of the population; selected
with due regard to public health relevance, evidence on efficacy
and safety  and comparative cost-effectiveness.  Essential
medicines are intended to be available within the context of
Junctioning healih systems ar all times in adequate amcunts, in
the appropriaie dosage forms, with assured quality and
adequare information, and at « price the individual and the

commusnity can afford”’

¢} Good Govermance: The medicines and health products supply
chain is vulnerable to inefficiency and unethical practices, with
adverse consequences for Government, individuals and
healthcare providers. Good Governance in the pharmaceutical
sector  entails  efficiency,: transparency, - accountability,
institutional integrity and moral leadership. Checks and balances
are requived at each step in fhe product devel'op'm?eﬁt_ and suppiy_'
Chain ERTRRI ) S ) :

"_'-smkehoider mvoivement aid coordination; aligns. partilership. =~ .

= coorémdtmg fr&mewor;-.and.:_ouil}ﬁes_ key roles and obligations

&

1.3

of stakeholders, as well as a framework for measuring progress
in policy impiementation.

e} Multi-Sector and International Collaboratiom: The
pharmaceutical sector is a distinct economic entity with linkages
across several sectors and operating in a highly globalized and
interconnected  manner,  Multi-sector - and  international
collaboration and cooperation are essential to comprehensively
address the intricate and complex issues; and to safeguard public
health and safety.

f) Repulation: The process by which consumers obtain

pharmaceuticals is complex. It involves several intermediaries

and has inherent moral hazards and information asymmetries.
Fharmaceutical systems do not always guarantee rational
decision-making that primarily benefits the consumer. Therefore,
strong regulatory &nforcemem is required to safeguard the
interests of the consumer.

VISION, GOAL, OB HLQ TIVES AND STRUCTURE OF TI%L
POLICY

1.3.1  Vision of the Policy

5.

To be a well-governed pharmaceutical sector making'esSemiéi-_ _
medicines and health technologies accessible to all Kenyans and-’

contributing to secial and economic development.

U*‘awersai Agcess to quahty essential medicmes essentlai health'-'
_ technof iogies and phafmaceut;cal serwces m Kenya c

" The oi'fem! objeatwe Of the Polwy is 10 ensire eqmmbt‘g access fo o
T essential- med;cmes rhsough the- pub!tc fa;z‘h baved NC 0. and._" -
B p"‘wat‘e pmwde; ? Specrfic Objectwes are tor : o

f_: 1 Ensure. conimuous ava;labihi;y of safe and effectwe essen'ual .

medacmes and medlcal supp ies especnaliy in the pubhc sector.

L2 Enaure the auahty, sa!'"ciy and effae,acy 015 hiiman and vcteunary

odrugs . ine Kenya

isa"e wnth mtematmnaliy acceptable
standards R TR A N T R :

3. Ensure anpmpnaﬁa régmaﬁdm_" -é.nd:_-"-'commi'& biological
products, medical . devices,’ tobacco- products, cosmetics and

e g




products that emit radiation, to ensure their safety to humans
and animals.

4. Encourage local manufacture of essential medicines for self-
sufficiency in the domestic market and to prdbmote growth in
pharmaceutical exports.

5. Promote good prescribing and dispensing of medicines and their
appropriate use.

6. Encourage development and appropriate regulation of
“traditional/herbal medicines in line with national health goals.

7. Develop adequate and appropriate human resources to meet the
needs of the pharmaceutical sector.

8. Increase and strengthen institutional, technical and human
resource capacity for the effective provision of pharmaceutical
services.

9. Enhance transparency, accountability and good governance on
pharmaceuticals.

10. Promote and effectively regulate pharmaceutical rescarch and
innovations that make medicines and health technologies more
effective, safer and more affordable.

11. Increase and strengthen institutional technical and human
resource capacity for effective management and regulation of
veterinary pharmaceutical products.

1.3.4 - Structure of the Pharmaceutical Pohcv'

This Pollcy is organlzed 1nt0 flVC Chapters : o

' Chapter 1: Introduces the need for a pharmaceutlcal po]tcy and_

- outlines the problem pol;cy prlnmples v1310n and objecuves

' 'Chapter 2: Focuses. on the pharmaceutlcal sector in Kenya, and the
Justlflca'non for the pharmaceutlcal policy: ‘reform; outliries the
rationale for the pharmaceutical policy, hlghhghtmg past efforts- e

T constramts and challenges faced to date

e Chapter 3 Constltutes the main body of the Pohcy, outhnes the';w-b
key challenges in-each  policy area, and sets out - the- pohcy"
statements, - Instltutlonal and legal arrangements specific to each-

pohcy area are addressed w1thln the relevant sub-section.

10.

Chapter 4: Outlines the requisite legal and institutional reform
expected on implementation of the Policy.

Chapter 5: Outlines the implementation arrangements for ensuring
integration of this Policy within existing health governance and
coordinating framework. :

Amnnexes: Key facts and figures, glossary of terms and the policy
development process.

1.3.5 Review of the Pharmaceatical Policy

The National Pharmaceutical Policy provides a framework for
reform and governance of the pharmaceutical sector. Because the
sector is dynamic, there will be need to review the Policy within 10
years to align developments within the sector to the future needs of
the country.

2 BACKGROUND AND CONTEXT

2.1
11.

COUNTRY BACKGROUND

Kenya’s population has grown from 26.8 million in 1994 when the

KNDP was developed, to about 39 million in 2009. The country’s
Human Development Index (HDI) for 2011 is 0.509, ranking it 143

out of 187 countries?, whereas the Human Poverty Index (HPI 1) of b
29.5% ranks the country 92" among 135 developmg countries for:

which the index has been calculated®. However, these development. S
trends are characterized by w1de disparities in key 1ndlcators inall
- sectors, across socio-economic, geographlcal and gender strata; and

. are a major’ contrlbutor to health lnequalltles The national’ absolute

: poverty the proportlon of Kenyans with levels of consumpnon that -
~are insufficient to: meet ‘basic food. and. non- food needs - declmed '

from 52 3% m 1997 to 45 9% m 20'{)5/064

= PHARMACEUTI{,AL SECT OR AND NAT%GNAL
' DEVFL@PMEN T

2, 2 i Pharmaceutscal Seetor Stme’tare and {)verwew - :3: o

The global pharmaceutlcal 1ndustry has developed tremendously,'

becommg 1ncreasmgly globahzed and technologlcally advanced

* UNDP Human Development Reporr 20] I R
* UNDP Humar Development Report, 2008 Update T

: '_ Kenya Integrared Household Budget Survey, 2005 -

2
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POLi TICAL, ELON@MIQ, S{){,IAL AND REGK)NAL
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Kenya’s pharmaeeutrcal sector has been evolving since
independence and today, with a sector value of about USS$ 230

million in 2008, pharmaceuticals are a significant contributor to the
economy and a key component of healthcare delivery. The
pharmaceutical sector functions entail the following:

e pharmaceutical manufacturing for local counsumption and
import

s |ocal trade (wholesale and retail) and international trade
(import and export)-

» pharmaceutical procurement, supply and distribution (public
sector and FBHS)

» pharmaceutical care services (comprising prescribing,
dispensing, patient advice and monitoring of therapy)

» regulation and control of products and markets (internal and
cross-border control)

» monitoring drug efficacy, safety and quality; drug and poison
information

» training -and development of pharmaceutical personnel in
colleges and universities

s drug research and development, including clinical trials and
bioequivalence studies

Inherent in the 'pharmaceutical sector functions are critical and
highly complex issues, . such as intellectual property rights,.
counterfeit medicines, taxes and tariffs, registration, licensing and

- inspection; pricing - and affordabllrty, ancl unbrased consumer .

mformatlon

8 Pharmaceutical Sector Profile Kenya, UNIDO'(2010). -

The - Constltutron of Kenya (2010) provrdes a transformatlonal :

. change’ in--governance and: public: administration.’ From a health_.

e perspectrve the Right to. Héalth for every Kenyan is afflrmed..

7 through a comprehens:ve Bill of Rights. Governance: structures.
"'fundamentally changed from a previously centralized structiire to a
"two—tler system comprlsmg ‘the Natlonai Government and 47

15.

I6.

delivery and resource allocation. These orientations require
restructuring of health governance and healthcare delivery systems
to align with the Constitution, and this is outlined in the Position

Paper on Implementation of the Constitution in the Health Sector.t

Vision 2030 is Kenya’s political and economic blueprint, through
which the country aims to transform into a newly industrialized,
middle income country, providing a high quality of life to all its
citizens by the year 2030. The Vision has three pillars - economic
development, social development and political reform. It places a
high premium on maintaining a stable macroeconomic environment,
driven by constitutional, legal reforms; and real time structural and
mnstitutional reforms, through which the country aims to increase

annual GDP growth rates to an: average of 10% over the V131on
horizon. :

Pharmaceutical sector issues cut across the three prllars of Vlslon s

2030 i.e. political, economic and socral

2. 3 1 Political Context

17.

On the political plllar pharmaceutlcals attract a hrgh level of' o
political interest, due to their high economic value, the large publlc s
and private investment and their impact on the health and Well~be111g o
of society. Consequently, marny pharmaceutrcal issues are high on " -
the political agenda of society; being the subject of intense. polrtrcal o
and trade drscuss1ons in forums such as the World Health Assembly, o
. the World Trade Orgamzatlon as well as in bilateral and miltilateral L
- trade negotiations. Because of - the high: Value of medlclnes the- s
_pharmaceutlcal sector IS partlcularly vulnerable to corrupt and =
-+ ‘unethical - practlces and hence there isa crltlcal need for strong :
o govemance and regulatory over31ght structures’ o - “foster."

_transparency, ~and “an effective legal framework Wrth adequate
' :sanctrons for handlmg non—comphance o

_ '2 3 2 Eeonomac Context

'Macroeconormc factors play a Vltal role in the pharmaceutlcal
. sector On the ecenomic pillar; the pharmaceutrcal industry-is a key
' player in manufactunng and frade; ‘producing and distributing a wide

range of medicines and health supplles for:local consumption and

- for export. Pharmaceutical productlon and trade aré major economic

L 'act1v1t1es mvolvmg manufacturers 1mporters exporters wholesa]ers

Mmlstry of Medlcal Servwes & Mmlstry of Publrc Health & Samtatlon (201 l)




19.

20.

and retailers. This provides medicines for healthcare and much-
needed employment, thus contributing to the GDP. A properly
regulated pharmaceutical sector contributes to national development
and to the health of the population through improved access to
essential medicines, health products & technologies.

Furthermore, the nature and scope of pharmaceuticals is constantly
evolving, driven by research and innovation. Drugs and drug
delivery systems are increasingly sophisticated, and what constitutes
a ‘medicine’ is no longer obvious. Diverse technologies converge to
influence how chemical and biological entities (new or existing) are
formulated to solve specific health problems. A chemical entity can
be used alone or in combination (e.g. in a tablet) or integrated into a
device that delivers the drug under controlled conditions’. Added to
this complexity is the emergence of genetics as a source of diverse
health products.

The result is that ‘medicines’ and technology are intricately
entwined - right from the molecular level; and no single terminology
can fully define the health products and technologies produced by
the. pharmaceutical and related (biomedical, genetic, etc.) sectors®,
Investment in these sectors is largely private and therefore profit
driven. Consequently, intellectual property and trade must be
balanced with public . health considerations. From a policy
perspective, critical pharmaceutical. sector issues are largely
applicable to the myriad products and techinologics associated with
this complex healthcare sohitions industry. The attendant policy and

strategic  imperatives - must - be - anchored - on: sound SCIence
_ appropnate technology and pubhc health cons1deratrons

2. 3 3 %octal and Demographrc Context

'21

'On the social plllar pharrnaceuncals are: cntrcal 1nputs 1nto L
.._.__.healthcare taking a ‘significant proportion of the health budget for - -
. Government ‘and- households: Pharmaceutical personnel are ‘a ey
o '-fcomponent ot 'the healthcare: workforce,’ “providing ‘the full” range’
s .'pharmaceutrcal services such as procurement and supply, dispensing .
- and patient-advice, rnonrtorrng adherence to: treatment and adverse
ERRV drug reactlons (ADRS) RN i : '

eg pre—ﬁlled insulin syrtnges contraceptrve 1n1planfs or msecttcrde treated
- mosqulto nets..

In this' respect,: the terin’ pharmaceutlcals serves as a ﬂagshrp for the broader -
“category of products referred to” m the Health Polrcy as Health Prodncts &-__
o Techaologles (HPT) ' R PRy SR 5 s

22,
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24.

Poverty is a major contributor to low utilization of health services,
as the poor are more likely than the rich to let an illness go
untreated, or to incur catastrophic expenditures on medicines.
Recent measures by Government such as reduction in user fees and
improved public supply of essential medicines has led to increased
utilization of health services, especially among the poor. Pro-poor
spending in health 1s therefore critical to the attainment of national
health goals.

3.4 Regional and Infernational Context

Kenya plays a prominent role on the global and regional political
arena and is an important economic hub in Africa. Therefore,
national pharmaceutical sector issues have much broader regional
context and implications. As a; partner state of the EAC and

COMESA, Kenya has the: largest economy among - the. EAC e
countries; a large capacity for pharmaceutical productlon and a-- 3

balance of trade surplus with the rest of Africa.

The EAC reglonal econormic bloc - Wrth a combmed populatlon of .
more than 125 million people and a combined éstimated GDP of $60 = -

billion in 2008 - bears strategic and- geopolitical s1gn1ftcance and

prospects for the country’s pharmaceutrcal sector. As. part of the '
regional 1ntegrat10n agenda, the EAC countries dre workmg towards
‘harmonization of pharmaceutical pohcles and standards to. failitate
access to pharmaceuhcal goods and services within the reglon Asa
major- exporter of pharmaceutrcals o other EAC and COMESA o
" ¢ountries, the: harmomzatron initiatives would enhance access to
 regional markets, as Well as more effect1ve cross border regulatron -
. - . ofpharmaceuttca]s SRR : : RSN i S
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'Kenya plays a major role in shapmg key 1ssues affectmg developrng' E
" countries in. 1nternattonal trade,’ 1nclud1ng pharmaceutlcal trade. -
- Issues of: 1nnovat1on IP and health are a key health agenda o
- international forums such as_:the World Health Assembly and the .~
o World Trade Orgamzatlon Wi h"'rna]or 1mp11cat1ons on the country s
: 'ab1l1ty to prov1de universal: access to affordable medicines and fo
- develop fully its pharmaceutrcal 1ndustry Kenya is'a

| strong voice
for: developmg countries in multilateral negot1atlons on matters of
trade “and  health. Pharmaeeuttcals have ‘a ctitical place in these

: 'negotlatrons hence the need to: fully rntegrate pharmaceuticals in the
o natronal capacrty and d1rect10n for trade pohcy decrs1on makmg

IR e
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2.4
2.4.1
27.

28.

The country also bears the ramifications of prolonged civil strife
within some neighboring countries, which contribute to outbreaks of
communicable diseases; as well as entry of illegal goods like
counterfeit medicines or narcotics. Many international NGOs and
UN agencies provide humanitarian assistance - including supply of
focally sourced medicines - to refugees in Kenya and other affected

populations in the region.
NATIONAL HEALTHCARE CONTEXT

Health Policy and Legal Framework

The Kenya Health Policy (2012-2030) - replacing the Kenya Health
Policy Framework (KHPF 1994-2010) - will guide the country
towards ‘attaining the highest possible heaith standards in a manner
responsive to the population needs’. The Policy is anchored on a
health systems framework, defined in terms of six policy objectives
to be attained through investment across seven policy orientations.
The target of the Health Policy is to attain a level and distribution of
health commensurate with that of a middle income country.

The seven policy orientations represent distinct areas for health
system investment, focused on attaining the policy objectives. Each
investment area requires the elaboration of a specific policy and
strategic framework to guide the country on the nature, scope and
rationale of the investment. In this context, the Kenya National
Pharmaceutical Policy provides a guiding framework for the critical
issues, requisite reforms and investments involved in. attaining
Universal Access to Essential Health’ Products and Technologies.

Better Health,
.. In.a Responsive

manner -

- Framework for defining Pollcy directions

| Tllf ﬁain_z-lgglzs_l_e@tlon- govemmg theheaith séctor is the Pubﬁc Health Act (1957), plus a plethora of other laws
which have evolved over time to address:the myriad needs and developments in' the sector. The result is a legal

framework that is outdated; inadequate in scope and often with conflicting provisions. Consequently, the Health

'Policy mandates a review and overhaul of the health legislation in'the country in order to harmonize and align it

~ with the Constitution. COﬁéqui?ﬁtlYQ.bu.f._dat_e_d:medjcine_s-relate_d_ legislation is slated for review and updating, with

the aim of _dej’el?Pi@“.:lg?_.cc:n_jjpié_lll}'f.:ngiy'_e;‘Ia_w;s_'_gqvernjpg_mcdic__ines_, health products and technologies.
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2.4.2 Healtheare Gevernance and Coordination Structures

32.

33

Implementation of the Health Policy is through medium term (5-
year) strategic plans, outlining the strategic' direction and
mvestments required to attain the overall policy imperatives. The 5-
year plans are aligned to the Government Medium Term Plan
(MTP), which is the implementation framework for Vision 2030.
The Kenya Health Sector Strategic Plan (KHSSP III: 2012-2017) is
the first medium-term plan of the Kenya Health Policy (2012-2030),
and 1its development is guided by lessons learnt during
implementation of the previous National Health Sector Strategic
Plan (NHSSP II: 2005-2012).

The KHSSP III outlines the Kenya Essential Package for Health
(KEPH) which integrates healthcare into a defined service package
offered across four levels of care (Community, Primary, County and
National levels)9 and focusing on five distinct cohorts of the human
life cycle’. The community level is the foundation for priority
setting, and the devolved structure will channel funds and assign
health care responsibility to hospitals, health centers and

dispensaries, thereby ernpowerlng Kenyan households to take charge
of their health,

The country has elaborated a Sector Wide Approach (SWAp), based
on' three principles. a set out in- the. Paris- Declaration on Aid
Effectiveness, i.e. 1) country ownership (Government stewardshrp)
alignment - and- harmonization. (between Government “and  all
stakeholders) ' and - ii1). - managmg - for. results and. “mutual

- accountability (the. ‘thrée ones’: one sector plan obe 1mplementat1on' -

framework and one M&E framework)

 Within the pr1nc1ples of SWAp,_ the health sector coorchnatmg'- '
- framework which recognizes: 3 categones of: health sector: actors,
f :fnamely SR Y o State “Actors: eompnsmg national - and county_ _
. Governments and: - stite 1nst1tut1ons ' prov1d1ng stewardshrp,- B
_ -"._'coordlnauon and regulatlon as. well as healthi service. ‘provision . .
L through the devolved system;: i)- Non—State Actors prov1d_1ng hiealth - -
 services through the’ ptivate, falth based and NGO channels and iit).
' 'Extemal Actom comprrsrng bllateral and mult1lateral partners,

Correspondmg to the four trers of the Health Systern as denned m the Health
Policy .

. 1) Pregnancy and the newbom ll) Chrldhood (29 days 59 months) 111) Chrldren o
and Youth (5-19 years) w) Adulthood (20 59 years) and V) Oldei persons o

(25 9 yeara}

2.4.3
34.

35,

2 4 4 Healthcare Fmanemg

foundations and global health initiatives. Governance and
coordinating structures have been defined to fit the context of
national and county level coordination, namely: Joint Inter-Agency
Coordinating Committee (JICC), Health Sector Coordinating
Committee (HSCC), Inter-Agency Coordinating Committees (ICCs)
and County Health Stakeholder Fora (CHSF). The Sector Strategic
Plan and Annual Work Plans (AWPs) form the core implementation
framework for the SWAp.

Health Services Structure

The public health care system is the major provider of health
services, accounting for 53% of health facilities”, and 59% of all
admissions" in 2007, compared to 15.9% of facilities and 14% of
admissions for the FBHS providers. The other partners in health care
provision are the FBHS, NGOs and private providers. Government
facilities account for 57% of total outpatient visits, whereas. private
and FBHS facilities account for 18% and 6% respectively; and abotit

15% of visits are to a retail pharm'acy' The number. of- health * "

facilities has increased by about 20% since 2004, mainly attributable
to construction of new public fac1ht1es through the CDF.

Utilization of health services depends to a large extent on the ;

availability of competent and committed human resources, the state =
of physical facilities: and the availability of essential. medicines, -

diagnostics and equipment. Public health infrastriicture is- in a state
of disrépair -due to years: of neglect, lnadequate 1nvestment and

- - mismanagement. Basic. facilities: like. delivery rooms; matermty and'_'; -

. laboratories are_ ill- equ1pped and those for. medicines’ “storage. and T

E d1spensrng are inadequate and do. not rneet recommended standards,” .

... The Health Polrcy has pnorrtrzed 1r1vestment in health mfrastructure L
L tobe gulded by an mtegrated Health Infrastructure Investrnent Plan D

' ':'_Health expendrture has mcreased m recent years due to 1ncreased’ '
- public. spending ‘in “the social - sectors and 1nternat10nal health.
L ‘fmancmg, partreularly for- control of HIV/AIDS ‘TB and Malaria.”

