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Objectives of the report dissemination

The dissemination of the policy evaluation will lay ground for submission of
proposals on issues to be considered during the policy review process.
Dissemination of the KNPP evaluation report to all relevant stakeholders aims to:

1. Appraise participants/audience on the KNPP implementation status.

2. Engage extensively on challenges facing the HPT sub-sector- expanding
beyond pharmaceuticals.

3. Sensitize relevant participants/audience on the public policy making process

4. Receive policy issues, concerns and policy options that will guide decision
maRing on the next steps on policy i.e. answer questions such as do we need
to review the policy or do we need to improve the implementation etc.
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/ What is policy?

Policy is a purposeful statement,
written or spoken, aimed at solving
specific problem(s)




What is public policy?

Public policy is a purposive and consistent course
of action produced and pursued by the
government as a response to a perceived
problem of a sector, constituency, formulated by
a specific political process, and adopted,
implemented, and enforced by a public agency.

Quote Sarfraz 2013

“Public policy is a sacred trust, a commitment of the stakeholders and an

instrument of public support for the well being of its people and
advancement of the country. If these two things do not combine, then the

policy existence is farce and misleading.”




p—
/Key attributes of public policy

Purposive
and goal
oriented
Made by
public

s a product of

authorities on demand
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akeholders in public policy making
policy?
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DISTRIBUTIVE

Types of public policies

[

REDISTRIBUTIVE
TYPES OF

\.

Are designed to improve the equitable distribution of goods and
services by providing benefits to a large portion of the population
rather than by taking from one group and giving to another

Examples: Government policies that impact spending for welfare,
public education, highways, and public safety, or a professional
organization's benefits plan.

\

J

7

Reallocate wealth, property, political or civil rights, or some

POLICIES S

REGULATORY

other valuable item to the advantage of class-based groups
[t modifies the distribution of existing resources

.

D\

7

Allow the government to compel certain beneficial behaviors

STABILIZATION

It conditions and constrain individual and collective behavio

\\

from individuals or groups while discouraging other behaviors.

Deliberate changes in government policy instruments in

response to changing macroeconomic conditions, to stabilize

the economy.
Aim to lower risk and uncertainty
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/ Introduction (1)

History of public
policy environment
for pharmaceutical
industry

The Kenya National Pharmaceutical
Policy (KNPP) was developed
collaboratively between the government,
pharmaceutical industry, health
professionals and consumers.

The policy succeeded the Kenya National
Drug Policy (KNDP) of 1994.

* The overall goal of KNPP is universal

access to quality essential medicines,
essential technologies, and
pharmaceutical services in Kenya

It provides a framework for
comprehensive reform and revitalisation
of the pharmaceutical sector, in a
manner consistent with national health
and development goals
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iii.  Availability of robust implementation structures

Introduction (2)

The policy focused on pharmaceutical sector but assumed that:

i.  Principles and norms applicable to the pharmaceutical sector would equally be adaptable to other
Health Products and Technologies (HPT);

ii.  The critical pharmaceutical sector issues also cut across all the health systems building blocks

iv.  Dynamism and flexibility may prevail including in periods of emergencies as observed with COVID-
19 and changes brought about by decentralization of governance structures and emerging sector

needs.

Development to endorsement of KNPP took seven years.

* Presentation

* Formation of of draft policy

TWG and to MoH senior

draft of management

policy and
stakeholders
and its
endorsement

* Presentation and
discussion of the
policy to newly
formed Ministry
of Medical
Services after
Restructuring of
MoH to two
ministries

 Presentation
and discussion
of policy with
stakeholders

* Presentation of * Policy
policy to approved
Minister of and
Medical session
Services who paper
advised that the
policy be re-

formatted into
Session Paper
for cabinet
approval
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Key issues raised in KNPP 2012
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Pillars in KNPP 2012

The KNPP 2012 provides overarching policy direction through twelve interlinked pillars with
each pillar having a background, institutional and legal arrangement, challenges, and

proposed solutions. The 12 pillars are:

Pillar 1: Revamping pharmaceutical sector

governance and policy direction

Pillar 2: Strengthen pharmaceutical regulation of
products and services.

Pillar 3: Expanding availability of essential
medicines.

Pillar  4:
production.

Expanding local pharmaceutical

Pillar 5: Improving affordability of essential
medicines

Pillar 6: Promoting appropriate use of medicines
including traditional medicines.