However; -health frnancrng falls* below reglonal and mternatloual 4

-benchmarks such  asthe’ Abuja Target and WHO-recormended
levels. This under—fundmg contr1butes 10 the sector’s inability to
_ ensure an adequate level of serv1ce pr0v1s1on to the populauon and

MOMS Fact.s‘ & Fi Igures in Health &. Healrh Relaz‘ed Ina‘zcators 2008
Household Health Expendztwe and Utrhzatzon Surv@z Reporr 2()07
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has caused sustained high levels of household and out-of-pocket
expenditures on health,

37.  Health sector reform is a core component of the social development
pillar, and ‘pro-poor spending in health’ is identified as a strategy to
reduce the state of inequity. Key strategies include devolution of
heaith services management, shifting the health bill from curative to
preventive care, special focus on priority public health problems and
on vulnerable groups, as well as partnership with the private sector.
A new constitutional dispensation will impact future health sector
governance and service delivery structures.

2.4.5 Health Profile

38. The overall health of the population is primarily threatened by
HIV/AIDS, malaria, tuberculosis; and non-communicable diseases.
National HIV prevalence among adults aged 15-64 years is 7.1%,
representing an estimated 1.4 million adults living with HIV. Only
35%. of those in need of ART are currently accessing treatment’,
Malaria prevalence is 14%", and it is the leading cause of morbidity
(30%) in Kenya, followed by respiratory diseases (24.5%)".
Tuberculosis (TB) prevalence in Kenya is 319 per 100,000 against
an MDG target of 63. Moreover, 48% of TB cases are co-infected
with HIV and there is a growing threat of multi- -drug/extensively
resistant TB (MDR/XDR-TB). New and effective ‘medicines,
medical  devices and diagnostics to manage  these “diseases are
expensive. Ensunng their acce531b1]1ty places: significant demands

_ on the entire health system. The need for qualified-pefsoninel; robust
_ procurement and supply cham management and regu]atory systems'
~-is increased. - R P T _

5 3'_9._._'- The country is committed to- attarnmg the MDGs but progress is

slow and uncertain especrally i the health sector. MDG 4,5 and‘6

© o -are health-related, and their attamment is dependent on access to e

-"f-'-'prrorlty essentlal medtc:lnes and MDG: 8 ‘Target E- (specific on-
access . tor essentral medlcrnes) “calls - for - collaboration with the
-'ﬁ:ﬁpharmaceutlcal 1ndustry ‘Substantial health sector investments by
» the Government and development partners have:led to specific gains

Kenya AIDS Indicator Survey 2007

Kenya Malaria Indicator Survey 2007

T Healﬂz Management Tnformuation’ Sysz‘em 2008 _
L WHO Global T ubercu!oszs C'om‘ml Report 2()09

s 14 S

and improvements in some areas like control of malaria and
HIV/AIDS. However, key health indicators related to maternal and
child health have been on the decline or stagnated.

40. There are renewed global efforts towards massive reduction, and
perhaps elimination of diseases like malaria and HIV/AIDS, and
their success hinges on universal access to effectivé and safe
treatment. Disease control trends are towards effective diagnosis and
early treatment with newer and safer products. Resistance fo current

- effective. therapies is gradually rising and spreading . globally;
threatening the gains made so far. Strategies: are - also needed: to
effectively control the spread of non—comrnumcable diseases
(NCDs) and to radically reduce maternal and child mortality, Whrle
enhancing safety and effrcacy of the medicines needed. -

2.5 ENSURING ACCESS TO ESSENTEAL ME@ICINES

41, This Pohcy seeks to facrlrtate attainment of MDG Target SE In'_ S '.

collaboration with the pharmaceutical industry, ensure access 1o
affordable essential medicines in a sustainable manner. - Attainment N
of this target also contributes to the attainment of MDG 4, 5 and 6,
~i.e. improving child health, rnaternal health as WelI as control of-".
'HIV/AIDS, TB and MaIarra : S :

' S 1 Framework for Ensnrmg Access to Fssentrat Medaemes

_2. Access entails several dnnens1ons 1e. avazlabzlzry at the time of o

need at a facility - w1th1n geogmphwal reach of the. patlent

aﬁordabzlny which entaﬂs the: absence of fman01a1 barrlers at the - .
pomt of care; Safety, eﬁ‘tcacy and qualtty of the medrcme and'.- L
appropriateness. of the: ‘medicine for’ the- patrent and the condltron'_' Sl
~ being treated, and for the healthcare setting. These: d1mens1ons apply.

'_-j:_-_.-':equally “to : medrcmes mechc_ “{-supphes 8 “and - other health._ :
__".i_teohnologles and: srmrlar prrncrples apply  to ..vetennary medrcmes -
- For Universal Access to bé atfained; the const1tut10na1 pohcy, legal-

. thereby- optimizing strateg1c actlons and 1nvestments by alI actors 3
'towards the stated goal 5 e : . E

~and institutional - framework ‘must be.’ coherent and facilitative, =




Bl Therapeutic Access
- Quality, safety, efficacy,

43.
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- procureinent, *

Framework for Enhancing Access to Essential Medicines &
Health Technologies

- Affordability {to patient)
- Cost-gffectiveness
{for health system)

Avadabrhty facd:tles)
- Proximity

effectiveness

S - Approprigteness (to the
B iatient, health condition

& healthcare setting) .

The attainment of access to medicines requires an initial definition
of the priority package of essential medicines, based on the national

- disease patterns and health goals. The availability and affordability

of this package should be ensured through appropriate financing and
supply systems; and their safety, quality and efficacy ensured

through an effective regulatory framework. Approprrate prescr1b1ng, '

dispensing and utilization by constmers, ersure that the desired
health outcomes are ‘attained. The preferential use of generic
medicines is a core élemient, wh1ch ensures cost—effectlveness and
- promotes compet1t10n m the sector. |

Development of the National Essentlal Med1cmes LISt and Natronal

SO _L1st of Essential Medu:al Supplles is an mtegral part of the defined -
~ priority package for the delivery « of health services. The Lists should -
~be regularly updated (at - least every 2. years) to. mamtam their
B ,‘-'relevance to national healthcare needs. Updatmg of the. l1sts is a core
.. fanction of Government and it should be ~based. on -available
evidence of eff1caey, safety, quahty and cost effectweness “The

-'concept and"the attendant llsts should’ guide’ med101nes fmancmg, '
: monitoring ~ of
'pharmaceuncal services ‘as ‘well ‘the training - of thealth personnel.
This concept ensures cost-effectivetiess in héalth investments; and it

prescnbmg and d1spens1ng,_

applies to the public as well as the faith-based and private sectors.

2.5.2 Performance of the Sector on Access to Essential Medicines

45,

Overall, there has been some progress towards improving access to
essential medicines. The availability of medicines in public health
facilities has increased and coverage targets for TB, malaria and
HIV are being attained. These gains are attributable to the increased
allocation of government budget towards EMMS, increased donor
financing of essential medicines for treating TB, malaria and HIV.
Also contributing is Goveérnment policies aimed at improving the
affordability of essential medicines, particularly at the lower levels
of care, and for vulnerable population groups like children and
pregnant women. The Government has taken steps - towards
restructuring and strengthening of KEMSA as a public procurement
agency for EMMS. However, a:comprehensive govemnient—led'_
focus on all dimensions affectmg universal access to EMMS has_
been lacking, and the gains reg1stered have been sub- optlmal '

2.5.2.1 Defined Package of Essenttal Medmmes
L 46.

The Kenya Essential Medicines List’ (KEML) has been adopted as
the guiding tool for the proeurement of essential medicines. in the
public, faith-based and some private providers. However the list is -
not regularly updated as required, which undermines its apphcauon -
as a tool for healthicare. A national list of essential med1ca1 supphes -

has not been prepared, and thls causes challenges in ensurlng access..

to medical supphes L

'::a 2.2 Availability -

. Esscntial med101nes should be avallable When presenbed ata facrhty_' o
" accessible ‘to the rnd1v1dual and in the ‘dosages- prescrlbed The -
© . ‘majority of poor Kenyans ‘access . EMMS  from -public health -
'-:'_facﬂlnes Investment by Government and partners has enabled- -

" those for HIV/AIDS TB and malana and med1c1nes for children.
'."._'.-However frequent stocl{ outs of essentlal medicines in public sector'-_"
= facrhttes lead to Tow. avalla’ollrty and thereby underrmne the benefits

*of 'this primary  source. Fundmg is ‘also limited, hence the full’
- package of ¢ssential medmmes health products and technolog1es is
©.onot: guaranteed for the Kenyans who need them. The faith-based
- stpply system offers an- alternaté: snpply of medicines; for the poor
. dnd middle-income:: Affordablhty 18 often a barr1er to accessrng
rnedlclnes from the farth based sector t SR
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- public financing. -

3 Affordability

Prices of medicines are generally high, and unaffordable to the
majority of the population, Financing by Government and partners
has resulted in reduction or elimination of user fees, making the
public sector the most affordable source of essential medicines.
Subsequently, the country has registered significant improvement in
access to essential medicines for malaria, HIV and tuberculosis;
treatment for children under-five and for most services at pliblic and
some faith-based rural health facilities. However, critical essential
medicines remain unaffordable to the majority of Kenyans. These
include medicines for chronic illnesses like diabetes and
hypertension, essential diagnostics as well as new 2™ and 3 line
essential medicines for the treatment of some infectious diseases like
malaria, HIV/AIDS and TB, especially because resistance to well
established drugs is increasing. High prices of critical essential
medicines in the private sector are also a barrier for maﬁy Kenyans
who access healthcare through this sector.

A range of options exist to further mmprove affordability of essential
medicines. These ' include promoting use of generics, price
competition through generic . procurement, prescribing and
dispensing; full implementation of TRIPS flexibilities and increased

2.5.2.4 Quality, Safety and Efﬁéacy -

.50,

- international collaboration. A Robust QA system requires regular -~
- market surveillance to avoid wasting: public resources on medicines
- that " are- ineffective, -unsafe or ‘even harmful. The two WHO- |

‘Substandard  and counterfeit medicines are - major- public health - - -
- challenge, -posing major risks o patients 'of prolonged ill-health,
. drug resistance and sometimes death. Because of the international
- dimensions of pharmaceutical ‘trade; there is need for stringent

. fegulatory. systems including effective cross-border control and

. progqualified laboratories in Kenya are a key part of the national QA
~+ System, and they aiso provide quality contr s 1o

51 The PPB is the authoritative source of information on the quality of
- medicines in the c”ount_l"y."Several-s’tudies_'rha've- been undertaken on

- - the quality of pharmaceuticals, especially medicines for HIV/AIDS; .

- malaria- -and  TB; in. collaboration with  the. ‘disease - control

. programmes. These studies; in addition o’ routine inspections and.

1 services to countries in. - -

2.6

5

4. _ LD ] _
i numerous. challenges, the policy led to’ some notable achievements,
~a) KEMSA was established through Legal Notice No. 17 of
.= 'February - 2000, ‘with : the: mandate: to- develop -and ‘operate a.

quality control testing, indicate that overall, products in the market
meet quality specifications with only few incidences of sub-standard
medicines, suggesting that regulatory and quality assurance systems
in place are effective. However, incidences of substandard quality,
widespread use of ineffective treatments and counterfeit medicines
are key issues that require strong market control. This underscores
the need for continued investment by Government and partners, on
national medicines regulatory and QA systems.

2.5.2.5 Use of Generic Medicines
52.

The public, faith-based and some private health services largely

apply the KEML as the basis for procurement and - supply of.
essential medicines; which are mostly generics. The local industry: .
manufactures generic medicines and primarily those on the KEML.. -
RATIONALE FOR THIS NATIONAL PHARMACEUTICAL =

Access to essential medicines is a core component of the Right to .
Health. The attainment of this goal requires. strong. government
commitment to directing an increasingly complex -pharmaceutical
sector;  and - to - realizing - pharmaceuticals-related - international -

treaties, - commitments - and:- protocols. This  KNPP' has been -
" -developed - by - Government . to - provide : a. framework | for =
‘comprehensive - reform and - revitalization' of - the pharmaceutical =

sector; in a manner consistent with. national health and development -

-+ goals, as set out in Vision 2030 and its implementation strategics
. .and plans. It defines the direction, goals, objectives and strategies

- for the pharmaceutical sector, touching on pharmaceutical prodicts;
_ human resources for the provision of pharr al services and
. the key institutional ‘framework -and processes required to advance

phamaceuri

 access to medicines for the population. Additionally, it provides a
- framework  for - coordination "of ‘pharmaceutical  sector  issues,
~encorpassing the public, private and faith-based/NGO players and
“the regional and international aspects impacting on pharmaceuticals.

261 Performance of the Past National Drug Policy

Although  implementation of ‘the KNDP of 1994 encountered

1 services and .




viable commercial service for the procurement and sale of drugs
and medical supplies to public health institutions. Through this
and the revised Legal Notice No. 54 of May 2009, the
institutional and legal framework for public procurement and
distribution of EMMS has been strengthened.

b) The mandate of PPB was expanded at various points, and its
capacity enhanced through acquisition of own premises and
ongoing development of a human resource complement for
pharmaceutical sector regulation.

¢) Training of pharmaceutical personnel was streamlined and
capacity expanded, with subsequent increase in outputs of
pharmacists and pharmaceutical personnel; and expansron of
postgraduate training programmes.

d) Capacity of the National Quality Control Laboratory was
cnhanced, and now it is WHO prequalified, serving the growing
demand for quality control services locally and in the region. A
quality contro] laboratory established by the FBHS is also WHO
prequalified.

e) The local pharmaceutical industry grew in terms of production
capacity, improvements in GMP compliance and regional market
reach for exports.

- ) - Enactivient of the Intelleéctual Property Act (2001) provided a

legal framework for local production and importation of generic
medicines especially for HIV/AIDS, TB and malaria, thereby
“increasing access to these medicines for affected Kenyans.

U -'g)'_' The' Essential Drug Concept was’ wrdely adopted by the pubhc '

56.
- challenges facing the pharmaceutrcal sector. In collaboration with .

development partriers, there have been’ assessments, consultancres L

- commiitiees: and taskforces Whrch have. hrghlzghted dlfferent aspects:' :

§ f_of the sector challenges w1th recommendatlons for pohcy and

" faith- based ‘and some private sector- provrders as a st:rategy for- :

: cost~effect1ve med.lcmes ut111zat10r1

Smce the adopt1on of the. KNDP in 1994 demands on the health o
. system_ have continued to increase with: the growth in: populatlon o
- The  local: pharmaceutlcal sector has grown in'size,- scope”and” .
L complexrty Challenges in the health sector have persrsted including
oo the double “burden - of comrnunlcable “and~ non- communicable -

dlseases as well as lnnlted human f1nanc1a1 and 1nfrastructural
resources. ' - :

P

Subsequently,' the Government has continued to seek solutions to the

a0

57.

strategic interventions. Notable among these are the WHO
assessment of the pharmaceutical situation (2003 and 2008); the
WHO/HAT Medicine Prices Survey (2004); World Bank supported
pharmaceutical sector studies 1-5 (2005); WHO Assessment of the
medicines regulatory system in Kenya (2006); PS Task Force Report
on reforming the PPB; situation analysis study of FBHS vis-a-vis
Government health services (2007) and the Ministerial Task Force
Report on KEMSA (2009). The findings and recommendations
therein have subsequently informed this policy review.

The policy review is occurring in .the context of ongoing health
sector reform, and in particular ‘the constitutionally mandated -
devolution of governance structures in all sectors. Therefore its
rmplementatron will move in tandem with the evolvmg health sector’
structures, - policy ~and legal 1nstrurnents ' and 1nst1tutlonal
arrangements. ' - -

2.6.2 Constrainis -

58.

In the 1mplementatlon of the KNDP and its attendant programmes
the following constraints were encountered . :

a) Inappropriate 1nst1tutlonal structures for pohcy dlrectron and
- governance of the. pharrnaceutlcal sector.. The ‘existing structure ;
contlnuously faﬂs to - Tecoghize: and. effect1ve1y “address the
. complexmes and . externalities of “pharmaceuticals, thereby o
- hlnderrng effectwe growth and full maturlty of the sector:

h) Outdated laws that fall to address and adapt to pharmaceutxcal-_" .:. |

T sector trends

: .C:):.‘;.Dua} roles of key ‘governmerit: off1ces defmed by laW have. o
L }'_hmdered : effecttve : governance. - cand oversrght “of = the

pharmaceutlcal sector. These are ‘the: offlces of- the Dlrector of L
Mechcal Servrces (DMS) and the Chaef Pharmacrst L

i d) Pharmaceuucal POlle development and unplementatl()ll dld not

B evolve Wlth the developments elsewhere causmg stagnatlon and
: chromc underperformance B .

e) Narrow conceptuahzatlon of pharmaceuucal issues. and scope
- There * is: -skewed  focuson procurement and supply of
 ‘commoditics’ and d1spensmg to support clinical care, leaving

- 1nherent pharmaceutlcal sector complexmes unaddressed




f)

Lack of clear and sustainable
implementation;

pharmaceutical services.

strategies for policy

2.6.3 Emerging and Continuing Challenges

59. In implementing the KNDP, challenges emerged and continued to
impact on the pharmaceutical sector, including:

a)

b)

¢)

d)

g

~and so¢ial: integration partzcularly in:the EAC and COMESA
o -'caﬂmg for. reglonal harmomzatlon and collaborat10n in-" B
o '-':'pharmaceutlcal pohc1es, _trade and regulauon AT

Healthcare has become increasingly sophisticated, with rapid.

development of new drug molecules, drug combinations and
other health technologies.

The need to align pharmaceutical policies with Vision 2030 and
the MDGs.

Pharmaceutical trade is highly commercialized and globalized:
bringing with it increasingly complex issues such as trade
liberalization, intellectual property, standardization,

* harmonization and collaboration; and information management.

Rapid growth in the private pharmaceutical sector, requiting
commensurate evolvement of the policy and legal framework to
effectively regulate the sector.

clinical team, prov;dmg defmed pharmaceutical care serv1ces

The emergence of international health partnersh1ps to f1nance
disease control and prevention, placing pharmaceuhcals in the
pubhc arena on an unprecedented scale. . -

The accelerated momentum towards reglonal GCOHOIIIJC pohttcal

‘The: unmet need for key essentlal medlcmes and for dmgs to
- treat’ condltlons that d1sprop0rttonately affect developmg N
countries; growmg threat of antimicrobial re31stance and the: ©

need to ensure pattent Safety in the use of medlclnes

'Increasmg tise of ICT in all facets of the pharmaceutlcal sector.

T

weak management and programming of

w
l 1
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FOCUS OF THIS POLICY

This policy re-asserts the tenets of its predecessor, the difference
being that this policy:

a)

Recognizes the uniqueness of the pharmaceutical sector - as a
component of the health sector, yet a distinct Socio-economic
entity that faces significant externalltles beyond healthcare and
beyond the country’s borders.

Upholds Government commitment for increased investment in
the social sector including health, to spur economic development
and attain health goals.

Delinks key policy and regulatory roles to uphold principles of
corporate governance. '.

Upholds the constitutional . principles of devolution, multi-
stakeholder participation and transparency in national affairs.
Anticipates the implications on the pharmaceutical sector, of
future trénds in Kenya’s polmcal economic and soc1al
development. e o e
Harmonizes with regmnal and 1nternat10nal commltments and
obligations, in particular key targets on access to medicities a_nd '
the trends in regional integration.

Health Consider diiﬂﬁ% :

In

addressing the pharmaceutlcai sector challenges the Pollcy- S

makes the followmg health c0n51derat10ns _

a)

If universal access to eSSent1al medlcmes is: to be achieved by
2015; there is need to mtenSify focus on pharmaceuticals, with
emphasis ‘on" pollcy direction, sector regulatlon 1nst1tut10nal_

: ‘_reforms and partnersh1p coordmatlon

Government is. the prlmary pr0v1der of health services to thef

'popula‘non and it has an: obligahon to. pr0v1de & defmed package |
of: affordable healthcare lncludmg EMMS o

While medtcme% save dives and 1mpr0v. -"-_health thexr..

.-.mapproprlate use- can’ be harmful to: the individual.” Sound -

- policies and’ strateg1es are needed to ensure medlcmes safety and

i appropriate use:
dy

Some health Condltlons d1spr0p0rt10nately affect spec;fic groups

“:stich ‘as: the ‘poor, partlcular age cohorts” and persons afflicted

~with specnﬁc conditions &.g.- chlldren and persons living with
 HIV. Therefore, targeted:: Strategles are required to promote

equity in-access to essential medicines.
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Development Considerations

In addressing the pharmaceutical sector chailenges, the Policy
makes the following development considerations.

a) Kenya has a vibrant private sector, and pharmaceutical sector
enterprise development should be supported while safeguarding
public health.

b) Local production of essential medicines and Medical Supplies
(EMMS) has the potential to improve access to essential
medicines. This can only happen if the consumer is the primary
beneficiary of government incentives, e.g. lower prices.

“c) Regional integration within the EAC and COMESA provides

market opportunities for the  local pharmaceutical sector.
Exploiting this opportunity requires enhanced capacity for
manufacturing and_human resource development; and effective
-' regulatory oversight to ensure quality products, personnel and
services from Kenya.
d) Globalization is-a key feature of the pharmaceutical sector, and it
calls for harmonization of standards and reciprocity in market
control and reguiation.

CRITICAL PHARMACREUTICAL SECTOR ES‘%U%’%

This policy addresses the following critical issues affectmg the
pharmaceutlcal sector:

1. Policy Direction and Governance on Pharmaceuticals:
Weak governance and lack of policy direction; low placement
within the Ministry structures, leading to weak integration
within the health and economic policy framework.

2. Pharmaceutical Sector Regulation: Weak legal framework

and institutional structures for regulatlon narrow scope of the '

pharmaceutical regulatory system;:

B -Availability - of - EMMS: Uncoordinatéd procurement and':
- supply, leading to " irregular availability of = EMMS; low_

-~ adherence to established principles and standards.”

4. - Local Production of Pharmacenticals: Lack of pollcles and-_

incentives to fully utrhze and oromote local pharmaeeuilcal
production.

5. Affordability of Essenﬁai Mednemes Hrgh and unregulated‘

- prices of essential - medicines; being unaffordable to the
majority. '

i

6. Medicines Use: Inappropriate use of medicines (human and
veterinary) by health workers and consumers, leading to
wastage and poor health outcomes,

7. Pharmaceutical Research and Deveiopment: Lack of policy
direction and coordination, and inadequate funding for research
on medicines. ,

8. ICT Use: Inadequate investment and utilization of ICT in all
aspects of pharmaceuticals; weak policy guidance &
regulation.

9. Human Resources for the Pharmaceutical Sector: Lack of
integrated strategies for training, development, management
and retention of pharmaceutical HR.

10. Safegnarding Public Health in Pharmaceutical Trade:
Inadequate integration of' pharmaceuticals in trade and

- economic policies and international cooperation.
1. Enhancing Access to Veterinary Medicines: Inadequate

institutional structures, hmdermg development, regulatlon and .

appropriate use of veterinary medicines.

12. Finanging for Pharmaceutical Policy- and: Servlces -
Inadequate public financing for essential medicines; high

burden of heaithcare on poor households.

13. Pharmacentical Legal and Institutional FrnmeWork':
Inadequate legislation. and weak institutions, hindering_'_'_

development of the sector and related services.

3 THE ?H&RM&CEUT%@A& P(}I ICY F RAMEWG&K

REVAMPING ?HARMALFUTEC AL SECT @R
GQVFRNAN@L AND POLICY f}ERELNON

3 :3 L1 @vemli E’ehev Drreetzony Qeeror Govemame and @oordmaﬂon .

_"The current pOlle drrectton and’ governance of the pharmaCeutIcal o
o '_"sector is -weak, constramed by ‘outdated” sector - ‘management -
-_-structures Vested in: the Dzrectorate of Med:cal Servrces (DMS}, "
o pharmaceutlcal sector issues are still: addressed through a structure -
-'_-_'devrsed in:the 1960, when pharmacy was percelved prrmarlly asa .’
" support: function of medical services, dealing only with the supply
“and dispensing of medrcmes By addressmg pharmaceutlcal issues
. primarily through the lens of medical services, the complexities and
_ externalities of the. pharmaceutrcal sector. rémain poorly integrated
.~ within overall Government pollcy framework and the health sector
E strateglc framework ST e




65. The situation is confounded by a conflict of roles for the DMS and
Chief Pharmacist as policy makers and implementers on the one
hand, and as regulators on the other. Consequently, there is chronic

underperformance of the pharmaceutical sector, as manifested in 1

medicine stock outs, substandard and counterfeit medicines,

unregistered products and unlicensed outlets; uncontrolled sale and 2 70.

inappropriate use of medicines.

(5]
;

.
fav]

Management of Public Pharmaccutical %u yiees

66. Pharmaceutical services are not delineated in the context of health
services decentralization. Consequently, decentralized
administration of pharmaceutical services is not provided for within
the health service administrative structures. Pharmaceutical
personnel are currently deployed to healthcare facilities to manage
the supply and dispensing of medicines, with no defined
administrative and supervisory structures. In addition, the scheme of
service for pharmaceutical personnel is inadequate for the changing
needs and dynamics of the health sector, and it has remained a flat
structure with no defined management or specialty positions; and no
modalities for career progression.

67. The inappropriate structures also lead to inadequate participation of
pharmaceutical personnel in the relevant managerial, policy making
and health sector reform forums, and in regional and international
initiatives related to pharmaceuticals. Consequently, pharmaceutical
issues are inadequately articulated; and the reform process
persistently lacks appropriate orientations on pharmaceuticals_policy
and technical matters. :

Fnhancing Partnerships and Coordination on Pharmacenticals
68. A health” sector governance and-coordinating framework: exists .
through- the SWAp, with: the coordmatmo mechanisms. in place_'
_ through Joint Inter- Agency Coordmatmﬁ Commlttee (J[CC) Health.
- Sector. Coordma*nnU C0m1mttee (HSCC) Inter-Agency
- Coordinating - Commlttees (1CCs)y Country - Coordinating .
"'Mechamqm (CCM) “and Dlstr;ct Health Stakeholders Forum
(DHSF) ‘Seventeen ICCS are: 1n place as the techmcal fora for
specific health * sector issues, ranging from disease control -
healthcare flnancmoto procurement . '

:;'7_2'.
69, However; " this framework  does  not provide 2 coordmanno

mechanism for addressing the full scope and complexity of
pharmaceutical sector issues, resulting in a policy vacuum and lack -

71.

of coherence on sector-wide strategies relating to medicines; as well
as fragmentation and duphcatlon of initiatives among sector
partners. :

3.1 dnstitutionad and Legal Arrangements

The KNDP of 1994 provided for the creation of a Directorate of
Pharmaceutical Services, but this was not implemented. Therefore
policy and technical direction of the pharmaceutical sector remains
vested -in the Directorate of Medical Services (DMS), within the
Ministry of Medical Services. Under the DMS, the Depaftment of
Pharmacy, headed by the Chief Pharmacist, oversees the day to day
functions of public sector pharmaceutical services. By law (Chapter
244), the DMS and Chief Pharmacist are also Chair and Registrar
respectively of the Pharmacy and Poisons Board, “
simultaneously regulates the pharmaceutical sector and the
pharmacy profession. .

Key challenges related to pharmaceutlcal governance and pollcy i
~ direction are as follows:

a) Low placement of pharmaceutical issues within Government'.
structures, leading to weak policy direction and low’
prioritization in health decision making. L

b) inadequate poilcy scope, weak governance structures and lack of o

~ effective technical oversight of the pharmaceutical sector. - -
¢) Lack of - effective coordination: I'ea'ding to 'frag‘ment'atio'n" _
* duplication, and inability to explont synergres of partnershlps and '
- multi-sector collaboration

d) Lack of formal decentrallzed structures for pharmaceutlcal o
L serv1ces thhm the health serv1ce admmlstratlve Structures

.'e)_'._' Imclequate techmcal overs;ght of pnvate m1ssnon and NGO
P _pharmaceutlcal serwce prowders and vetermary serwces

f) --'Unstructured and madequate parhc;pation of: Government in.

eﬁlonal and mtematlonal affalrs relatmg to pharmaceutlcals

The Govemment : Wlll establlsh stz‘uctures for effectlve
- ‘governance and’ pohcy dlrectlon of the pharmaceutlcal sector,
and facilitate the attainment of full maturity of the sector. To
facﬂltate the at},amment of th[s objectwe, the Govemmem will:

which =
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Establish a Directorate of Pharmaceutical Services (DPS), or its
equivalent, as the structure for governance of pharmaceuticals,
other health products & technologies, distinct from the
Directorate of Medical Services. The DPS will be mandated to:

~a) Provide overall policy direction and governance of the

pharmaceutical sector, in line with Government policies and
regulations.

b) F.acilitate the attainment of the goals and objectives of this
Policy, in particular: ‘

(i) Establish the necessary institutional framework for its

implementation;

(ii) Develop and regularly review strategies to guide

 implementation of the Policy provisions;

'(iii) Foster collaboration between the public sector, other
partners' and  stakeholders involved in  its
implementation;

(iv) Coordinate monitoring and review of the Policy and its
attendant strategies '

¢) Provide pharmaceutical policy guidance to the FDA,
KEMSA and NQCL through membership of the respective
boards; and oversee pharmaceutical services, by private,
faith-based and NGO providers. '

d) Restructure and administer public pharmaceutical services in
a timely, efficient and transparent manner.

. Review schemes of service for pharmaceutical. personnel- to.
 recognize specialization in Handling the complexities of the
‘pharmaceutical - sector, through - appropriate. deployment. ‘and-
‘career progression.. - - T s SRR T
: Encourage the development. of “the requisite” human resource -

- capacity to address current and emerging. pharmaceutical and

health sector nééds:_._,...__ o nn e e =
Restructure institutions that are envisaged to play a key role in

* the implementation of this Policy and its attendant strategies, in-

4) " Restructure the PPB to establish a Fgod and Drug Authority
(FDA) as an autonomous national regulatory agency within

the ministry responsibie for health, and delinked from the
Directorate of Medical Services. .

b) Restructure KEMSA as an autonomous body corporate
within the ministry responsibie for health, with the full
mandate to procure and distribute essential medicines and
Medical Supplies. ' '

¢} Restructure the NQCL as an autonomous body corporate
within the ministry responsible for health, delinked from the
drug regulatory authority.

STRENGTHENING PHARMACEUTICAL SECTOR
REGULATION ' o

~ 73.  Pharmaceutical regulation is the fotality of all measures - legal,
administrative and technical - which governments take to ensure the
safety, efficacy and guality of pharmaceutical products - and to
safeguard public health in their utilization. It is both a policy and
technical matter; and requires a central authority with a clear
mandate and scope and the requisite powers to enforce the

regulatory provisions. - S

74, Regardless of their origin, all medicines marketed in the country
' must be registered by the FDA to. ensure compliance with
: internationaily acceptable standards of efficacy, quality and safety;
.. and should be provided according to legal requirements and. -
- professional standards. The scope of pharmaceutical reglilation .
covers the production, distribution,  dispensing ‘and’ sale of all

. safety and appropriate use of biological ‘products, cosmetic-and .
- nutritional products purporting (or known) to have medical or drug- o
like benefits/effects; other products with thé potential to cause harm L
_to humans and animals; as well as clinical trials on human: and -
nimal subjects, O importance is the legal provision for expansion
~this” scope of ‘regulatory control, in line with trends ' in’

harmaceutical research and development. . S
- Pharmaceutical - regulation” has - evolved "into 2 “specialized and
“dynamic field, adapting appropriately to the fapid ‘globaiization and
“sophistication of the pharmaceutical industry. The ability to regulate
_pharmacenticals- effectively is determined by factors such as:
‘governance and. autonomy, the state of ‘economic development,
‘infrastructure “and - prevailing " health-care ~System.. ‘A stringent
“medicines - regulatory authority “is” a prerequisite * for quality

- medicines and pharmaceuticals for himan and veterinary use: the - .




globalization, collaboration and information sharing among

3.2.1.1 Institutional and Legal Arrangements

76.

_practice of pharmacy. The structure and operations of PPB was

7.

“atithorize the sale, handling, import and export of drugs, has beén .
~public safety with respect to pharmaceuticals. An Toter-Ministerial.
_embraced the need to Testructure national regulatory authorities into -

- food and drug authorities (FDA):
78.

healthcare, growth of the local pharmaceutical industry, and access
to markets for pharmaceutical exports. In the face of rapid

countries are critical to effective pharmaceutical regulation.
The Phafmacy and Poisons Board was astablished in 1957 under the

Pharmiacy and Poisons Act (Chapter 244), with the legal mandate to
control the trade in medicines and poisons, and to regulate the

79.

changed fundamentally in 1993 with the amendment to section 5 of

Chapter 244, making the Chief Pharmacist.the de jure Registrar of

PPB. In 1993, the PPB was redefined as a body corporate through an

amendment of Chapter 244, with extended competence, including

responsibility for the NQCL, for drug registration activities and for

related functions. The PPB collaborates with law enforcement

agencies like Interpol, customs and the Kenya Revenue Authority

(KRA); as well as the Department of Veterinary Services; -
represented on the PPB. to ensure effective regulation of

pharmaceuticals for veterinary use.

80.

The need for legal and administrative restructuring of the PPB has
been recognized since publication of the first national drug policy in
1994, and despite various initiatives in this regard,-the required
autonomy and full realization of its regulatory role have not been
achieved. The legal mandate, structure and operations of PPB have -
not evolved with international trénds, and-this is a major challenge .
in ensuring the health and safety of the population. In particular, the '
mandate of the PPB to inspect pharmaceutical establishments and to -

weakened through conflicting roles such as those of public health
inspectors and non-technical “drug inspectors’, th  compromising -

Task" Force  in' 2007 identified - and _proposed . modalities  for
restructuring . of the. PPB.. Inthe’ context of harmonization: of.

régulatory requirements ~ within” the EAC,  partner states  have.

T_h'é_'_:' Pharmaceutical * Society of - Ke"n'ja_' (PSK) ~and "Kény_ﬁ
Pharmacéutical- Association (KPA) coordinate professional affairs of
pharmacists and pharmaceutical technologists respectively. Whereas

30

the associations participate in the establishment, monitoring -and
enforcement of professional ethics and standards, PPB has the
statutory mandate to regulate pharmacy practice. Institutional
mandates that overlap with PPB are those of KEBS, KRA
NACADA, the Anti-counterfeit Agency and the drug inspectorates;
of the Ministries in health. ‘

The National Quality Control Laboratory (NQCIL.) was established
in 1992 through amendment of Chapter 244, with ;1 mandate to
examine medicines and ensure their quality. The laboratory is
prequalified by WHO. The FBHS also run a WHO-prequalified QC
-labor.atory, mainly for own use and for use by other healthcare
providers. Both laboratories provide much-needed national quality
coqtrol capacity, with demand for their services extending to
regional and international markets.

Key challenges affecting regulation of the pharmaceutical sector
include: '

a) Conflict of roles of key government offices, contrary tIO'._.' g

corporate governarnce principles;

b) Weak central authority for pharmaceﬁtical regulation and

conflicting mandates.and responsibilities between the PPB and

other agencies and departments. i

¢) Outdated - management ~ structures and inadequate l’ega.l' o

framewOrk, which placéS'the'mediCél profession as key regulator
of the pharmaceutical sector and profession. = = . o

d) Increasing glbbalizat_i_o:ii_-ah_d:-'sophistic'étion of'th'e"ph'ar'mécefutica.l-- o
sector, including sophistication of crime such as counterfeiting =~ -

~and illegal trade.

e) Inadequate financial resources’ to cater for the full scope of

: 'pharrh‘:}_(:_eij't_i(ba}'_' regulation

O Limited human resource capacity, skills and expertise devoted
. to, and covering: the full scope of modemn pharmaceutical -

regulation. -

8 ‘Emerging use of traditional medicines; and the implications on.

patient health and safety. =~

“h) Inadequate. framework for ensuring t:iméai’ew and quality of

- other pharmacologically . relevant - producis, such as food
supplernents and nutraceuticals. - : '

Com

FE o em )
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)Inadequate framework for regulation of pharmaceutical personnel
and practice.

Plnadequate legal framework and financing for pharmaceutical
quality control, hindering full development of the requisite
institutional capacity to effectively exploit the opportunities in
Kenya and the Region.

k) Inadequate mechanisms for effective collaboration with
pharmaceutical regulators abroad and with other enforcement
agencies.

l)Duplicaticn of pharmaceutical inspectorate and engagement of
inappropriately trained personnel in drug inspection.

The Government will facilitate effective regulation of the
pharmaceutical sector (with regard to elements affecting the
preduct and the practice), to ensure that guality, safe and
efficacious medicines are provided according to legal
requirements and professional standards. To achieve this,
pharmaceutical regulation will adhere to the following
provisions:

1. All products marketed in Kenya must be duly registered by the
FDA. The basis for market authorization wrll be quality, efficacy
and safety.

2. A scheduling system for medicines will be reviewed, regularly
updated and enforced. The schedule will delineate appropriate
levels of control for medicines prescribing, dispensing and use,
based on their pharmacological and safety profile.

3. Registered products will require renewal of registration every 5

years, based on defined criteria. The FDA may de- regrster _

products that fail to conform to the set requirements. * -

4. Premises where medrcrnes are. stored dlstrrbuted and dispensed

must be licensed

5. Only-personnel reg1sterecl or enrolled by the Pharmacy C ouncil
- will: be . authorized:” to manage.. and dlspense ‘medicines. To
“enhance professronal ‘regulation, all pharmacetitical personnel'

will- be required  to. maintain current: membershrp of their.

- professional association.

6. All pharmaceutical mspectorate functrons wrll be Consoltdated'

and strengthened under the FDA. Only inspectors designated by
- the FDA ‘wiil be authorlzed to 1nspect pharmaceutical products
and premrses -

)

7. Clinical ftrials and other research  activities involving the
administration of medicines under research to human subjects
will be regulated by the FDA.

8. Cosmetics and other pharmacologically relevant chemicats and
devices will be subject to regulation by the FDA.

9. All pharmaceuticals for veterinary use will be subject to
regulation by the FDA.

10. The FDA will collaborate with other regulators, and law
enforcement agencies; and participate in harmonization,
reciprocal arrangements and . other initiatives for enhancing
pharmaceutical regulation and control.

11. Effective mechanisms will be established to address conflict of
interest in pharmaceutical regulatory decision- making, and for -
the handling of complaints, disputes and disciplinary matters s
arising from pharmaceutical regulation and praetrce '

EXPANDING AVAILABILITY (}F ESSENTIAL ME E}Ki?\llﬁ% =

Kenyans obtain medrcmes from the public, faith- based/NGO and
prlvate supply systems. The majority of poor patients obtain thelr'_
medicines from public health facilities, whereas the faith- based -
services are an important source of medicines for the poorand those
in remote parts of the country. The public and faith-based supply: -

systems are virtually rndependent of each other, with régard to-the .

sourcing, procurement; storage and d1str1butlon of health products o
Enhanced collaboration between these supply systems has potentral-

- benefits’ in. ‘optimizing - medrcmes availability,. contrrbutrng to
*harmonization of technical requlrements and . enhancmg ‘generic -
- competition. Such" collaboration: would: involve: the public, faith-- -
... based and other: procurement entltles rncludmg semr autonomous
'healthfacrlrtres [ R EEEERE LA R :

. Good Pharmaceutrcal Procurement prrncrples.(GPP)17 represent;"
1nternatronal ‘best: practtce in pharmaceutrcal procurement GPP

mtegrates qualrty assurance as; the core basis for rational decision: "+

.--_.'....3'makmg in: medrcmes procurement ‘in- order to safeguard publte
-.healthandsafety I e

,l l’u‘ﬁalge %eetor Pmeuremeut aud %upplv =

The publrc supply system mvolves centrahzed bulk procurement of =
essentral medrcrnes and medrcal supp[res and therr d1strrbutron to '

Operatronai prmc;ples for good phan"naceutfcal procurement (WHO 1 999)
WHO/EDMIPAR!QQS T _ e
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well over 4,000 facilities of levels 1I-V; and to some level 11 faith-
based health facilities. The public procurement process through
KEMSA obtains price competitiveness in relation to international
reference prices, and compared to prices obtained by other
procurement entities. It is funded by Government and partners,
providing medicines free or at subsidized ‘prices, and therefore
offering the best affordability and a secure source of quality-assured
essential medicines. Public health facilities are the primary source of
medicines for the poorest households. However, irregular and
inadequate supply to public sector facilities is a recurring challenge,
which forces the poor to obtain essential medicines at higher prices
in the private sector.

Procurement and Supply System of the Faith-Based Heaith
services

Kenya has a strong faith-based service sector, which plays a
significant role in healthcare and pharmaceutical services delivery.
The faith-based health services support a significant proportion of
health facilities, many of them in remote, rural and marginalized
parts of the country. MEDS has a WHO-prequalified quality control
laboratory, as part of its quality assurance system. Availability of
essential medicines is-generally high in faith-based facilities, but
cost-recovery charges for medicines often create a financial barrrer
to access.

k]

Private Sceetor Supply System

The private sector is a major player in local pharmaceutical trade

through private hospitals, clinics and retail/community pharmacies,
served by about 212 importers, wholesalers and distributors; or

directly by the 42 local manufacturers. There are currently about

1167 retail pharmacies registered by the PPB, and their location is

heavily skewed towards urban areas, where several outlets may be
found within the same locality. Authorized pharmaceutical ‘outlets -
are very few in rural and remote parts of the country. Furthermore, .
the simuitaricous = operation - of wholesale “and: refail - facilities
- contributes to uriethical- practices such. as price- under-cutting. The-
. private sector: supplies: ‘a- wider- range - of medicines and - health.
. supplies than the public or mission providers, and is often a source -
of EMMS for patients when there are stock-outs in othér sectors.’
However, prices are generally high, and. vary widely between

cutlets. Over-the-counter (OTC) medicines are also legally sold

through general outlets (such as supermalgkets and kiosks) across the

country.