Pillar 7: Promotion of research and innovation in
medicines to address priority health issues.

Pillar 8: Embrace ICT in all aspects of pharmacy.

Pillar 9: Human resource development for
delivery of pharmaceutical services

Pillar 10: Promote access and safeguarding
health in pharmaceutical trade.

Pillar 11:
medicine.

Enhancing access to veterinary

Pillar 12: Financing for essential pharmaceuticals
and pharmaceutical services




/ Critical pharmaceutical sector issues

addressed by KNPP (1)

* Weak governance and lack of policy direction; low
placement within the Ministry structures, leading to weak
integration within the health and economic policy
framework.

1. Policy Direction and
Governance on
Pharmaceuticals:

* Weak legal framework and institutional structures for
regulation; narrow scope of the pharmaceutical regulatory
system.

2. Pharmaceutical Sector
Regulation

* Uncoordinated procurement and supply, leading to irregular
3. Availability of EMMS availability of EMMS; low adherence to established principles
and standards.

4. Local Production of * Lack of policies and incentives to fully utilize and promote
Pharmaceuticals local pharmaceutical production.

5. Affordability of Essential * High and unregulated prices of essential medicines, being
Medicines unaffordable to the majority.

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



/ Critical pharmaceutical sector issues

addressed by KNPP (2)
7. Pharmaceutical Research * Lack of policy direction and coordination, and inadequate
and Development funding for research on medicines
3. ICT Use * Inadequate investment and utilization of ICT in all aspects of
: pharmaceuticals; weak policy guidance & regulation.

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

10. Safeguarding Public Health in
Pharmaceutical Trade

11. Enhancing Access to
Veterinary Medicines

Inadequate integration of pharmaceuticals in trade and
economic policies and international cooperation.

* Inadequate institutional structures, hindering development,
regulation and appropriate use of veterinary medicines

Inadequate public financing for essential medicines; high
burden of healthcare on poor households.

12. Financing for Pharmaceutical
Policy and Services

13. Pharmaceutical Legal and
Institutional Framework

Inadequate legislation and weak institutions, hindering
development of the sector and related services.
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Pillar One: Revamping pharmaceutical
sector governance and policy direction

1. Low placement of pharmaceutical issues within Government structures, leading to
weak policy direction and low prioritization in health decision making.

2. Inadequate policy scope, weak governance structures and lack of effective technical
oversight of the pharmaceutical sector.

3. Lack of effective coordination leading to fragmentation, duplication, and inability to
exploit synergies of partnerships and multi-sector collaboration.

4. Lack of formal decentralized structures for pharmaceutical services within the health
service administrative structures.

5. Inadequate technical oversight of private, mission and NGO pharmaceutical service
providers and veterinary services.

6. Unstructured and inadequate participation of Government in regional and
international affairs relating to pharmaceuticals.
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Pillar 2: Strengthen pharmaceutical

regulation of products and services.

Conflict of roles of key government offices,
contrary to corporate governance principles.

Weak central authority for pharmaceutical
regulation and conflicting mandates and
responsibilities between the PPB and other
agencies and departments.

Outdated management structures and
inadequate legal framework, which places the
medical profession as key regulator of the
pharmaceutical sector and profession.

Increasing globalization and sophistication of
the pharmaceutical sector, including of crime
such as counterfeiting and illegal trade.

Inadequate financial resources to cater for the
full scope of pharmaceutical regulation

Limited human resource capacity, skills and
expertise devoted to, and covering the full
modern pharmaceutical regulation.

7.

10.

11.

12.

Emerging use of traditional medicines, and
the implications on patient health and
safety.

Inadequate framework for ensuring the
safety and quality of other
pharmacologically relevant products, such
as food supplements and nutraceuticals.

Inadequate framework for regulation of
pharmaceutical personnel and practice.

Inadequate 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.

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

Duplication of pharmaceutical inspectorate
and engagement of inappropriately trained
personnel in drug inspection.
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Pillar 3: Expanding availability of essential

medicines.

Inadequate financial allocation and bureaucratic
systems for disbursement of public funds
(HSSF) for the procurement and supply of
EMMS

Parallel procurement of public sector EMMS
by numerous health sector players.

Lack of adherence to best practice principles,
such as Good Pharmaceutical Procurement
(GPP) and of Good Distribution Practices
(GDP).