87.

i Legal and gﬂvglﬁrﬁlﬁﬁﬁ% ai Arrangements

Public sector procurement of pharmaceuticals is governed by the
Public Procurement and Disposal Act (PPDA) of 2005. Kenya
Medigal Supplies Agency (KEMSA) is the public agency for the
procurement and distribution of EMMS, It was established through
Legal Notice No 17 of February 2000, with the primary objective of
‘developing and operating a viable commercial service for
procurement and sale of drugs and medical supplies to public health
institutions’. The public supply system has in place quality.

assurance mechanisms which include quality control testing at the -
National Quality Control Laboratory (NQCL). At its inception, - "

KEMSA was envisaged to operate as a commercial establishment,
but this objective has not been met to date. Currently, KEMSA

procures EMMS against funds allocated to the two ministrics in’~
health, and supplies to public facilities either using kits (push system-."-- SEeE
— around 70% of lower level facilities) or through a demand driven ==
system (pull system — around 30% of lower level facilities and all- =
Level 4 & 5 hospitals) through drawing rights. National teaching =~
and referral hospitals (Level 6 facilities) are semi-autonomous and -

source their pharmaceutical requirements independently. C'ljrren"tly',ﬁ: e

pharmaceutical policy direction within the Board of KEMSA is .

inadequate, as there is no representation from the Department of.'_"
Pharmacy. '

Some pharmaceutical eupplies financed by development partners are.

procured separately by procurement agents contracted by the = .
partners. This is particularly so for HIV, TB and Malaria medicines; . = =
vaccines and- reproductive health products. These products are = -
distributed to ail sectors and levels of care; through the public, faith-

based and selected prrvate dlstnbutron channels

_' 'MEDS procures essentral med1cmes and- supplies to the FBHSP and" :
NGO provrders and to’ some pubhc facilities on a cost-recovery =
* basis:: As part of defrnmon of roles and responsibilities within the -

' SWAp arrangements ‘a MoU is i place between the Government.-
R _and FBHSP, aimed at fosterrng a strong and effective partnership for
. the achievement. of national health goals: The MoU provides for

various categorres of Government support or subsidy to FBHSP, and

+ .- their increased partrcrpatron in servrce provrsron and health sector
i governance mechamsms R
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- - Practices (GDP). - .
d). Lack . of - po'lrcy gurdance and controi __
- prioritization and utilization of the publi¢ medicines budget in

Some NGO providers supply medicines for relief and emergency _

operations locally and in neighboring countries. The Kenya Red
Cross provides emergency healthcare services - including medicines
- in various parts of the country. However, there are no coordinated
mechanisms for the provision of emergency pharmaceutical
services. Private sector supply is through wholesalers and retailers.

For all the supply systems, distribution of. pharmaceuticals across the
country is outsourced, to private transporters. However, the, vehicles,
handling facilities - and methods used are not adapted to the
transportation of pharmaceutical products, and hence may not
conform to standards of Good Distribution Practices (GDP).

In the public sector, storage infrastructure for medicines is
dilapidated, and does not conform to standards of GDP, thereby
compromising effective distribution and quality assurance of
medicines. The health sector has identified infrastructure
development as policy priority, to be guided by a comprehensive
Infrastructure Developmient Plan. Improvement of pharmaceutical
infrastructure should take into account: - capacity, design,
maintenance and security. Warchousing and distribution of
medicines has also failed to evolve with international trends that
encompass the broader concept of logistics management, and
outsourcing of non-core functions,

Key issues and challenges reldted to increasing medicines
availability are:

‘a) Inadequate financial allocation and bureaucratic systems for

disbursement of public funds (HSSF) for the procurement and
supply of EMMS

'b) Parallel procurement of publlc sector EMMS by numerous.' '

health sector players.

¢) Lack of  adherence. to.best practice prmcrples such as Good'.'

Pharmaceutical Procurement (GPP) and of Good Drstrlbutron

line with prevailing public health priorities:

- e). Inadequate mechanisms for ensuring access. to EMMS through -

" non-public providers, including alternate sourcing by facilities in
the event of stock-outs in KEMSA. -

mechanlsms On- s
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'b) Adherence. to “the.

f) Limited HR capacity for pharmaceutical procurement and
logistics; and inadequate utilization and leveragmg of private .
sector capacity and expertise

g) Inadequate mechanisms for the procurement of medicines for.
emergencies.

h) Inappropriate siting of pharmaceutical outlets, with no ipcentives

to encourage their establishment in remote and underserved
areas. Lack of segregation of wholesale and retail outlets,
leading to unethical practices on pricing and other supply chain
functions.

DProliferation of unlicensed outlets for medicines, posing risks to
the public of obtaining substandard, counterfeit medicines or
mcorrectly dispensed medicines. _

JlInadequate or unclear legal framework for KEMSA, open to_"

misinterpretation and undermining the autonomy, governance -

and institutional management of KEMSA |
k} Lack of coordination among procuring entities,
‘inefficiency in procurement and supply.

The Government will endeavor to ensure that required essential
medicines are comtinnously available and affordable to the =
pepulation. Coherence in the procurement and supply of
pharmaceuticals will ‘be faclhtated through adherence to the S
following principles: -

a) Centralization  of co're functions for public pharmaceutical . _.
: primary public

procurement through KEMSA as the C
procurément agency. Core functions comprise supplier selectlon" '

and monitoring, prrcmg and quality assurance. .
“principles
Procurement (GPP) in alk sectors and to provrslons of the PPDA "~
in the-public sector.’ '

¢) Adherence to. the. K.E.M.L and the KEMSL AN establrshed.'__"_3'.'."'--'

L evidence- based - process should gulde ‘any - adaptation to the @
'-."'procurement Tist,

- guided- by~ approprrately developed criteria- and  mechanisms -
- linked to prevallmg national health priorities.
e)’_ “Other supply systems to complement the public supply system,

as altérnate sources in ¢ase of stock-outs or other situations of

non-availability.’ Mecham_sms will be established for ensuring.

leading to -~

of - Good - Pharmaceutlcal_' -

Sl n:. order to ensure ratlonal selectron and'.._
- promiote good clmrcal practlce R -
od) _Optlmlzatron of the budgetary allocatlon for pharmaceutrcals .
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access to EMMS through non-Government actors m the context
of PPP, through subsidies and other incentives.

f) Delineation of pharmaceutical wholesale from retail practices.

g) Establishment and enforcement of zoning regulations for private

sector providers.

To facilitate effective and efficient pharmaceutical procurement
and supply, the Government will:

1. Integrate and harmonize existing public sector parallel
procurement activities to optimize procurement efficiency and
effectiveness.

2. Develop an effective system for the procurement and supply of
essential pharmaceuticals for disasters and emergencies.

3. Encourage specialization in pharmaceutical procurement and
logistics, through relevant training, deployment and retention
. measures.

4. Through the FDA, establish standards for, and enforce
compliance with Good Distribution Practices (GDP), including
pharmaceutical logisties infrastructure at all stages of the
pharmaceutical supply chain.

5. Ensure that public procurement of medicines for veterinary use
follows the same principles outlined in this policy. - -

6. Restructure KEMSA by statute, as the centralized, autonomous,
primary pubhc procurement agency for integrated public-sector
procurement and supply of medrcrnes medical supphes medical
devrces and equlpment : S

| :7 Coordmate procurement of EMMS in: the context of SWADI'__.:

through the p-1CC. .

8 Encourage collaboratron - between publrc and non- pubhc-_ .

procuring entities for EMMS, lncludlng pooled procurement at
mstrtutronal and sub- regronal levels _ : .

9, Encourage and facrlrtate outsourcrng or pr1vatrzatron of non-core

functions in’ publrc pharmaceutlcal procurement and supply

10, Develop and gazette zoning regulatrons to promote equrtable

access - to. pharmaceutical - products - and services in the -

establishment of wholesale and retail pharmaceutical outlets.

34 BEXPANDING LOCAL PHARMACEUTICAL PRODUCTION
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Kenya has enormous capacity for the manufacture of
pharmaceuticals for the local and regional markets. At current
production capacity of 50% and with a market size-estifnate of 28%,
the local industry is a vibrant player in Kenya’'s manufacturing
sector, which is a key economic growth driver towards increased
industrialization and the -attainment of Vision 2030. There are
currently 42 local pharmaceutical manufacturers engaged in the
formulation and packaging of pharmaceutical products for human
and veterinary use. The local industry produces primarily generic
medicines which are generally affordable.

A substantial and increasing proportion of generic medicines

- requirements in the country are supplied by local manufacturers. -
Through Vision 2030, the country, aims to become the provider of
choice for basic manufactured goods in Eastern and Central Africa. )
Incentives for the local industry have included exemptions from ST

~laxes and duties on raw materials, excipients and packaging ..

- materials and a 15% preference in local procurement. However, the i

“local industry faces challenges of inadequate technology transfer, . . .-
high cost required for compliance with quality standards and
international accreditation of local pharmaceutical manufacturers
and lack of full implementation of TRIPS flexibilities. Incentrves R
should be prioritized for essential medlcmes wrth consumers as the '_f i

primary beneficiaries..

However, h1gh productlon costs undermrne prrce competrtrveness of _' _
the local industry, hampering’ its growth. Previously, some multi- - "
- national" pharmaceutlcal compames ‘had' local producnon plants i
R Kenya ‘but ‘over the. years these have: relocated ‘to other countries, - RS
_ “due to unfavorable busrness conditions: such as poor 1nfrastructure
- high energy costs -and taxation of productron inputs.Some local "
-'-__:'-_frrms manufacture pharmaceuncals under  ficense ‘for ¢o "'pames

. abroad, while at least one local company has a voluntary lrcense fori

- the manufacture of I—IIV ‘medicines.. There is' virtually no " local S
~industry for active pharmaceutical ‘ingredients (APIs), which are
1mported rnamly from India; Chma ‘and Europe. More than 90% of -

. other - pharmaceutrcal mputs (exc1p1ents) and- about 60% of
- packaging materials are’ imported. Importatron attracts charges that -

contr1bute to the hl gh productron cost
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Local sourcing of generic medicines by the public and faith-based
procurement agencies (KEMSA & MEDS respectively) has benefits
in reducing overall transaction costs for the pharmaceutical supply
chain, through short lead times, greater flexibility on deliveries,
credit facilities and reduced need for large buffer stocks. Local
sourcing also plays a critical role in emergency situations, where
lives can be saved through speedy delivery of required supplies.

The local industry offers great potential for Kenya to attain self-
sufficiency in essential medicines and to serve the export market,
while creating much needed employment. Pharmaceutical
manufacturing is governed by Good Manufacturing Practices
(GMP), which require strong regulatory oversight and enforcement.
A well-regulated pharmaceutical sector fosters consumer confidence
in the medicines originating from and those circulating in the
Kenyan market.

3.4.1.1 Institutional and Legal Avrangements

101.

The Government is not involved in pharmaceutical manufacturing,
having divested from it in the 1980’s. There are 42 privately owned
local pharmaceutical manufacturers, producing a wide range of
generic medicines for local distribution, as well as export. Some
tocal firms also manufacture under contract for companies either
based in Kenya or elsewhere. The Federation of Kenya
Pharmaceutical Manufacturers (FKPM) is the umbrella body
through which local manufacturers articulate and convey their
interests to relevant forums regarding policies, regulation, trade and

quality. The industry is regulated by more than 10 Acts in addition
to Chapter 244; and their enforcement is uncoordinated. Through the ‘
. PPDA, local manufacturers are ‘accorded -an- incentive of 15%
~ preference in public pr’ocﬁr_emenf.--; e L S AL TL

102.

Key issues in local pharmaceutical pro uction include: .

a) Coh'fl'“i'c'ti'rig".?p’oii'éi'és and 'lé;gisl'at'_ioh:,r 'énd'ovér—réguiat'ion of the: -

industry. .

b) Poor infrastructure and high costs of power and other production

inputs..

¢) Negative publicity on generics and on locally 'ﬁla;n.ufactured'

products.
d) Limited techh'ology transfer for manufacture of generics.

40
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¢) High costs of GMP compliance and for
accreditation of local pharmaceutical manufacturers.

f) Lack of full implementation of TRIPS flexibilities.

international

g) Weak regulatory environment for GMP compliance, hindering
access by the local industry to regional markets and donor-
funded programmes.

h) Entry barriers (legal and administrative} to starting local
manufacturing ventures.

i)Limited pool of specialized pharmaceutical personnel to meet the
nfaecls of industry (e.g. R&D, industrial = pharmacy,
biotechnology, quality control and assurance). .

The 9 Qovernment will promote self-sufficiency in essential .
meg@cmes production and growth in pharmaceutical exports. To - .
facilitate the attainment of this objective, the Government will: -

1. Create an enabling envir(')nment_:to encourage investment in locéi :
production of quality essential medicines, and compliance with
established standards for cGMP, B

2. Encourage technology transfer and international accreditation of
-local manufacturers to enhance their competitiveness. -

3. Consolidate, harmonize and streamline all relevant statutes to L

ensure clarity and: reduce bureaucratic bottlenecks to local -
pharmaceutical manufacturing. o

4. Curb the production, distribution and sale. of substandard and
counterfeit medicines; and illegal sale of medicines. :

5. Enhance. and promote the pr_t)'cﬁréﬁlént, distribution and -use of

 auility medicines.
6. Develop incentive schemes for investment in local production of

LT e_SSGI_l't_EE_lE-_: m_(_?_dl'c;t}e_s'- ‘to improve: their. affordability, availability =~ -
- and quality. Incentives may include-local preference in- public

“procurement, removal of taxes and duties; ‘export incentives, :
~fast-track ‘market -authorization; -among’ others: in line with-

- hational industrialization strategy. = .
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3.5.1 Overview of Medicine Prices and -Affordabilit‘v in Kenya

104, Medicine prices are generally high in Kenya, and a barrier to
accessing healthcare. The majority of the population cannot afford
key essential medicines, which they have to pay out-of-pocket.
Public and mission procurement in Kenya attains competitive prices
below international reference prices (IRP)'®, but prices to patients
are relatively high compared with neighboring countries and IRP.
Furthermox there are wide geographical and inter-sector variations

in- medicine prrces as well as variations between medicines of the ..

same therapeutie category. This suggests high and un-standardized
mark-ups along the medicine supply chains. Innovator products are
generally more expensive than their generic equivalents.

105. About 80% of total pharmaceutical expenditure (TPE) in Kenya is
private, mostly out-of-pocket. Therefore, high medicine prices are a
major burden for households, and the majority cannot afford the
medicines they need'. Faced with catastrophic expenditures for
medicines, the poor often forego treatment; procure substandard
products or sub-optimal dosages, which results in worsening of the

- condition, spread of communicable diseases and "reduced

participation in economic activities.
3.5.2 Medicine Pricing Approaches in Kenya

106. :Ehe Government abolished all forms of price controls since October

competition among suppliers of essential medicines is not regulated.

In the public sector, KEMSA issues medicines to health facilities at
cost (e at procurement prtces) with: Government provrdlng a-
‘ separate allocation for costs of’ dlstrlbutron The public: facilities. .
prowde medicines free of charge; or at mark-ups set by the, facrllty :
“in the: context of cost sharing. In- the faith-based health services, -
- MEDS sets prices to health facrlmes through' regressive mark-ups, to -
cover operatron costs on a non- profrt basis. The facilities in turn set -
prices to patients mdependently Private sector -health- facilities, -
wholesale and retail outlets set their prices independently and on a_'

" International Drug  Price  Indicator Gg?r:ia'e, Management.
Heaith/WHO (2005).

? Medicines Przce Monitor, ' Kenya Mlnlstry of Health, Apnl 2006

; Hence medicine prices and mark-ups are not- tegulated. There -
is no policy guidance on the pricing of medicines in any sector, and -

Sciences Tfor.

full cost recovery basis. A common practice within the supply chain
is price discounting, which is applied informally between suppliers.
The price benefit of discounting may not be passed fully to the

patient. s

107. Some publicly procured medicines,

medicines for TB and malaria; immunization supplies; condoms and:
contraceptives, among others. The Ministry of Finance and the:
relevant development partner(s) usually sign an agreement “for
provision of donor funded medicines free of charge Medicines for-‘-'
emergencies are also supplred free of charge, usually fmanced by
Government or partrers, '

108. The Government does not. impose pharmaceutical ° tarlffs :
recognizing that a healthy population generates economic gains’ that
outweigh .the minimal contribution to the GDP of any taxes on:
medicines. Furthermore, the poor would disproportionately bear th .
financial burden of such regressive taxes, thereby limiting access fo
the most vulnerable in the population, This principle extends to the
EAC Customs Union, which abolished import duty on medicines mf
2005. However, the lack of any regulation in the pricing of essential -

- medicines has contributed to a high price burden, especially to the -
poor and disadvantaged. This approach differs from the practlce ino
many developed countries, where pharmaceutical prices and costs” -
are strlctly regulated as a major component of public healthcare
costs. : . : S

_.;%"'2 H {nstrtutronai and ch_,al Ar rangcmcnts

9 __ There is no central authorlty for the prlcrng of essential medicines;:
- and. numerous approaches aré -in- use - by different heaithcare
prowders Informatlon on- lmport and: export prices is declared on
~import: deciaratlon forms (IDFS) approved by PPB. The Kenya
: Revenue Authorlty (KRA) assesses the. tarrffs and taxes chargeabl¢ -
on products and ‘issues’ exemptlons -on . pharmaceuticals as
.approprrate in consultatlon with' the PPB ‘The Department of
Pharmacy ' has been” momtormg pr;ces and’ availability of key
‘essential - medicines; but there s no- structured mechanism for
- corrective mterventrons : RERRTR R -

10: The Restrictive Trade Practlces Monopohes and Price Control Act
. _(Cap.. 5Q4),_ go_verns_ prrce and_. competition. practices, through the

or those financed- by
development partners, are provided through KEMSA and MEDS;
free of charge or at a nominal fee to patients. These include ARVs,
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Monopolies and Prices Department of the Ministry of Finance. In
line with recent developments at the COMESA and EAC levels, the
Competition Bill 2009 is before Parliament. It seeks to strengthen

the

regulation and promotion of competition in the national

economy. The Bill proposes the establishment of the Competition
Authority as an autonomous regulatory agency; and it has provisions
to protect consumers from unfair and misleading market conduct,
and to align the law with Kenya’s international obligations. The
provisions for consumer welfare protection and empowerment
provide a framework to integrate and harmonize Governmeur efforts
in ensuring the provision of affordable essential medicines to

. Key challenges relating to pricing of medicines are:

a)
b)

¢)

d)
e)
f)

g

B
1)Lack of transparency and madequate consumer mforrnatron on v the -

To address the challenges of hlgh prlces and low affordabihty of

CONsUMmers.

High medicine prices to patients, being a major barrier to access.
Lack of systematic information on medicine prices, components
and trends. _
Inappropriate application of trade policies, without any
safeguards to cushion individuals and households against the
burden of high pharmaceutical prices. . N '
High out-of-pocket health expenditures, with medicines taking a
major proportion. _ o
Large markups along the medicines supply chain, resulting in
high patient prices due to cumulative price components. N
Absence of policy guidance and regulation on the pricing of
essential medicines.

Large disparities in patrent prrces geographrcally and across
health care providers. -

Variations i in procurement prrces of medrcrnes among publrc aud B

faith-based agencies.

prlcmg of medrcmes

medicines the Governmient will monitor and negot1at° prices of key

essential medicines, rationalize’ the medicine pricing system in all :
sectors and promote the use of generics. :

3.5.3 Regulation and Rationalization of Medicine Prices for
Affordability

113. The Government will endeavor to ensure that essential
medicines are affordable to the population. To facilitate the
attainment of this objective the Government will:

l. Promote transparency in the pricing structure of medicines by
pharmaceutical manufacturers, distributors and health service
providers.
2. Establish and support a multi-disciplinary mechanism to monitor
and advice on medicine prices and affordability.
3. Provide policy guidance on pricing structures for essential
medicines by all categories and monitor prices and affordability
of essential medicines in all sectors.
4. Institute a mechanism to monitor medicine price increases
through notification to the FDA, with a view to regulating
excessive increases. -~
5. Expand and sustain mechamsms to provide subsidized essentral'
medicines at the primary level through the public and faith- based' -
supply systems. '
6. Establish effective exemption mechanisms to remove fmancral
barriers that may hinder vulnerable population groups from .
accessing essential medicines,
7. Establish an effective mechanism for rermbursement of the cost
of essential medicines through health insurance ?chemes for
inpatient and outpatient serviceés.- :
8. Waive taxes and tariffs on’ pharmaceutrcal producrs rncludmg '
raw materials, finished goods and packaging materials. - :
9. Encourage and facilitate bulk’ procurement of pharmaceutrcals
- including local and regmnal pooled procuremem where feasible. " S |
10. Where . the Governmem deems: that specrfrc medlcmes arg - :
tnaffordable and’ that these medlcrnes are. essentral to the health = |
~and well-being of a specrflc popula‘tlon group, the Government * - |
- “will make them. avarlable through authonzed non- publrc health .
o care provrders at acqursltron cost plus the transact;on costs - l
' mvolved SO :

4 Pmmormg U% oi (Jmcr:cs

11'4 The use of mterchangeable multr source pharmaceutrcal products,
' ~using the international non- proprretary name (INN), or generic
name, is a recogmzed strategy to reduce medicine costs and
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expenditure.- It also contributes to a rational system of procurement
and distribution, drug information and appropriate use in all sectors
and at all levels of the healthcare system. Carrently, only about one
third of . prescriptions in public and faith-based facilities are
prescrrbed by generic name and the practice is even fess prevalent in
the private sector. Where a medicine is not prescribed by its INN,
substitution of a genéric equivalent at the point of dispensing (i.e.

- generic substitution), is a recognized safeguard fe protect the patient

from unnecessarily high medicine expendifiures. For a few
specialized medicines, patients may-require to be maintained on the
same product. However, strict regulation of these exemptions is

requrred
Kev issues on the use of generrcs in Kenya inclade:

a) Absence of policy guidance on use of generic medicines and
generic substitution.

b) Low prescribing by generic name in all sectors.

¢) Unethical . promotion of . branded products, eroding the
confidence of prescribers and consumers in the use of generics.

d) Lack of authoritative information on the quality of medicines in

- the market.

e) Informatron asymmetry and perverse incentives within the

 ‘pharmaceutical market.

f) Conflicting legislation on counterfeits which focuses on patent
protection, and creates the risk of generics being erroneously
-classified as counterfeits.

¢) Limited public resouree allocation for promotmg AMU,

: mcludmg use of genencs

The Government will promote the use of generrcs through
: _1mplementatlon of incentives that favor their production, publle
__procurement, prescribmg ‘and” dlspensmg To promote use of

B generlcs the Government will;

i Promote generlc prescrlbmg in. the pubhc and prrvate sectors'
- through: the - formulatlon of an: approprlate ‘medicines. use’

o polrcy/ strategy.

2. Create Tules’ and regulatlons that allow generlc substltutlon in the -

public, faith- based and prlvate sectors. It will be incumbent upon
the pharmacist, before dlspensmg a prescrlptmn to inform the
patient on the benefits of generic substrtu’ﬂon and to ensuare that

3.6
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such substitution takes place with the full understanding and
consent of the patient.

‘3. Affirm the . right of patients to make informed decisions

concerning their own health, including a choice for generic
medicines.

4. Through the FDA:

(i) Gazette a limited list of products that may not be
substituted.

(ii) Enforce compliance with set quality standards for all
medicines in the market

(iii) Devise mechanisms and incentives to fast-track registration
of generics

PROMOTING APPROPRIATE MEDICINES USE

117. 'In 1985 a historic ‘Conference -of Experts on Rational Use of
Medicines’ was convened in Naijrobi, and the importance of rational -

prescribing, appropriate -dispensing and -use of medicines were -
highlighted on the international- stage. Concepts of inappror)riate" 3
use’ were agreed upon, including overuse of antibiotics, unnecessary
use of injections, and unwarranted poly-pharmacy. Such practices
lead to significant wastage of scarce resources for health, poor
patient outcomes, and increased adverse effects. Since then,
strategies have been identified globally for i improving prescribing
and dispensing = by - health - workers, - clinical practice of
pharmaceutical personnel and the use of medrcme by consumers.
These include: DORRE :

e evidence- based selectron from the wrde range of products :
available on'the market to standard1ze treatment and rationalize o
- medrcmes costs’ ' S -

v ° _ 'access to objectlve practrcal mformatron on medremes and their
properuse SR SEEE RS EE % : : - .

R 'approprlate tramrng of health workers on approprrate medlcmes

“use

S _‘_’ .;_Pro poor pohcres and strategres that mrmmlze out- of-pocket

-expendlture on medrcanes by households

Approprrate Medremes Use (AMU) requrres that patients receive
appropriate medicines in the correct dosages and within the required

.trme frame AMU leads to rmproved pat1ent care and safety, and




prudent utilization of scarce resources for health. There is no
national strategy for promoting appropriate medicines use.

3.6.1 Medicines Selection and Rationalization of Therapeutics

116.

Selection of medicines is anchored to the KEML and the Standard
Clinical Guidetines (SCGs). The current nationa§ | clinical guidelines
were developed in 2009; while the EML was developed in 2010.
There -is no EMST. in place and no institutionalized structures for
monitoring the use of these guides or for their systematic review and
revision. The use of SCG, EML and EMSL should be promoted and
reinforced to standardize treatment in all sectors, and they should be
regularly revised, taking into account trends in therapeutics.

3.6.1.1 Institutional and Legal Arrangements

120.

. . The Governmeit wrll promote evidence-based seleetlon of
medicines. to meet publre health needs. To facilitate the

The National Medicines and Therapeutics Committee (NMTC),
established through the KNDP (1994), is the Government advisory
body responsible for broad guidance on medicines use, including
selection of medicines. The NMTC requires restructuring and
technical enhancement to enable it play its role effectively. Health
facilities (public, private, faith-based). also establish Medicine‘s‘ and
Therapeutic Committees (MTCs) for promoting appropriate and
evidence-based use of medicines.

. Key issues affecting medicines selection and rationalization of

therapeutics include:

a) Lack of coordination of medicines use strategies at national and
facility levels

b) Lack of implementation of AMU as a core strategy for
rationalizing health resources.

¢) Irregular review and updating of standard clmlcal guldelmes _'

- (SCG) and EML.
) Low adherence by health workers to SCG and EML

attainment of this ob;ectrve the Government wrll

I. Restructure and support the National Medicines and Therapeutlc o
- Comunittee (NMTC) to advise Government and stakeholders on -

the appropriate use of medlcmes

&

2. Through the NMTC, collect, evaluate and disseminate
systematic data on medicines utilization to monltor and act on
policy adherence.

3. Review and regularly update the following standard therapeutics
tools, at least every 2 years and promote their use at all levels of
the health system. The Essential Medicines Concept as defined
by WIHO will be the basis for medicines selection.

a) The Kenya Ess'ential Medicines List (KEML)
b) The Kenya Essential Medical Supplies List (KEMSL)

¢) Standard Clinical Guidelines for management of health
conditions in the country.

4. Promote the Essential Medicines Concept and evidence-based
selection of medicines in all sectors and in training programmes
~ for health workers. :

5. Mandate health facilities and counties to establrsh Medicmes and'_'-

Therapeutic Committees (MTCs) with membershrp drawn from
pharmacists, physicians, nursing staff, specialists and- health

administrators. Each MTC Wlll be required to: _ :
a) Adapt from the KEML a list of EMMS to be procured

prescribed and dispensed within the facility, based on the_ .-
local disease patterns and the best avarlable evrdence on

therapeutic effrcacy and cost- effectlveness

b) Monitor therapeutrc trends and other medlcmes use practlces e
in the facrlrty, and institute correctrve measures to ensure BEITEEEN

rational prescrlbmg and drspensrng

' _"c)_ 'Develop mstrtutronal pohcres gurdelmes and advocacyf:'f__
. - initiatives almed at 1mprovmg use of medrcmes

o d)f"lProvrde feedback 1o the: natlonal MTC on- evrdence and

~ o trends in therapeutlcs to gurde revrew of the natronal STG I
"'-'andEML L : - _ :

6 2 Appropmate Medzcmes infermatron an{l Premoisen .

123 Many - consumers today are knowledgeable about the dlseases that
. affect them, the therapeutrc alternatives, and their rrght to partlclpate

in decrsrons about their. care, Informatron about medicines that is

~ . accurate, accessible; objectrve and practlcal can greatly eénhance the
: partlclpatlon of consumers in therr health care decrsron -making and
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improve medicines use. “The health system also benefits from
consumer feedback on medicines issues, through appropriately
supported channels.

Medicines information to consumers and healthcare workers comes
from a wide range of sources, including promotional materials and
advertisements; and the media. Health workers also obtain drug
information from the pharmaceutical industry through conferences,
forums for continuous professional ~development (CPD),
promotional materials and marketing representatives. The internet

has also become an important source of information for both health -

workers and consumers.

However, biased information and false claims about medicines pose
danger to patients and to public health. Inappropriate medicines
information may emanate from various industry players, un-
informed media and the internet; unlicensed outlets and unqualified
personnel, all exacerbated by weak regulatory enforcement.

1 Institutional and Legal Arrangements

The PPB regulates drug information, promotion and advertising, as

‘provided for in Chapter 244. However, there is no designated

poisons centre, in the country, which greatly limits access to
objective information on medicines and to critical information for
the prevention and management of poisoning. Other organizations
that may be sources of medicines information to consumers include
the PSK, KPA, KMA, KMPDB, and the Nursing Council of Kenya
(NCK), veterinary and nutritionists’ -councils/boards.

Key issues affecting medicines information and promotion
include: '

a) Weak regulation of saie and promotion of ‘medicines  to

consumers

b) Low consurier awareness about the dangers of 1nappr0pr1ateﬂ_'- .

- medicines use : : : :
¢) Increasing use of ICT for uncontrolied informatlon to consumers
on medicines: O B : :

d) Inadequate mechanisms for feedback enqumes and complalnts
by consumers T

e} Unauthorized promotlon and advertlsmg of medlcmes mcludlng
™
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f) Lack of a centralized source of objective and up to date

information on drugs and poisoning, including unbiased
information to consumers about medicines.

The Government will ensure access by health workers and
consumers, to medicines and therapeutics information that is

unbiased, accurate, appropriate and practical. The following
actions will be taken:

1. Strengthen and enforce legislation to control and regulate the
promotion of human and veterinary medicines and other
therapeutically active substances, including T™.

2. Develop mechanisms for the provision of reliable medicines
information to health decision-makers at household, community
and national levels, to enable them take appropriate actions.

3. Establish and support a National Medicines and Poisons
Information Service.

4. Involve consumers in AMU strategies at all levels.

Establish an effective mechanism for consumer feedback and
complaints on medicines issues, including a pharmaceutical desk
within the Public Complaints Commission (Ombudsman).

Prescribing and Dispensing

Prescrlblng and dispensing should ensure the patient’s best interest
in terms of appropriate therapy, safety, efficacy and cost
effectiveness; and promote patients’ understanding of, and the
appropriate use of medicines. These professional functions should be
supported by monitoring and feedback mechanisms that promote
adherence to standard treatment guidelines and medicine lists. STGs
and the KEML are key tools for good prescribing and dispensing,

~and: their impact is ‘erihanced through adequate . dissemination,

130,

B sensntlzanon and an effectlve systern that monitors and enforces their

use. An 1mp0rtant ‘consideration is ensuring that only qualified

._“personnel prescribe - and dlspense ‘medicines; and that consumers

only access medicines: from authorlzed dlspensmg outlets. Good

: prescrlblng and” dlspensmg hmges on standardized tools and_

processes, tralnlng and an eﬂ"ectwe regulatory framework.

Pharmaceutlcal servwes have evolved into a comprehensive and

‘patient-focused model of Phartacéutical Care that ensures effective

use of the most appropridte medicines; and actively involves the




patient in ensuring successful therapeutic outcomes. In
Pharmaceutical Care, the pharmacist is a core member of the
healthcare team, consulting with prescribers on appropriate drug
selection and dosage, counseling patients on adherence to treatment,
monitoring use of medicines and advers¢ drug reactions, and
participating in outreach services to the community, The
pharmacist’s role is critical in promoting appropriate medicines use
(AMU) through medicines and therapeutic committees (MTCs);
evidence-based selection and other rationalization and cost
containment measures.

3.6.3.1 Institutional and Legal Arrangements

131.

Prescribing of medicines occurs in health facilities in all sectors, as
well as in clinicians’ private practice. It is an integral part of .the
practice of medicine or -dentistry, as set out in the Medical
Practitioners and Dentists Act. The majority of health facilities have
in-house pharmacies where prescribed medicines are usually
dispensed. If the medicine is not available, the patient has to obtain
it from a different outlet, usually in the private sector. The PPB is
responsible for developing and enforcing standards for prescribing
and dispensing while the Kenya Medical Practitioners and Dentists
Board (KMPDB), the Nursing Council of Kenya (NCK) and the
Clinical Officers Council are responsible for regulating the practice
of medical and dental practitioners, nurses and Clinical Officers
respectively.

. Key issues affecting prescribing and dispensing of medicines

include:

a) Prescribing of medicines by unauthorized personnel
b) Dispensing of medicines though unlicensed outlets. -

c¢) High cost of health care leadmg to w1despread practrce of self—' L

meédication -

d) Lack of pohcy gurdance on Good Prescrrbmg Practrces (GPP) 3
~and Good Dlspensmg Practice (GDP), 1nclud1ng prescr1b1ng by -
* International Non- proprletary name (INN) and lack of adherence :

to related legal provisions .

Weak collaboration ~between.- regulatory and professronal-' a

associations in _enforcrng standards of professional practice
Lack of enforcement-of generic prescribing and substitution.
Increasing use of the Internet as a source of medicines

134,
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‘h) Lack of regular information on the quality and safety of

medicines in the market. _
i)Lack of policy guidance and enforcement of prescribing by level
of care.

The Government will promote appropriate prescribing and
dispensing that optimizes therapy. To facilitate the attainment of
this objective, the following principles shall apply:

[. Only licensed outlets are allowed to dispense medicines in all
sectors.
2. Only authorized personnel are allowed to prescribe medicines.

3. Only authorized personnel are allowed to dispense medicines in

all sectors.

4. Prescribing is done accordmg to legal provisions and Good

Prescribing Practices.

5. Dispensing is done accordrng to legal provisions and Good

Dispensing Practices.

6. Pharmaceutical Care is rnstltutlonalrzed as a core strategy for._ _: :

patient-centered healthcare.
7. There is collaboration with:

a) Relevant regulatory bodies and professional associations to
develop mechanisms for enforcing legal provisions for levels

of prescribing..

~b) Relevant ministrieés to ensure that veterinary prescnbmg-" '

conforms to this policy.

3.6.4 'E?radatmnal Medicines (TM)

TMs are an essentlal part of the natlonal culture and part of prlmary

health care. WHO estzmates that 80% of people in Africa have used.

TMs at sorme pomt in’their lrves, to meet their health care needs.

-~ This slgmﬁcant use calls for strong polrcy and legislative framework
~'to guide development and use of TM, and to safeguard public health -

and safety. Traditional: health practrtroners (THPs) are' to be found

'_'."throughout the country, ‘many of them ‘practicing’ within their
“ - residential locahtres “Other THPs come from' ‘countties such as
- Tanzania and China; and’ some Kenyans travel to these countries o
-'obtam treatment through TM S

Tradrtronal health practmoners are currently regulated as traditional

‘and cultural’ practltloners through the Ministry of Culture and Social
_ _Servrces However ». TM use: and develOpment has implications on

g




health, national conservation and intellectnal property, among
others. The National Council for Population and Development
{NCAPD) has been coordinating a multi-stakeholder process aimed
at developing this policy and legal framework, and a Bill is currently
before parliament.

In the context of this ongoing process, there is need to ensure that

the health implications of TM practice are fully identified and"

comprehensively .addressed, to ensure adequate protection of the
health and safety of the population. The University of Nairobi and
KEMRI are the main institutions that undertake research in TM. The
Ministries in Health, KEMRI and the academia have critical roles in
articulating and guiding TM development in the context of health,
and for ensuring that commercially . viable TM are - appropriately
developed.

. Key issnes in TM use include:

a) Inappropriate: promotion and advertising of TM . products,-

practitioners and practices

b) Inadequate policy, legal and institutional framework to guide
TM development and utilization; and weak HR capacity to
address issues of TM in the context of public health

¢) Lack of comprehensive documentation on TM use, safety,
“efficacy and quality

. The Government will promote the development and appropriate

utilization of safe, quality and efficacious TMs. To facilitate the -

attainment of thlS obJectwe the Government will:

I Develop an approprtate pohcy, legal and institutional framework‘

© to facilitate -and . coordinate health-related = TM - activities,
: mcludlng research and development regulatlon of TM products o

and the practitioners and consumer education. *

. Promote appropriate development and: utilization of TM in such u
©a way as to reduce the rlsks and max1m1ze the beneﬂts 1nvoIved_. o

_int their use.

Promote the local producuon of useful and commermally viable -

-~ TM for human and veterlnary use.:
PHARMACFUT{(,AL RES}LARLH AND DEVEL{}PMFN T

- Research plays a major Tole in mdusmal transformation- and
economic growth; as well as in healthcare delivery. Research and
development (R&DY) is a key____feat_nre of the global pharmaceutical -

industry, with huge investments in research for new drugs and health
technologies, or for improvement in the performance of existing
products. Pharmaceutical R&D is driven by current developments in
disease control and treatment, in particular the need for enhanced
use of diagnostics; early onset of treatment and use of newer, safer,
more efficacious and age-appropriate medicines. Kenyan institutions
are involved in various stages of the innovation processes, such as
laboratory research, drug formulation, clinical trials and
bioequivalence (BE) testing. In addition, Kenya is endowed with
many medicinal flora and fauna, but there is limited investment to
exploit this endowment in making products for use in healthcare. In

~cases where research has shown the presence of pharmacological

activity in plants, the research ends in only publications, but not in
products. Only 0.6% of GDP is allocated by Government for all
research, which is far from adequate.

- A current gap is that R&D is virtually lacking for the neglected

discase conditions that disproportionately affect poor populations.
The Global Strategy and Plan of Action (GSPOA) on public health,
innovation and Inteilectual Property, negotiated though the World
Health Assembly, provides a global framework for better investment
in R&D for neglected diseases. In addition, there are initiatives to
develop a global patent pool through which patent-holding drug
companics would allow the development of generic versions of their
drugs, including combinations with drugs of other companies. There
is need for concrete national strategies to implement these initiatives
for improved access to medicines, and to continue providing
leadership in these endeavors in the region.

t. The potential for basw operatlonal and clinical research therefore
- exists in - Kenya,- partlcularly in- formulation and product
developmem of both conventional and herbal medicines; BE studies
_:and research on. quahty of medlcmes If strategically directed,
:' pharmaceutxcal research can improve the hea[th of Kenyans through
'addressmg their prlorlty health needs. '

11 Hnﬂ%ztnﬂondi andiegwei Armngcmcnts

42. The Mmlstry of ngher Educatlon Sc1ence and Technology
o (MOEST) through the National Council for Science and Technology
- (NCST) coordinates scientific. research, while KIPI administers the

Intellectual Property Act. The PPB regulates clinical trials on human

~ subjects, in collaboration with " various Ethical Review Boards
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..\.1)L1m1ted capacnty for operatlonal research and pharmaceutleal S
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. 1. "Coordinate -

(ERBs). The School of Pharmacy, University of Nairobi and the
Kenya Medical Research Institute (KEMRI) have been undertaking
various forms of research on medicines and treatment, including
clinical trials, research on. TM and in the area of -product
development.

In order to account for genetic or other differences in populations,
certain drugs are required to undergo BE- testing during
development, to demonstrate their efficacy in the population in
which they are intended to be used. BE testing is a main challenge
for drugs produced and/or marketed in Kenya, because the
infrastructure is lacking and the costs of conducting BE studies

clsewhere is prohibitive. Kenya has the potential to develop BE

testing centers to serve the domestic and regional market.
Key issues in pharmaceutical R&D include:

a) Lack of coordination of the actors involved in research on
pharmaceuticals

b) Lack of harmony of research policies and legal framework

¢) Lack of prioritization of pharmaceutical research, including
operational research '

d) Limited public investment in research, including health-related
research and BE.

¢) Limited local appreciation for and lack of recognition of quahty
research.

f) Inadequate mechanisms for dissemination and utlhzatlon of
research findings

g) Limited collaboration between industry, academla and other
researchers

h) Weak institutional capacmes mcluding HR, equipment and
other infrastructure

'Govemment will promote research and mnovation on medlcmes' .
- to address priority health issues: To faclhtate the attamment of .

this obJectlve the Government will:

pharmaceutlcal services.

2 Establlsh and malntaln a medlcmes research database and

facilitate the prlontlzatlon of research to address key health -

needs

research primarlly ' dlrected a'tv' ‘e’rihancing;' -

38
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3. Foster collaborative mechanisms to promote and enhance
pharmaceutical research. '

4. Increase support for pharmaceutical research (mclu&mg_-.'_'_
operational research) and. utilize research findings to further--'.'
develop pharmaceutlcal pollc:es and practices.

5. Encourage, motivate and support- health institutions and.':
professionals to conduct R&D on medicines including TM,

6. Encourage and support the establishment of clinical and BE
testing centers for pharmaceutical research.

INFORMATION AND COMMUNICATION TECHNOLOGY
(1T

There have been numerous advances i m the field of ICT, and many
have been embraced in various facets of the pharmaceutical sector.
ICT use in pharmaceuticals includes technological advanceéments in
design and performance of manufacturmg equipment, greater
automation of processes,. including production, procurement and
logistics, dispensing, etc. Other areas include inforimation -
management such as drug registration, including online submission
and issuance of regulatory documents (application dossiers,
registration eertlflcates and licenses).