Lack of policy guidance and control
mechanisms on prioritization and utilization of
the public medicines budget in line with
prevailing public health priorities.

Inadequate mechanisms for ensuring access to
EMMS through non-public providers,
including alternate sourcing by facilities in the
event of stock-outs in KEMSA.

Limited HR capacity for pharmaceutical
procurement and logistics; and inadequate
utilization and leveraging of private sector
capacity and expertise

7.

8.

10.

11.

Inadequate mechanisms for the
procurement of medicines for emergencies.

Inappropriate siting of pharmaceutical
outlets, with no incentives 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.

Proliferation of unlicensed outlets for
medicines, posing risks to the public of
obtaining substandard, counterfeit
medicines or incorrectly dispensed
medicines.

Inadequate or unclear legal framework for
KEMSA, open to misinterpretation and
undermining the autonomy, governance
and institutional management of KEMSA

Lack of coordination among procuring
entities, leading to inefficiency in
procurement and supply.
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Pillar 4: Expanding local pharmaceutical
production.

Conflicting policies and legislation; and over-regulation of the industry.
Poor infrastructure and high costs of power and other production inputs.
Negative publicity on generics and on locally manufactured products.
Limited technology transfer for manufacture of generics.

High costs of GMP compliance and for international accreditation of local
pharmaceutical manufacturers.

Lack of full implementation of TRIPS flexibilities.

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

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

. Limited pool of specialized pharmaceutical personnel to meet the needs of

industry (e.g. R&D, industrial pharmacy, biotechnology, quality control and
assurance).
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Pillar 5: Improving affordability of

essential medicines

Key issues on the use of generics

Key challenges relating to pricing of medicines

1.

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.

High out-of-pocket health expenditures, with medicines
taring a major proportion.

Larﬁe markups along the medicines supply chain, resulting in
high patient prices due to cumulative price components.

Absence of policy guidance and regulation on the pricing of
essential medicines.

Large disparities in patient prices geographically and across
health care providers.

Variations in procurement prices of medicines among public
and faith-based agencies.

Lack of transparency and inadequate consumer information
on the pricing of medicines.

1.

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

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.

Lack of authoritative information on the
quality of medicines in the market.

Information asymmetry and perverse
incentives within the pharmaceutical
market.

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

Limited public resource allocation for
promoting AMU, including use of
generics.
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illar 6: Promoting appropriate use of medicines

including traditional medicines.

Key issues affecting

medicines selection

and rationalization of

therapeutics

1. Lackof
coordination of
medicines use
strategies at
national and
facility levels

2.  lackof
implementation
of AMU as a core
strategy for
rationalizing
health resources.

3. lrregular review
and updating of
standard clinical
guidelines (SCG)
and EML

4.  Low adherence

Key issues affecting medicines
information and promotion
include:

1. Weak regulation of sale and
promotion of medicines to
consumers

2. Low consumer awareness
about the dangers of
inappropriate medicines use

3. Increasing use of ICT for
uncontrolled information to
consumers on medicines

4.  Inadequate mechanisms for
feedback, enquiries and
complaints by consumers

5. Unauthorized promotion and
advertising of medicines,
including TM

6.  Lack of a centralized source of
objective and up to date
information on drugs and
poisoning, including unbiased
information to consumers

about medicines.

Key issues affecting prescribing and

dispensing of medicines

1. Prescribing of medicines by
unauthorized personnel

2. Dispensing of medicines though
unlicensed outlets

3. High cost of health care, leading to
widespread practice of self medication

4. Lack of policy guidance on Good
Prescribing Practices (GPP) and Good
Dispensing Practice (GDP), including
prescribing by International Non-
proprietary name (INN) and lack of
adherence to related legal provisions

5. Weak collaboration between
regulatory and professional
associations in enforcing standards of
professional practice

6. Lack of enforcement of generic
prescribing and substitution.

7. Increasing use of the Internet as a
source of medicines

Key issues in TM use

1. Inappropriate
promotion and
advertising of TM
products, practitioners
and practices

2. 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

3. Lack of comprehensive
documentation on TM
use, safety, efficacy and
quality
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Pillar 7: Promotion of research and innovation
in medicines to address priority health issues.