The country has made significant strides towards narrowing the
digital divide within and between Kenya and the rest of the world,
through infrastructure expansion and upgrading; and through an
enabling legal and institutional framework. However, there remains

- a major. gap in infrastructural and HR capacity for the full

application. of ICF in the pharmaceutlcal sector, and in partlcuIar
the public sector. e

.:__The Internet ‘has become a growmg source of pharmaceuticals for

. _"Kenyans Many websn:es purport: to offer brand name prescription

- drugs at dlscounted prices; and Kenyans are increasingly using this

'_-:avenue as. a source of affordable medicines., Online purchase of any

: :drug poses: serlous heaith I'lSkS espema]ly when drugs are shipped to

- “consumers from. sources outside of ‘the country, and without import

- authorization of the regulator Counterfelt and substandard drugs are

. easily: sold through the internet, and consumers are exposed to this
L rlsk when they order medlcatlons onime
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. Training capacny for pharmaceutlcal personnel has expaﬂded over:

Challenges relating to ICT in the pharmaceutical sector include:

a) The growing trend in online pharmaceuticals trade without
adequate regulatory controls.

b) Inadequate investment in ICT
effectiveness in service delivery.

to drive efficiency and

¢} Absence of a guiding policy on ICT in regulatory functions {(e.g.
electronic submissions and market authorizations), hindering
adoption of best practices.

To address the challenges of ICT use in pharmaceutical sector
the Government will:

1. Regulate online sale of medicines and implement strategies that
encourage consumers to buy medications from reputable
pharmaceutical outlets.

2. Invest mn ICT infrastructure for effective operation of public

pharmaceutical services, including procurement, distribution,

regulation and quality control.

HUMAN RESOURCES FOR THE PHARMACEUTICAL
SECTOR
Pharmaccutical Personnel and Training

Pharmacists and pharmacentical technologists are the two
recognized cadres of pharmaceutical personnel in Kenya. To provide
adequate pharmaceutical services and compete effectively in the
global economic environment, Kenya requires a highly skilted
pharmaceutical human resource base with relevant aptitude and
skills. The complexity. of pharmaceutical issues cuts across all
sectors and levels of care, requiring a broad skills mix to identify,
analyze and approprlately address emerging issues. The sector is

developing a critical mass of pharmaceutlcal technical expertlse ‘but..

the numbers and skills mix are: inadequate to address the diversity
~and. complexity: of health products and - technoiogaes
k requlres appropnate strateglc review: and planmng

Pharmaceutical Human R%eﬂr{,e Dwelnpment

the years. There are two pharmacy training schools with a joint
annual output- of 70 and 22 accredited institutions for training
pharmaceutical technologists, with an annual output of 885. These

and this. E

institutions also train for the sub-region, with an increasing number. -

153,
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of students drawn from outside Kenya. The demand for postgraduate
and higher diploma training has also been growing, and various-
courses are currently offered by the University of Nairobi: and -
KMTC respectively. These attract students from Kenya and the sub-' B
region. :

Thg current training content and mechanisms for deployment.'o'f%:f'

pharmaceutical personnel have been identified as major constraints =
to their utilization, Pharmacy training is largely oriented towards = .

clinical practice and academic knowledge, with minimal emphasis
on other skills required to handle pharmaceutical sector functions, =

like procurement and supply, manufacturing and trade. Also lacking:
are mechanisms for the provision of basic pharmaceutical services at' PIRECS

the community and primary care levels.

3,93 Pharmaceutical Human Resource Utilization
154.

Currently, there are 2295 registered pharmacists and 2680 enroll"é'dl_z- o

pharmaceutical technologists, i.e. one pharmaceutical personnel for L
every 7,698 persons or less than 1 per 10,000 persons. This’ ratlo 1s SR
very low to enable effective provision of pharmaceutical services =+

and development of the sector. Furthermore, these personnel are .
inequitably distributed, the majority being in the private sector and
in urban areas, where they primarily undertake trade-related
activities, e.g. wholesale, retail dispensing; import and export;.
pharmaceutical detailing for promotion and marketing and
manufacturing.

Recent efforts to address the critical shortage of human resources for
health, has' contributed to.an- increase in the numbers of
pharmaceutical " pérsonnel ™~ in’ the  public sector. However, the
available personnel 'ére"'only" 25% of the current health sector norms

Crand” Standards ‘and the mix of skllls is inadequate to address the

~entire " scope. of pharmaceutlcal services.
B attrlbutable ‘to. mapproprlate scheme of service;

. direction  and
' 'pharmaceutlcal serwces Consequently, only 38% of public health

o facilities -
_'pharmaceutfcal personnel handllng medicines;
: greatiy compromlses heaEthcare serv:ces

156.

The low number is
weak policy
madequate management structures in  public

and 31% of : ‘mission’  facilities have qualified

a situation that

The faith-based health services, have faced the challenge of inability
to attract and rétain a critical number of qualified pharmaceutical

‘personniel. A recent. policy shift has resulted in the Government




deploying health personnel to FBHS, in recognition of the . __ PPB to enroll the qualified personnel. There are now 22 institutions
complementary role that they play in healthcare delivery. However, 3_ accredited to offer the diploma.:

pharmaceutical personnel are not currently deployed to FBHS under . Until 1974, there was no local institution offering degree course in

this policy. 7 : pharmacy, necessrtatmg students to study abroad. Since its
7. Mandatory  continuous professional  development (CPD) is inception, the School of Pharmacy of the University of Nairobi has
implemented for pharmaceutical personnel through the PPB and . been the only ihstitution training pharmacists in Kenya. In 2009 and
professional associations, as a way of enhancing skills for improved _ 2010, Kenyatta University and two private universities respectlvely,
service dellvery However, the CPD programme is largely private received PPB approval to mount degree courses in pharmacy
sector driven, and not allgned towards the attainment of” public
health cobjectives. The country is involved in regional initiatives to
develop mechanisms for mutual recognition of -professional _
personnel which would facilitate movement and utilization of a) - Inadequate numbers of trained personnel, and limited local
pharmaceutical personnel across the EAC and COMESA regions. training capacity to meet national and regional needs.

. Implementation of this policy and its attendant strategies will require : b) Changing role of the pharmacis_t in the health care setting

a broad skills mix and specialization in over 30 different areas to ¢) Inequitable distribution of pharmaceutical personnel across the

maximize the contribution of  pharmaceuticals  to national * country with the majority concentrated in the private sector and :
development. These specialties include public health, clinical _ in urban areas. .

pharmacy, pharmacy administration, business administration,
pharmaco-economics and drug regulation. Clear policy direction is
required to inform strategies that promote better utilization of _
pharmaceutical expertise, and thereby spur demand for ratronal . e) Unmet need for pharmaceutical training for the local andj .
development of pharmaceutical personnel, and their involvement = - o regional markets, due to limited training capacity in the region. -
and specialization. in areas that are relevant to pharmaceutlcal and
‘health policy.

. Key issues impacting on trammg and development of human
resources for the pharmaceutical sector include:

d) Lack of recognmon of spemaltnes and mapproprlate deployment i
of expertise. |

f) Lack of mechanisms for academic progression from diploma to
degree. '

3.9.3.4 instrtutmnaﬁ and Legal Arrangements B SRR
g) Lack of alignment of trammg to the needs and trends of the-_

159. Training of pharmaceutrcal personnel started at the Kenya Medlcal pharmaceutical sector, mcludmg skrlls gaps in key areas -
- Training College (KMTC), established in 1927, initially training L pharmaceutlcal pohcy areas
compounders “then” dlspensers and later- pharmacy assistants. In.. G
- 1968, the Government started a 3-year drp]oma in pharmaceutrcal. _
__technology at KMTC. In'the KNDP (1994), fundamental provisions -
~were made to- phase out pharmaceutlcal technologists’ training: in-
.~ favor of a 2-year dlploma level: course for pharmacy’ technicians. - S e
.- However, the phase—out was later found to be untenable, “given the -_ i Develop and 1mplement a natronal pharmaceutlcal human k
high: numbers of pharmaceutrcal technologlsts already in practice, ~ - resotirce strategy SR : L
“the lack of modalities for their progression to degree level training . -
~and the critical role played by this cadre in the health system. This L
~ diploma training has been- expanded ‘and ' streamlined through _ 3. Revrew and rmplement pharmaceutrcai schemes ‘of ‘service to
standardization - of - the - ‘curriculum, accreditation . of additional . attract and retam approprlate HR for the publrc service.
training institutions and the establishment of a mechanism by the 4 S . .

The Government w1ll dlrect and support approprrate traming,. :
_.:-development and management of human resources reqmred for
delivery of pharmaceutlcal services. To faellltate the attamment L
- of this objectlve, the Government wrll ' '

) Enact legrslatlon to recogmze pharmaceutrcai specrahzatlons




4. Recruit and retain adequate numbers of pharmaceutical
personnel in the public service in line with established health
sector strategies, norms and standards.”

5. Include the deployment of pharmaceutical personnel in ongoing
sector strategies and initiatives for improving HR capacity in the
FBHS.

6. Expand pharmaceutical training capacity and opportunities at
colleges and universities and create mechanisms to enable access
by trainees from other countries

7.
the growing requirements for pharmacy specialists in Kenya and
the sub-region.
8. Through the FDA and the Pharmacy Council:
a) Institute mechanisms for progression from diploma to degree
level. :
b) Devise and enforce a system for continuous professional
development.

¢) Foster multilateral collaboration to enable mutual recognition
of pharmaceutical personnel in the context of regional
integration and international cooperation.

9. Define the competencies, roles and responsibilities of
pharmaceutical practitioners at all levels and effectively regulate
their training and practice. :

10. Develop capacity and tools for the delivery of basic
pharmaceutical services at the dispensary and community levels.

11. Encourage and support the review, harmonization and regulation
of pharmaceutical training curricula and standards to align with .

S “defined needs of the health sector. ==~

310 PROMOTING ACCESS AND SAFEGUARDING PUBLIC

HEALTH IN PHARMACEUTICAL TRADE

163. International tiade is an important instrument for promoting social
and economic development, including ‘the creation of job

opportunities. Well- regulated, transparent,: non-discriminatory and

fair multilateral trade is essential to permit developing countries to

benefit from globalization. :

Expand the variety and scope of postgraduate courses to meet .

164. Pharmaceuticals are a principle export to the EAC and C.O?M'ESA
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. {FTAs) commonly build in stringent drug patent and marketin g rules

sub—.regi'ons, amounting to 0.3% of the value of al] exports to these
destl.nfitlons in 2008. In particular, Kenya is major source of
medicines for Uganda, Tanzania and Southern Sudan, but the
cour%tr.y is a net importer of pharmaceuticals, includin g many generic
medicines that can "be manufactured locally. In 2008, KSh 207
billion worth of pharmaceuticals were imported, a 30% increaée
from 2007. Pharmaceutical imports originate from over 20 countries

among them India, China, and several countries in Europe. 1

Trade policies are a major challenge for pharmaceuticals, and this is
compounded by the common but erroneous misconception within
the health sector, that pharmaceuticals are ‘health commodities’ like
other inputs into healthcare services. Failure to comprehensively
address pharmaceutical trade dimensions in public health is a key
shoricoming of current national health policies,

International agreements within the World Trade Organization
(WTO), in particular the Agreement on Trade-related Aspects of
Intellectual Property Rights (TRIPS), sets minimum standards in the
field of intellectual property (IP), and obli ges member states to grant
full patent protection (product and process) for new innovations -
including pharmaceuticals - for at least 20 years. The TRIPS
Agreement has built-in flexibilities for ensuring access to essential
medicines, such as compulsory licensing and parallel importation.
However, the role of IP issues in public heaith is poorly articulated

and the health sector is inadequately represented in key trade and
development forums.. .

Ongoing multilateral trade negotiations or Free Trade Agreements

which' pose a risk to dccess toessential medicines. They seck

~comprehensive ‘agreement on liberalization of services, rules on
- foreign: investment and: IP ‘protection, including “TRIPS-plus’
~ - concessions: that exceed the WTO:standards. The Doha Round of
. multi-lateral trade negotiations has not been concluded since 2001;
~and IP is among the issues of concern for developing countries, as
. they impact on futire accéss to essential medicines for HIV, TB and
- malaria; and other innovative health technologies.

. There have also been initiatives to harmonize intellectual property

laws aCrossz'the'. EAC,. but a key constraint is the different




manufacturing capacities and levels of development among  the
countries, which have different provisions under TRIPS.

3162 Enbancing Regional and International Cooperation

169.

On the regional and international levels, the current pharmaceutical
management structures are inadequate to fully articulaie the
country’s interests on pharmaceuticals. In order to reap the benefiis
of the muitilateral trade system, there is need to enhance and support
collaboration on pharmaceutical matters including participation in
regional and international harmonization, to facilitate pooled
procurement and reciprocity arrangements in professional practice,
pharmaceutical regulation and market control.

3.10.2.1 Institutional and Legal Arrangements

170.
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Kenya is a member of the WTO and therefore signatory to the
TRIPS Agreement. Paragraph 6 of this Agreement recognizes the
right of countries to use the full flexibilities in the agreement to
protect public health and promote access to medicines for all. The
Industrial Property Act of 2001, administered by the Kenya
Industrial Property Institute (KIPI) governs implementation of the
TRIPS Agreement and incorporates all the TRIPS flexibilities. The
Anti-counterfeit Agency implements the Anti-counterfeit Act, which

aims to prohibit trade in counterfeit goods. However, the Act gives a

broad definition and interpretation of counterfeit medicines; and

provides investigative and prosecutorial mechanisms that could

interfere with the importation and distribution of generic medicines,
thereby impeding access to life-saving medicines.

The Ministry of EAC Cooperation coordinates national issues

concerning integration in the EAC. The country 1s also bound by
trade policies and agreements within the common markets of the

EAC and COMESA: The Ministry of. Trade and Industrialization

_ 1mplements pohmes and  laws relatmg trade., including

172,

pharmaceutical trade. The Mlmstrles in Health have also established | -
ofﬁces for mtematlonal relatﬂons as. weil as’ health attaches i

various embassies and high commlssmns

trade include:-

health.

Key issmes mﬁpac&mg on access to medncmes in pharmaceut}eal :

aj Cuirent health and trade pohcws do not capture 'éhe complexﬁy o _.
and dynamics of pharmaceutical trade and its impact on public

173.

b} Inadequate policy attention on the context of pharmaceuticals in
trade negotiations and multi-sectoral international agreements.

¢) Conflicting legislation that links IP protection to the growing
menace of counterfeiting, and puts genuine generics at risk of
being cast as ‘fake’ or counterfeit. :

d) Ongoing regional integration processes and the requisite need to
harmonize pharmaceutical policies and systems within the
regional economic blocs.

¢) Inadequate mechanisms for collaboration and information
exchange with relevant international bodies (e.g. WHO, EU,
USFDA, etc) and regional regulatory authorities, so as to benefit
from mutua! assessments and other regulatory experiences,

~including harmonization of technical and administrative
requirements.

The Government will place public health and access to.

medicines as priorities consistent with the basic tenets of the

Doha Ministerial Declaration on the TRIPS Agreement and'; S ._: '-
Public Health. To facilitate the attainment of this objective, the_'

Government will:

1. Take all necessary prec.autions to  safeguard all the TRIPS N

flexibilities, and to facilitate their full implementation in the |

production, procurement, importation and sale of essential = -

medicines and essential health technologies for improved access.

2. Fully integrate pharmaceuticals in trade policy decision making, -
by enhancing the national capacity to effectively negotiate the -

multiple facets of FTAs, and to safeguard all provisions for. -

ensuring access to essentlal medlcmes

" 3. Amend the Antl counterfelt Act to pr0v1de for a definition of -
s *counterfeit medlcmes that is in linic with internationally agreed - -
_'.'-_'_-'.j'defmltlons ‘and to: ensure that the FDA has the requisite power
Lo toidentify and take actlon on counterfelt medlcmes in a manner
. thatdoes not to 1mpede access to med;cmes

4 Develop a nationai strategy on pubhc health mnovatmn and IP,
* o inline w1th the GSPOA ‘and support 1ts implementation.

o 5. Promote - jOlnt initiatives aimed at endowmg negotiators at

-‘bllater_al and ‘multilateral trade fora with the necessary skills to
- uphold TRIPS safeguards in such negotiations.




174. The Government will foster regional and internati{}m}_
collaboration on matfers that impact om this Policy and ifs
attendant strategies. To facilitate the aitainment of this objective
the Government will:

1. Facilitate the country’s participation in regional and
internationa! initiatives to harmonize pharmaceutical policies
and reguiatory systems, including mechanisms for information
exchange and mutuzal recognition of regulatory decisions.

Facilitate the participation of relevant state and non-state actors
in regional and international initiatives for enhancing access fo
health products and technologies, such as national or regional
pooled procurement.

Enhance national, regiopal and international collaboration
effectively to address issues of drug and substance abuse.

ENHANCING ACCESS TO VETERINARY MEDICINES

. The animal industry relies on medicines, medical devices and other
chemicals in the prevention, control and management of animal
diseases, many of which are transmissible to human beings. Use of
medicines in animals is species-specific, and is guided by the OIE
Aquatic and Terrestrial Animal Health Code. The safety and correct
use of medicines in animals is a primary concern of the food and
animal industries and the health sector. This applies to the various
stages of the farm-to-fork chain, including the diagnosis,
therapeutics, disease control and food processing control.

While human and animal therapeutics have many similarities, major

differences obtain in the species range, disease-specifics, diagnostic

codes, drug administration criteria and field praciices. There are also
clearly different technical competencies with respect to human and_.
animal pharmaceutical' management.. Indeed, the two séctors have

been developed fairly separately with' respect to- policy and Eeg@i N
directions. Whereas the human medicine supply system has a major
public' sector component; “that-for the animal indusiry is largely .

privatized: - .

3.11.1  Structure of Veterinary Pharmaceutical Services -
177. The animal heaith sector has witnessed: extensive liberalization in
the provision of veterinary medicines and servizes. The strategy for

provision of veterinary services changed when the Government

privatized veterinary clinical services as from 1992 Veterinary:

178.

clinical services were thus largely taken over by private practitioners

with the government retaining the roles of veterinary public health,

extension, notifiable animal disease control and regulatory services.

At the same time, ongoing integration at the regional and

international ievel fof the purpose of international trade, food safety,
public health and environment, presents unique challenges and

opportunities that require cross-border harmonization of policies.

The Director of Veterinary Services (DVS) oversees the
procurement, storage and distribution of vaccines, biological
products, anti-trypanosomal medicines for public use. Other
veterinary clinical services have been privatized, and hence
veterinary practitioners source their pharmaceutical requirements
independently. ' '

3.11.2  Regulation of Veterinary Pharmaceutical Products

179. . Regulation of both human and veterinary medicines is done through

the Pharmacy and Poisons Act (Chapter 244). Like the human
medicines, effective regulation of “veterinary medicines has been
hampered by the inappropriate structure and legal framework for . .
pharmaceutical regulation. Furthermore, the overiap of public
heaith, animal health and food safety, calls for expanded roles and
competencies and greater synergies in the overall regulatory
framework for health products. In particular, there is need to
establish well defined structures with enhanced veterinary skills
within the medicines regulatory authority, for handling current and’
future dynamics in the use of veterinary medicines.

31 1.2.1 Appropriate Use of Veterinary Pharmaceutical Products )
- 180. . .

The medicines use regime in veterinary practice differs significantly
from that in human clinical - practice. The veterinary surgeon .

~ simultaneously- plays: the rolés of ‘diagnosis, treatinent and drug.
- administration. Furthérmore, the distribution and use of veterinary
- pharmaceuticals has seen the entry of many players who are often
“unlicensed - and " inappropriately regulated. These include the

producers, importers, sales agents, NGOs, para-veterinarians, agro-
vet shops and farmers’ cooperative societies. This has resulted in

“unregistered: products, the risk of - substandard ‘and counterfeit

medicines in the animal industry and illegal sales of veterinary
medicines. The consequeiices are rarmpant misuse of veterinary
medicines, prevalence of antimicrobial residues in the human food
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chain and development of antimicrobial resistance by animal and
human pathogens.

3.18.2.2 Institutional and Legal Arrangements

Several legislations regulate veterinary services, including the
Veterinary Surgeons Act (Cap 366), Animal Diseases Act (Cap
364), Meat Control Act (Cap 356) and Pest Control Products Act
(Cap 346). The DVS is responsible for the procurement and
management of animal vaccines and other medicines used for
control of notifiable diseases. The supply of veterinary
pharmaceuticals is largely through the private sector, comprising
pharmaceutical wholesalers, local distributors and manufacturers or
imports from other markets supplying private veterinary
practitioners. The production and supply of veterinary
pharmaceuticals is subject to the same regulatory principles as
human pharmaceuticals (CAP 244).

. Key challenges 'affecting access to veterinary pharmacentical

products include: -

a) Lack of coherence between human and veterinary
‘pharmaceutical policies

b) Weak pharmaceutical regulatory framework, hindering effective

regulation of human and veterinary pharmaceutical products.
¢). Rampant abuse and misuse of veterinary medicines

d) Prevalence of antimicrobial residues in the human food chain

e) Development of antimicrobial resistance':l)y human and animal .

pathogens with serious repercussrons on anrmal and human

f) Entry of many unregulated players In the drstrlbution of'

veterrnary medicines -

S g) A drfferent medrcrnes use regtme for Vetermary services; where
- the " veterinary surgeon | 31multaneously undertakes dragnOSIS

- treatment and admmlstration of drugs

. To enhance access’ to pharmaceutlcal products for vetennary .

use the Government Wlll

1. Enhance  struchires and foster 'c'(')llaborati()n | l)etween
pharmaceutical. and - vetermary services,” to. ensure adequate'

control and approprlate use of vetermary medlcrnes

:'6:8'._" _— =

2. Require all veterinary medicines to be registered by the FDA and :
enforce their compliance with O.LE code of practtce for:_:.__
registration of veterinary medicines, 8

3. Ensure that veterinary medicines are distributed only through_- i
pharmaceutical and veterinary outlets licensed by the FDA, in:
accordance with relevant legal provisions.

4. Through the DVS and in consultation with the DPS, establish a
Veterinary Medicines and Therapeutic Committee (VMTC) to:

a) Determine the range of veterinary medicines tc be
marketed in the country and

~b) Develop and regularly update an Essential Veterinary
Medicines List (EVML).

12 FINANCING FOR ESSENT IAL PHARMACEUT ICALS AND

PHARMACEUTICAL SERVICES

3.32.1  Overali Health Care Financing

. The attainment of health goals requires adequate Government

investment in health. In recent years the Government has sought to
restructure expenditure allocations across sectors to ensure the
provision of basic services. In 2000, the Government adopted a
three-year MTEF aimed at making spending more effective and
oriented towards growth and improved social sector performance.
As a result, human capital development, including education and
health, has been identified as key priority arcas for public spending
in line with overall poverty reduction strategies. This has resulted in

" increased per caprta public health expendtture from US$ 6 in 2002 to
- the current US$ 11 in 2009 : :

However expendlture in health is Stlll below national targets. Total
" health expendtture (T HE) stands at about 4.8% of nominal GDP; and
L translates to. US$ 27 per. caplta in. 2009 compared to the WHO
recommended level of US$ 34 -per. caprta Government Health

Expendlture (GHE) accounted for about 6.4% of total Government
-~ expenditure. in 2007, far short of the AbUJa Declaration of 2001,

~'where governments committed to spend at least 15% of ‘the annual
~national budget on improvement of the health sector. This level of

public health. expenditure is. about 29.3% of THE; whereas
households account for 35.9% of THE. Only an estimated 25% of
Kenyans® are. covered by any form of health insurance; and

medlcmes rnsurance coverage xs practically non-existent for poor
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households. Health sector under-funding therefore contributes to the
sector’s inability to ensure an adequate level of service to the
population, and has sustained high levels of cut-of-pocket health
expenditures.

. The health sector is in the process of rationalizing heaith care

financing through a national Healthcare Financing -Policy and
Strategy, which aims to guarantee access to quality healthcare for all

Kenyans, especially the poor and vulnerable. Key tenets include

social protection and universal coverage with, among other actions,
the removal of user fees for essential services; and a shift from out-
of-pocket to tax-financing and/or social health insurance. The
system is evolving with the national context and will adjust to future
changes.

3.12.2 Specific Financing for Essential Pharmaceuticals and Services

187.

Public financing for essential medicines is a key factor in attaining
the MDGs. Analysis of the National Health Accounts data (1995-
2006} indicates that (TPE) per capita rose from US$ 78.7 in 1995 to

US$ 1770 in 2006, representing about 20% of THE. Public

pharmaceutical expenditure (PPE) has remained at about 15-20% of
TPE.

. The government allocation towards EMMS has been increasing
steadily over the years, from Ksh 260 million in the financial year
1993/94 to an estimated Ksh 7.3 biilion in 2009/10. However, as a

proportion of the overall goVernment recurrent allocation to health;
the budgetary allocation for pharmaceuticals has décreased from

15.2%.in the financial year 2000/01 to 12.9% in 2009/2010. In the
Economic Recovery Strategy for Wealth and Employment Creation
(2003-2007) " this. allocatlon was- antxcnpated to increase from 12--
16%, but this did not ‘materialize.” With. Govertiment spending -
“estimated at 21.6% in 2005/06 of total ‘public sector ‘spending on -
medicines, development partuers have continued to contribute the: -

larger proportion of fmancmg for health supplies, mostly: covenng
medicines for HIV/AIDS, TB ‘mialaria and reproductlve health.

189.

Proportion of Government Recurrent Health Budget -
18 o Allocated to Pharmaceuticals in Kenya (2001-2010)
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Even with increasing inputs by the Government and its partners,
neither resource is sufficient to meet health sector needs. The
Ministry of Medical Supplies currently estimates the EMMS
requirements for 2010/11 (excluding ARVs and malaria drugs) at
Ksh 11.3 billion, against a current allocation of Ksh 7.3 billion; and
similar. estimates for 2011/12 and 2012/13 are Ksh 11.6 and Ksh
12.2 billion respeetrvely Furthefmore, distributive and operational
inefficiencies . lead ' to . 1nequ1ty and. inefficient utilization. In
partlcular the. budgetary allocation for pharrnaceutlcals is not ring-

~ fenced and there is: no stated pohey d1reet10n on its prioritization.

Consequently, the: funds can:be diverted to cover pending bills or to

. procure : non-critical - supphes resultmg in: stock-outs of critical

~ medicines. Further unpredlctable ﬁnancmg flows; inadequate
S quanuflcauon and. lack of requlred budget-planning information
s make concrete: budget prOJecuons dlfflcult
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Desprte its: 1nadequacy, the pubhe medlcmes budget accounts for a
s1gn1flcaut proportion’ of the recurrent health budget. Therefore, of

: ‘critical . 1mp0rtance o Government and partners is ensurmg

'eff101ency and transparency in the utilization of this investment, and
- optimizing its contribution : to national health goals and targets.

However, investments by Governmernt and partners have mostly

- targeted - ‘the - procurement | of - EMMS, - without commensurate

_1uvestment in other pharmacqucaI sector functlons These comprise
L the systems and structures for ensurmg efflc1ent procurernent,




distribution and ut1l1zat10n of pharmaceutlcals regulatron of their
quality,. safety and . efﬁcacy, and M&E to. ensure coherence with
national health goals. This skewed investment, coupled with
significant off-budget investments by partners, contribute to the gap
in access to essential health products and technologies.

Therefore, the bulk of TPE (about 80%) is private, either through
direct - out-of-pocket or insurance payments, with medicines
accounting for about 7% of total household expenditure. The
situation is the reverse in developed countries, where a high
proportion of TPE (up to 80%) is publicly financed. Cost-sharing
has become an important revenue source for public health services,
accounting for 7.4% of the MOH recurrent expenditures in
2005/2006%. The high private pharmaceutical expenditure reflects
the huge financial burden to households for. medicines and diverse
medical products. Further, it highlights the need for cost
containment measures through careful regulation of the expenditure
components, particularly relating to pricing and consumption
patterns. A key strategy for reducing out-of-pocket expenditures is
to expand public insurance coverage for essential medicines and
health technologies.

. Therefore, whereas the public sector is the main source of affordable
medicines, irregular availability in public health facilities is often a
cause of catastrophic expenditure for the poor, who have to purchase
the medicines at high prices in the private sector. Health sector
interventions that have improved affordability of medic¢ines include:

- scrapping of the user fees/cost recovery system in 2005 for services .
at rural health' facilities, replacing with the . 10/20*" system- of -
nominal fixed: fees; provision of free’ serv1ces for children under-5, -
“ maternity and reproducuve health services; nnmumzatlon HIV, TB
and mialaria treatment through pubhc falth based and some prlvate '

facﬂrtles

3. Key lssues and challenges in medlcmes financlng are:

a) Inadequate government (exchequer) allocat1on for essentlal"__

medicines -

b) Lack of r1ng fencmg of the pubhc medlcmes,budget

20 Adopted from the Hedlth Sector Report 2007 Ll
KShs 10 for d1spensar1es and KShs 20 for health centers L

IR serv1ces

c) Levying of user fees as a strategy for cost-sharing in the public
and mission sectors, and without appropriate safeguards for the
poor and disadvantaged.

d) High out-of pocket expenditures on medicines, of catastrophic
levels for poor households.

e) Low insurance coverage and lack of policy guidance on
insurance coverage for essential medicines, health products and
technologies.

f) Inadequate sector investment in the full scope of pharmaceutical
policy components, such as infrastructure, HR and M&E.

g) Significant off-budget financing for medicines; challenges in _.
consolidation and coordination of DP funding flows for health
overall and for pharmaceuticals. '

h) Lack of poliCy guidance on aligning the financial allocations for:
medicines. to optimize its. contribution to nat1onal health-
priorities, goals and targets.

)Inefficiencies and Wastage through mappropnate practices’ along

the supply chain.

To address the challenges of fmancmg for pharmaceutlcals, the .
Government will: . .

1. Mobilize adequate fmanc1a1 resources and appropnately allocate o
them for effectlve 1mplementat1on of - this' policy and for_- o
equltable provision ‘of - -pharmaceutical services. The focus in
pharmaceutlcal fmancmg wﬂl be on equrty and eff1c1ency L

[ 2 Define clear f1nanc1ng Inechamsms for essent1a1 health products:_. Z. _- :
o “and technologles Wlthm the ‘national health’ 1nsurance benef1t L
. ._:_'package and other health sector flnancrng strategres

3.0 Allocate. the resources requrred for sustamed pubhc procurernent' '

i_'and supply of mechcmes and for provrsron of pharmaceutlcal

4.'"Ab0hsh user fees for key essentlal mechcmes in the pubhc

' SCCtOI‘

s Estabhsh' "Ine.chanisﬁts for rmg fenczng ‘of Government

& allocauons for EMMS
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196.

- 6. Develop policy guidance on optimization of the public

. The pharmaceutical legal framework in Kenya has. been anchored on
the Pharmacy and Poisons Act ‘of 1957 (Chapter 244). Other .
legislation impacting on pharmaceuticals include: the Narcotics & -

medicines budget, to ensure equity and allocative efficiency
aligned with priority health needs and targets.

7. Strengthen financial management and pharmaceutical supply
systems to enable effective operation and monitoring of resource
utilization.

PHARMACEUTICAL LEGAL AND INSTITUTIONAL
FRAMEWORK
Challenges in the pharmaceutical sector mainly relate to inadequate
and outdated legislation and weak public pharmaceutical
institutions. Therefore, effective implementation of the National
Pharmaceutical Policy will hinge on rapid reform of the legislative
framework and institutions that are envisaged to play a key role in
the implementation of this Policy and its attendant strategies. These
reforms will target the structures for pharmaceutical policy direction
and governance, pharmaceutical sector regulation, quality control, as
well as the procurement and supply of essential medicines.

Such institutional reforms will also promote the adoption of
international best practices and facilitate development of centers of
excellence, in order to fully exploit existing capacities and
opportunities for development of the pharmaceutical sector.

OVERALL PHARMACEUTICAL LEGAL FRAMEWORK

Psychotropic Substances: Act (1994), Food, Drugs and Chemical

Substances Act (Chapter254),. Use' of Poisonous Substances Act N
(Chapter 247); Medical Practitioners and’ Dentists  Act (Chapteri
253), and Trading in Prohibited Goods Act (Chapter 519) and the

- - Anti- Counterfe;t Act (Act no 13 of 2008)

198,

The structure of Chapter 244 and assoczated leglslatron was modeled

around the British law of the 1950’s. However; pharmaceuucal law:

in the United Kingdom changed fundamentally in 1960 to the

Medicines Act, which has since evolved in line with developments

elsewhere, to embrace the modern principles oft drug regulation
(built around quality, safety, efficacy and transparency). Fifty three

years after enactment of the Pharmacy and Poisons Act (1957), the .
national and global pharmaceuticals scene has changed drastically, - -

199.
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' . with enforcement of the: Pharmacy and" Porsons Act.

yet the legal framework has not evolved sufficiently in tandem with
these changes. Amendments to Chapter 244 since its enactment are:

1. Amendment to Chapter 244 (1983): Introduction of rules
governing the supply, distribution and dispensing of drugs.

2. Amendment to Chapter 244 (1992): Mandate to the newly
established National Quality Control Laboratory to, examine
medicines and ensure their quality.

3. Amendment to Chapter 244 (1993): Transformation of the Drugs
and Poisons Board into a Pharmacy and Poisons Board with
extended competence, including responsibility for the
Laboratory, Drug Registration activities and related functions.

4. Amendment to Chapter 244 (2002): Provision for the enrollment
and practice of pharmaceutical technologists.

Regulation of medicines is not explicitly provided for in the 1957
legislation. The procedures’ which exist are based entirely on a
general clause entitling the Minister to “make regulations” in the
field of pharmacy. TIn 1998, a “Workshop of Stakeholders’ on the
Review of Pharmaceutical Legislation proposed the replacement of
the 1957 Act with a modern Medicines Act. This proposal was
however not implemented: Subsequent pharmaceutical sector
assessments and reviews have highlighted the shortcomings in the

- current pharmacy law and weaknesses of key institutions, which are

a serious hindrance to development of the pharmaceutrcal sector and

~ related servrces

The Pharmacy and Porsons Board (PPB) is the main body mandated
.Other
institutions - w1th “mandates . to enforce pharmaceutlcals related

. :'_ : legzslatlon are KIPI (Industrlal Property ‘Act); - Anti-Counterfeit
_-'_Agency (Anu Counterfelt Act)
_Over81ght Authonty (Pubhc Procurement and Dlsposal Act).

cand - the Publlc ' Procurement

KEMSA . and :the- NQCL - are legally establlshed with - specific

RO pharmaceuucal mandates but thelr legal structures are madequate to
© oo fully real1ze thelr respectlve mandates : ' '

1 Key shortcommgs of the leglslatlve and mstltutlonal framework
- for pharmaceuucals are: o

| _' :a) Confllctmg roles of key offices and 1nst1tutrons concerned with

pharmaceutlcals




b) Outdated legislation, with inadequate provisions for:

(i) Regulating the broad scope of pharmaceutical regulatory
issues; inadequate scope and definitions that is not in line
with standard international definitions.

(ii) Adapting the regulatory scope in line with growing trends in
research, development and trade in drugs, pharmaceuticals,
food products, cosmetics. and other pharmacologically
relevant chemicals and devices.

Conflicting provisions in other legislative instruments, hindering
enforcement.

Inadequate provisions for the licit use of controlled and
psychotropic substances including precursors, hindering their
access and appropriate use.

Inadequate provisions for statutory enforcement of pharmacy
practice standards & ethics.

f) Inadequate legal frameworks for the PPB, KEMSA and NQCL.

P

202. To ensure adequate legal and. institutional framework for

pharmaceutical policy, the Government will update, restructure
and harmonize as required-all medicines and other relevant
legislation, regulations. and" rules; “to~ create one. modern
medicines law governing the pharmaceutical sector, formulated
according to well proven models.

4.2 PHARMAQEUTICAL SECTOR GOVERNANCE AND

POLICY DIRECTION .

203.. The CUr&iii structures for dlrectmg pharmaceutlcal pohc1es and
. 'services. are madequate, and “the" current legal. framework . for -
- pharmaceuticals - is structurally “and functlonally eutdated and -
- incomplete. Although the KNDP: of 1994 provided for the creation
of . a. Directorate * of: Pharmaceutlcal Services, this was. not. -
]mplemented and hence the: pharmaceuhcal sector has continued to _
. operate under the policy - ditectorate” of - médical services. This

structure continuously fails to recognize and effectively, address the

complexities and externalities of pharmaceuticals, thereby hindering :
effective growth and full maturity of the sector. Therefore, this
Policy aims to delineate pharmaceutical sector governance structures .

within the health sector, to facilitate appropriate dei/elopment of the
sector and effective delivery of pharmaceutical services to Kenyans.

204. To pfovide clear policy direction and governance for the

pharmaceutical sector, the Government will:

1. Establish a Directorate .of Pharmaceutical Services (DPS), or its

equivalent, within the health ministry which will have the
mandate to:

a) Formulate, review and update policies and strategies relating
to pharmaceuticals and health technologies; and monitor
their implementation in order to achieve national health and
economic goals,

b) Guide the delivery of pubhc pharmaceutical services to -
ensure that they are timely, efficient and transparent. To
facilitate. this, the DPS" shall establish decentralized

pharmaceutical structures within the health service structures -

and delegate resp0n81b111t1es to the decentralized levels -
appropriately. :

¢) Coordinate partnerships in the pharmaceutical sector for
attainment of the objectives of this Policy, and in line with
health sector coordinating mechanisms.

2. The DPS will sit on the respective boards of the FDA, KEMSA

and NQCL, in order to prov1de the necessary teehmcal guidance
in line with this Pohcy : :

3. To faczhtate 1mp1ementat10n of the pr0v1s10ns of thlS Polzcy and-'

its - attendant. - strategies; - the followmg structures - will- be;_:' '
o estabhshed Wxthm the DPS : o - -

" "’a) Appropnately defmed techmcal and admlmstratwe uhits to
~""coordinate nnpiementatlon of the Pohcy, to marage public
' pharmaceutlcal $ervices and to’‘oversee pharmaccutical’
e :serv1ces by the: pnvate faith—based and NGO providers. -
by Pharmaceutical units in- relevant rmmstrles departments and
: ".".mst:ltutlons to advise on’ pharmaceutlcal issues and ensure
approprlate 1mplementat10n of the relevant Policy provisions.
Such’ institutions include - the Competltlon Authorlty, Anti-
- counterfeit Agency, NACADA KIPI, ‘Public Complaints
o 'Commlssmn Mmlstry of EAC Cooperatlon KRA, national
7 disease control programmes, DVS and such other institutions
Ll determmed by the needs of thlS Pohcy and 1ts attendant -
o -':'.'strategles S SRR T o




c) A Medicine Pricing and Affordability Advisory Committee
within the Ministry responsible for health to monitor and
advice Government on medicine prices and affordability.
The committee will comprise specialists in health economics
and pharmaco-economics, representatives from  the
Ministries of Finance, Trade and Industry, KEMSA, MEDS,
FDA, pharmaceutical industry, civil society and consumer
representatives. The responsibilities of the committee will be
to:

(1)  Monitor prices and affordability of essential medicines
in all sectors and develop a database to enable
comparisons and referencing of prices.

(i) Encourage transparency in the pricing structure of
medicines by  pharmaceutical = manufacturers,
distributors and health service providers.

(ii1) Identify discriminatory practices in the pricing of
medicines and recommend corrective measures where

and ministries, the private sector, faith-based provrders and
NGOs.

g) A Division within the Ministry to coordinate health- related
TM  activities, including research and development,
regulation of TM products and the practitioners and
consumer education. The DPS will establish linkages with
stakeholders through a Traditional Medicines Committee;
involving the Ministry responsible for culture; KEMRI, the'
FDA, universities and representative of TM practitioners. - '

h) A Pharmaceutical Inter-agency Coordinating Commrttee (P—z o
ICC) as the formal technical coordmatmg f()rum ‘on 4
pharmaceutical issues within the health sector.

() The P-ICC will be chaired by the DPS, and wu;:f_g':-
operate within the existing framework for health sector_"._"'._':_

coordination.

(i) Its core function will be joint planning, coordmatzon”i._ :

and monitoring of the sector investments
pharmaceuticals, health technologies and related areas
as outlined in this Policy and its attendant strategles

4.3 PHARMACEUTICAL SECTOR REGULAT 10N
necessary.

(iv) Determine reasonable prlcmg structures for essential

205. To ensure effective regulation of the pharmaceutncai sector the__f.i- Tk
medicines by all categories of healthcare providers, | : 2

Government will:

including a system of exemption in line with overall
health sector policies.

An Advisory Committee on Intellectual Property and Public
Health to facilitate inter-sectoral coordination for
implementation of TRIPS and other IP provisions,

This Committee will be 'r'eslporlsi'ble for the deVeldpment and

implementation "of a mnational strategy on publlc health,
mnovatlon andIP m 11ne W1th the GSPOA o

e) A Natmnal Mechcmes and Therapeut1cs Comrmttee (NMTC)" o
to adv1se Government and: stakeholders. on - the appropriate -
use of medicines. Membersh1p of the NMTC will comprise = -

- clinicians, . phiarmacists; - health . administrators  and . the =~

academia; and will strive to incorporate a mix of experience

and specialization in: the various: health’ dlserphnes and in~

'pharmaceuncal supply and regulatlon

Other specialized technical and. adv1sory ‘bodies as necessary -
to facilitate 1mplementat10n of the various: components: of -
this Policy. Representation to the comrmttees will be drawn. -
from VEiIlOllS stakeholders such as government departments__ .

l. Establish by statute a national Food and Drug Authorlty (FDA),-;Z_-:.- i
. as‘an autonomous body corporate within Government. The FDA S
- will be responsible for protecting the public health by assuring. -
- the safety, efflcacy and quality of human and vetérinary: drugs, o
~ biological ' prodicts,- medical devices, ~ cosmetics, tobaccof"'.--_”' '
. products, food products, complementary/alternat:ve and herbal
~'medicines ‘and products: that emit radiation. The FDA will also’
- be responsible for advancing the public health by helping to - .
““speed . innovations - that ‘make’ essential health  products & -
' technologies ‘more effective, ‘safer and” more - affordable; and -
~ helping the: pubhc get the’ accurate, science-based information. :

S “they rieed to improve their health: The FDA will be: .

U ‘a). A centrahzed authority w:thln the natlonal government, with

approprlate decentrahzed structures for effective service

b) Headed' by a Dlrector and governed through a Board of

‘Directors and Chair ~ all appomted in accordance with the
- State Corporat:ons Act ' .




¢) The DPS, DVS and the Directors of NQCL and KEMSA will
sit on the Board
d) The Authority will:

(i) be funded from the exchequer, and will also be
authorized to levy fees on various regulatory services,
and to establish such funds as thay be necessary for the
effective discharge of its functiohs

(i} develop and gazette rules and regulations relating to all
pharmaceutical regulatory functions, as necessary for
the realization of its mandate

(iii) have specialized expert committees at national level to
advise on technical and policy matters relating to
pharmaceutical regulation

(iv) endeavor to avoid conflicts of interest among those
who serve on its scientific panels and advisory boards

(v) endeavor to fulfill its regulatory scope and mandate in

a timely, efficient and transparent manner. In this
regard, it will establish an appropriate organizational
structure and scheme of service; decentralize its
services and delegate powers and responsibilities to the
decentralized levels appropriately

Set aside, by way of annual appropriations, adequate funding for
implementation of regulatory functions and enforcement of laws
related to health products & technologies.

Build human resource capacity and expertise for pharmaceutical
regulation, and institute measures to ensure -appropriate
recognitions and retention of this expertise

Develop the necessary institutional capacity of the FDA to
realize its full mandate as a stringent regulatory authorlty for

medicines, health products and techinologies. -

Facilitate the necessary iegal and mstltutlonal mechanlsms for
interregronal collaboratlon and harmomzanon of regulatory

-~ systems. .

Establish a Natlonal Porsons Centre w1th1n the FDA and Support B :
it to effectlvely provide mformatlon and advrce to healthcare- o

workers and the public on p01sonmg

Establish ‘a Pharmacy Council to regulate the practrce of o

pharmaceutical personnel, with representatlon from the FDA,
PSK, KPA, pharmaceutical training 1nstrtutlons

4.3.1

Pharmacenticn] Quulity Controel

206. To address the challenges of pharmaceutical quality control the
Government will

1.

Transform the NQCL into a state corporation and facilitate its

accreditation for effective operation. The NQCL will be:

a) A national quality control laboratory with™ appropriate
decentralized structures mainly at the ports of entry for
effective service delivery.

b} Headed by a Chief Executive Officer and governed through a
Board of Directors and Chair — all appointed in accordance
with the State Corporations Act.

¢} The DPS and Director of FDA will sit on the Board.

Expand the mandate and capacity of the NQCL to include testing

of medical devices, food products, cosmetics and other products

under the regulatory scope of the FDA. :

Provide adequate funding from exchequer in form of grants in

accordance with the State Corporations Act, to enable the NQCL-

- undertake the analytical work,

Enhance the capacity and collaboration in pharmaceutrcal
quality control among national, regional and mternatlonal.
laboratories and other reEevant institutions. '

1,32 Pharmaceutical Procurement and sSupplhy

207. To strengthen public procurement and supply. of Essentlal' '

Medicines, Health: Products and Technologles the Government _

will:

1.

Transform KEMSA by statute 1nto a state’ corporatlon as the.' _
primary- publrc pharmaceutrcal procurement agency KEMSA-- '
will be: '

a) AT centrahzed procurement agency wrth approprlate"_

: decentralrzed structures

- b) ‘ Headed by a Chief Executrve.Offrcer appomted by a surtable .

e ._authorlty in accordance with the State Corporations Act

c) '__Governed through a: Board . of Directors;. appomted

. accordance with the State Corporatlons Act The DPS and
. the Drrectors of FDA and NQCL WIH srt on the Board

: Integrate pubhc sector procurement and supply of medlclnes

medical. supplres medrcal devrces and -equipment under
KEMSA :




4.3.3
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3. Set aside, by way of annual appropriations, adequate funding for

Because of the strategic role of Kenya in regional and international
- affairs relating to pharmaceuticals, the implementation of this Policy
also provides an opportunity for national pharmaceutical institutions
to develop into regional centers of excellence. The potential for such
centers exists in pharmaceutical procurement, manufacturing,
quality control, training and bioequivalence testing among  others.
International standards and best practices in these areas include: -
current  Good  Manufacturing  Practices  (¢cGMP),  Good -
Pharmaceutical Procurement Practice (GPPP); and Good Practices -
Pharmaceutical Quality  Control: . Laboratories. - R‘elevant'_ o
accredltatrons incluide: the ISO and WHO pre qualrfrcatron '

effective procurement and distribution of EMMS and other
supplies in line with health sector investment plans.

Developing Pharmacentical Centers of Excellence

208. This policy provides for the strengthening of key pharmaceutical
institutions to facilitate their role in its implementation. In addition
to their national responsibilities, Kenya’s institutions have the
potential to-develop into centers of excellence, and to serve the
growing need for quality products and services in the region and
beyond. This goal is in line with the economic strategy of Vision
2030, as Kenya aims to become the provider of choice for basic
manufactured goods in eastern and central Africa, before breaking
into other markets. The afttainment of this vision for the
pharmaceutical sector requires institutions that have clear mandates
and operational autonomy to enable them operate according to
industry best practices and global standards. Institutional reform is a
key agenda of Vision 2030, and the Ministry of Medical Services
has initiated institutional reform of level 4-6 health facilities and

semi-autonomous institutions.

Two qualrty control laboratorles m Kenya (NQCL and MEDS) have _ '
already attained WHO pre- quailflcatron status, bemg the: only WHO
pre-qualified laboratories to date in the EAC and COMESA. Their -
capacity for further development into centers of excellence exists..-
The local industry has been involved in collaborative initiatives to
enhance GMP compliance, through the Pharmaceutical Inspectorate
Convention Scheme  (PICS) - and the WHO = Prequalification
programme. The attainment of such standards fécilitates access to

211,

212,

regional and international markets, thereby contributing to the
country’s development agenda.

Key issues in development of pharmaceutical centers of
excellence dre:

a)
b)
c)
d)
¢)

f)
2)

Lack of written policy guidelines on quality,systems by the
regulatory levels

Lack of a comprehensive QA strategy for the pharmacettical
sector (manufacturing, training, product, personnel, regulation)

Best practices are not widely adhered to by pharmaceutical
institutions.

‘Competing forces and duplrcatron of efforts in quality systems

development

Limited HR capacity for’ 1mplementatron of comprehensive QA
systems :

High cost of compliance with'in’ternational qoality standards
Lack of consumer awareneSS' about quality of services and
products

To address the issnes relating. to pharmaceutical QA, the
Government will:

I.

2.

Enforce compllance with - 1nternatronal standards and best

'practrces in all'sectors

Promote the development of qualrty management systems in
pharmaceutrcal institutions; and support accredltatron of such

.1nst1tut10ns to mternatronal standards

o Facrlrtate the development and 1mpiementatron of a coherent

'nat1onal QA system for health products and technolog:es

s o




applied in the first year (baseline) and subsequently every 4®
year of the Policy implementation period.

POLICY IMPLEMENTATION ARRANGEMENTS

INTEGRATION WITHIN EXISTING POLICY
FRAMEWORK

213. The following will be key features of the KNPP implementation
process, associated structures and arrangements:

6. The KNPP will be reviewed within 10 years. Timing of the
review will be informed by progress and lessons in
~ implementing the successive strategies; and by the extent of

changes in overall Government policy, the health sector and the
pharmaceutical sector.

1. A 5-year Pharmacentical Strategy will be developed and
implemented consultatively through the Pharmaceutical ICC or
its equivalent.

7. Relevant multi-stakeholder forums will be established to
facilitate implementation, coordination and monitoring of the

KNPP and its attendant strategies.
5.2 STRENGTHENING MONITORING AND EVALUATION o
(M&E) |

2. The Pharmaceutical Strategy will align with the Kenya Health
Sector Strategic Plan (KHSSP) and other relevant health
sector strategies. Annual priorities in the Pharmaceutical
Strategy will be captured in the sector’s Annual Work Plans
(AWPs), which are the main instruments guiding
implementation of health policies and strategies, for Government
working together with development and implementing partners.

214. A functional, standardized and w_ell-resourced M&E system will be -
established focused on priority areas and targets (e.g. equitable
medicines access for vulnerable: groups), and will guide KNPP: . *
implementation and future revision. The system will link with the Rk
broader health sector M&E, to ensure coordinated and coherent'.“ EERE
health sector reporting. |

3. Successful implementation of this Policy will hinge on:

a} Incorporation of the relevant components of the
Pharmaceutical Strategy into respective stakeholder
institutional development plans and M&E frameworks

215. Currently there is no structured system for monitoring and
-evaluation of the pharmaceutical sector. . Significant data is-
generated through studies and assessments that are commissioned by '
Government or by the private sector; and supported by various.
deévelopment partners. However, utilization * of ' the findings and =~
implemientation of the recommeéndations is uncoordmated and hence:-" S
impact of interventions is not clearly known.. The main challenge: 5 o

- remains to ensure the systematic collection, coilat:on and analysis of
~pharmaceutical sector data that is relevant: and up to date; and its
_approprlate dissemination " to" inform" and - ‘guide” po]imes and:
. ‘strategies. The current ' Heafth" Management. Information. System ~ .
“(HMIS)-is: not: performance based or output—onentcd ‘Performance
‘indicators’ and ‘targets . aré - not. comprehenswe ‘enough for the -
_:pharmaceutrcal ‘sector. and. there are: no.- mechamsms for the

'_collecuon of - dtsaggregated data on access to med1c1nes (e.g. by L

- gender or vulnerable groups) : '

b) adequate resource allocations by Government and partners . -

4. Monitoring and Evaluation of-the Pharmaceutical Strategy will |
follow the framework of the KHSSP, and will comprise:

a) quarterly performance reports to be shared with all
actors;

b) annual reports on 1mpiementatton of each AOP

c) -'extemal Mid- Terln Rev1ew (MTR) after 3 years of
' 1mplementation and

d) - final External Evaluatlon after 5 years to mform subsequent .
.. review and rev1s1on ' - L :

In ‘order to assess the aitainment of the uItlmatc goal of thls'
Policy, i.e. equitable access to essential medicines, - health
technologies and pharmaceutical services for the population;
standardized WHO tools and indicators®™?> willxbe adapted and -

% Using Indicators to Measure Country Pharmaceutzcal Situations: Fact book
on WHO Level I and level II indicators (WHO 2006)

23' Houséhol_d_Surrey_ Toér':c_s-'méas'a'ré access to me.d.icines.(WHO 2..0.07')

'”8'4'-.'__ R




216. The Government will establish effective M&E mechanisms to .

guide policy implementation, service delivery and
pharmaceutical sector development. To facilitate the attainment
of this objective, the Government will undertake the following:

1. A Pharmaceutical ICC (P-1CC), or its equivalent, will be
established as the main coordinating structure for M&E of health
products & technologies.

2. A Department of Pharmaceutical Policy will be established
within the Directorate of Pharmaceutical Services, or its
equivalent, to coordinate implementation of this policy and the
activities of the P-ICC.

3. An M&E framework will be .developed and implemented
collaboratively by the P-1CC, incorporating the necessary tools,
guidelines and performance indicators.

4. The key pharmaceutical institutions such as KEMSA, FDA,
NQCL, MEDS and Schools of Pharmacy will produce annual
reports as part of the AWP monitoring, and in line with their
‘respective mandates.

5. A reliable Pharmaceutical Management Information System will
be developed, implemented and sustained.

6. The P-ICC will mobilize adequate resources for pharmaceutical
M&E and stakeholders will be encouraged to share routine data
and research findings on pharmaceuticals.

7. Arrange for periodic external - evaluation  of KNPP
implementation. '

ANNEXES

Annex 1: Glossary of Terminologies

Food refers to any substance, whether processed, semi processed or raw,
which is intended for human consumption, and includes drink, chewing
gum and any substance which has been used in the manufacture,
preparation or treatment of “food” but does not include cosmetics or
tobacco or substances used only as drugs.

Food safety is the assurance that food will not cause harm 'to’ the
consumer when it is prepared and/or eaten according to its intended use '

Health technologies refers to the apphcatlon of organized knowledge and'
skills in the form of devices, medicines; vaccines, procedures and systerns _
developed to solve a health problem and improve quality of lives™. -

Essential health- technologies encompass essential- medicines, medical’

devices, biological - products, - diagnostics - and- “medical 'lahoratory

technologies; transplantation of human  cells, tissues or organs; and-'_-_' 3
emergency, surgical and e-health téchnologies.  Their regulatory scope' o

encompasses human and veterinary drugs; vaccines, blood & b1ologlcs o
medical devices & technologies; food products, - tobacco_ products,_-_.'
cosmetics and emerging health technologres TR

A narcotic drug is a legal term encompassnlg substances covered by the o

Single Convention on Narcotic Drugs, 1961, and the 1972 Protocol SRR

Amending that Conventron rncludmg oplates oplolds as Well as cocame:--' N
and marthuana T

A pharmaceutlcal is any substance or pharmaceuucal product for human-: S

or veterinary use that is. mtended to modify or. explore phys1ologlca1 :

. systems. or. patholog10a1 states for the beneflt of the recipient.. In thrs_-: - o
_-'-._:document the terms drug, med:cme and pharmaceuncal are used-.
. -__1nterchangeab]y BRI Lo L R

u _'Pharmaues are premlses ina health fa0111ty or. 'commumty Settmg m_ | . :
o Wthh medlcmes are d1spensed 1n accordance with Iegal proV1s1ons 3

A prescrlber is a health care professmnal WhO 1s 1egaily quahfled to erte a
a prescnptlou B N . o '

A strmgent medlcmes regulatory authorlty is ‘one whose operauons '

meet the standards of the Internat10nal Conference on Harmomzatron' '

_'(ICH) of the EU USA- and Japan Currently, no medlcmes regulator in -
-Afrlca is cons1dered strmgent and th1s 11m1ts access to 1nternat10na1 export




Annex 2: Methodology used for Policy Review and Revision

This Sessional Paper is the culmination of a policy review and revision
process spanning over four years. The process evolved in tandem with
political and other health sector developments, including a major general
election and a major change of governance structures in the country in
2008. In the first stages of the policy development, a Technical Working
Group (TWG) undertook the review, comprising representatives of
various MOH departments, health institutions, the private sector, training
institutions, professional associations, and civil society. The numerous
studies and assessments had been undertaken on the pharmaceutical
sector, and these informed the review process.

From the outset, the TWG strived not merely to update the existing Kenya
National Drug Policy (1994), but to develop a coherent, comprehensive
and appropriate policy responsive to the current and anticipated future
situation and context. Throughout the process, policy options were
selected on the basis of available evidence on the national pharmaceutical
situation; taking into account national, sub-regional and global trends; and
informed by normative guidance from WHO. The TWG held two
consultative retreats in May and September 2006 to develop the draft
document, which was enhanced through stakehoider review and technical
editing facilitated by WHO experts

An advanced draft was presented to the sénior management of MOH for

review and endorsement in May 2007 and the advanced draft was
discussed and adopted during a national stakeholder consensus meeting in -

August 2007. Following the post-election events of 2008; the MOH was

restructured and split into the Mlnistry of Mecllcal Services (MOMS) and . -
“the Mmlstry of . Public Health and: Sanltatron (MOPHS) Wlth: B
:respon81b111ty for- pharmaceutlcal “policy. - development ‘Talling. - under

MOMS. Subsequently; the KNPP underwent  further  disciission: and:. e
- dissemination, namely a brlefmg to senior Mlmstry staff and Development RS
Partners in December. 2008 and a follow- -up stakeholder consultatlon in

April 2009. .

The KNPP was formally presented to the Mlnlster for Medlcal Servrces in
January 2010. The Minister noted that the KNPP proposed vital reforms,
which urgently required to be implemented in order to révitalize the
pharmaceutical sector and reverse. the chronic undes- -performance. He
dirécted that the KNPP be re- forrnatted into a Sessional Papet, to facilitate

the necessary cabinet approvai 50 as to entrench the proposed retorms :  _' '

into the Government policy framework. The KNPP Task Force was:'-_': S
subsequently expanded to include key institutions that were anticipated to
play a key role in these pharmaceutical sector reforms; and it was chaired. =
by the Permanent Secretary, with the Director of Medical Services as the " -
Technical Chair. This new team developed the Sessional Paper with - =% °
technical assistance from the WHO Country Office. The Sessional Paper

was submitted to the Minister in July 2010 and subsequently endorsed and
submitted to the Cabinet by the two Ministers. At the Cabinet meeting
held on 19 January 2012, the Sessional Paper was approved for tabling
before Parliament.




Annex 3 Roles of Government Ministries and Instituiions in
Implementation of the Pharmaceutical Policy

1.

Ministry of Health: Oversee and facilitate the implementation of all
the components of this Policy. Fast-track the relevant restructuring
to enable the creation of the Directorate of Pharmaceutical Services
(or 1ts equivalent), the Food and Drug Authority, KEMSA and the
NQCL, in line with the provisions of this policy. Establish a
Pharmaceutical Inter-agency Coordinating Committee (PICC) as the
coordination forum for pharmaceutical sector issues within the
health sector coordinating framework. Allocate and utilize the health
budget in line with the provisions of this Policy.

Ministry of Finance: Allocate adequate financial resources for the
implementation of this Policy and its attendant strategies. Enact
legislation to provide for ring-fencing of the public allocation for
pharmaceutical supplies, as well as its utilization in line with
national health priorities.

Ministry of Industrialization: Ensure the safeguarding of TRIPS

flexibilities in all trade negotiations and agreements. Establish a -

pharmaceutical desk to facilitate the articulation of pharmaceutical

-issues in local and international trade policies and initiatives.

Facilitate the establishment of mechanisms to enable the regulation
of - medicine prices, including a pharmaceutical unit at the
Competition Authority.

Office of the Attorney General: Facilitate review ~and

harmonization of pharmaceutical legislation, to create a modern.
medicines act. Facilitate the 'neceés'ary legal amendments to eénable
implementation of the policy pr0v1810ns 1nclud1ng the restructurmg_ -
of pharmaceuucal 1nst1tuttons : . : --

‘Ministry of EAC Ceoperatlon' Fac1htate ongomg mltxatlves almed."- '
at harmonizing pharmaceutical policies - and: systems within . the:
. EAC. Establish a° phannaceutmal uit to facilitate- coordmatlon of
‘pharinaceutical issues in the EAC 1ntegrat10n process '

'Mlnlstry of Livestock Development Through the Dlrec:tor of

Veterinary Services, ensure appropriate control and use of veterinary
medicines. Establish a pharmaceutical unit to facilitate” articulation
and coordination of pharmaceutical issues in veterinary services. -

Annex 4: Key Economic & Health Indicators

Total population 38.6 (2000)
GDP per capita (current prices) (US$) 794 (2008) e
Life expectancy at birth (M/F) (years)

54/59 (2006)

Healthy Life Expectancy at birth (M/F) years

44/45 (2006 .

expenditure (TGE)

Under 5 mortality rate per 1,000 92 (2006)|
Per capita total health expenditure (THE) (US$) 27 (2006)
Total health expenditure (% of nominal GDP) 4.8% (2006)
Government health expenditure (GHE) as a % of total GoK 6.4% (2007/08)

Out-of-pocket health spending as a % of THE

29.1% (2006)

Household health spending as a % of THE

35.9% (2006)

Proportion of out-of-pocket expenditure spent on medicines

7% (2006)

Proportion of MOH budget spent on medicines and medical
supplics

8.4% (2009/10)

Sources: Kenya Economic Survey (2009}; Kenya National Health Accounts (2005/06)
Kenya Household Health Expenditure and Utilization Survey (2007)

Annex 5: Key Pharmaceutical Sector Facts & Figures

Date o

irst National Drug Policy

Date of National Essential Medicines List 2010
Date of Standard Treatment Guidelines 2009
Per capita pharmaceutical expenditure (US$) 177 (2006)
Government expenditire on medicines (Ksh) 7.3 billton (2010/11)
Per capita Government expenditure on medicines (US$) 1.04 (2009/10)
Proportion of recarrent Mlmstrles in Health budget spent on 8 4% (2000/10)

medicines
Number of licenced pharmaceutical manufacturers 42 (2010)
Number of registered retail pharmacies. . 1,167 (2010)
‘| Nutnber of registered pharmaceutical wholesalers 212 (2010)
Number of registered pharmaceutical products _ 12,008 (2009)
Number: of pharmaceutical inspectors:. 59 (2010)
Nuinber of régistered pharmacists . - 2,295 (2010)
Numbér of enrolléd: pliarmaceutical technologlsts 2,680 (2010)
" | Pharinacettical Personnel Population Ratio 1:7,698(2010)
" INumber of pharmacists in basic training - - 425 (2010)
Number of Phétmscists. in public service - 746 (2010)
“.| Number of pharnt. technologists in basic training 3,000 (2010)
Number of Pharm. technologists in public service - 411 (2010)
"{ Number of approved pharmacy training instititions* 26 (2010)
Average annual outpiit of pharmacists** 70 (2009)
Average annual output of pharmaceutical technologlsts* 885 (2009)

*[niversities (4) szloma Colleges (22). ** from approved local institutions

Sburcé's' . Kenya National Health Accounts (2005/06) 39Pharmacy & Poisons Board

Database (20]0)
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