Lack of coordination of the actors involved in research on pharmaceutical

Lack of harmony of research policies and legal framework

Lack of prioritization of pharmaceutical research, including operational research
Limited public investment in research, including health-related research and BE.
Limited local appreciation for and lack of recognition of quality research.
Inadequate mechanisms for dissemination and utilization of research findings
Limited collaboration between industry, academia and other researchers

Weak institutional capacities, including HR, equipment and other infrastructure

Limited capacity for operational research and pharmaceutical R&D.
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illar 8: Embrace ICT in all aspects of

pharmacy.

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

2. Inadequate investment in ICT to drive efficiency and effectiveness in
service delivery.

3. Absence of a guiding policy on ICT in regulatory functions (e.g.
electronic submissions and market authorizations), hindering adoption
of best practices.
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Pillar 9: Human resource development for

delivery of pharmaceutical services

1. Inadequate numbers of trained personnel and limited local training capacity to
meet national and regional needs.

2. Changing role of the pharmacist in the health care setting

3. Inequitable distribution of pharmaceutical personnel across the country with
the majority concentrated in the private sector and in urban areas.

4. Lack of recognition of specialties, and inappropriate deployment of expertise.

5. Unmet need for pharmaceutical training for the local and regional markets,
due to limited training capacity in the region.

6. Lack of mechanisms for academic progression from diploma to degree.

7. Lack of alignment of training to the needs and trends of the pharmaceutical
sector, including sRills gaps in key areas pharmaceutical policy areas.
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Pillar 10: Promoting access and safeguarding
public health in pharmaceutical trade

. Current health and trade policies do not capture the complexity and dynamics of
pharmaceutical trade and its impact on public health

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.

. 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,
to benefit from mutual assessments and other regulatory experiences, including
harmonization of technical and administrative requirements.
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Pillar 11: Enhance access to veterinary
medicine.

1. Lack of coherence between human and veterinary pharmaceutical policies

2. Weak pharmaceutical regulatory framework, hindering effective regulation of human
and veterinary pharmaceutical products.

3. Rampant abuse and misuse of veterinary medicines
4. Prevalence of antimicrobial residues in the human food chain

5. Development of antimicrobial resistance by human and animal pathogens, with
serious repercussions on animal and human health

6. Entry of many unregulated players in the distribution of veterinary medicines

7. Adifferent medicines use regime for veterinary services, where the veterinary
surgeon simultaneously undertakes diagnosis, treatment and administration of
drugs.
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Pillar 12: Financing for essential

pharmaceuticals and pharmaceutical services

1. Inadequate government (exchequer) allocation for essential medicines
2. Lack of ring-fencing of the public medicines budget.

3. 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.

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

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

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

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

8. Lack of policy guidance on aligning the financial allocations for medicines to optimize
its contribution to national health priorities, goals and targets.

9. Inefficiencies and wastage through inappropriate practices along the supply chain.
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KNPP Monitoring and Evaluation

KNPP implementation arrangement envisaged

Development of 5-year Pharmaceutical Strategies to be implemented
consultatively through the Pharmaceutical ICC or its equivalent

The strategy was to align with the Kenya Health Sector Strategic Plan
(KHSSP) and other relevant health sector strategies.

Annual priorities in the strategy were to be incorporated in AWP of
relevant MDAs and other stakeholders

External Mid-Term Review (MTR)of the strategy was to be done after 3
years and final External Evaluation after 5 years to inform subsequent
review and revision

The KNPP was to be reviewed within 10 years. Timing of the review
was to be informed by pro%ress and lessons in implementing the
successive strategies; and by the extent of changes in overall
Government policy, the health sector and the pharmaceutical
sector.
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Introduction to KNPP Evaluation
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Goal and objectives of KNPP evaluation

* The goal of the KNPP evaluation was to determine to what extent the policy was
implemented, learn about what worked or did not work, what contributed to policy
success or failure and subsequently inform decisions on whether and how the policy
needs to change.

» Specifically, the policy evaluation was process oriented and aimed to review its:

1. Relevance - to what extent were the policy scope, principles and objectives
pertinent in relation to the evolving needs and priorities of government. Are there
issues that persist and therefore need to be addressed?

2. Effectiveness — to what extent was the policy implemented.

3. Utility - how do the results of the policy compare with the needs of the target
audience(s).

4. Inform review - generate recommendations to guide review of the
policy/development of new policy.

 Evaluation covered 2012 to Dec 2022 period
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Evaluation method

* Four steps were followed

1. Planning

2. Data collection through desk review and key informant interviews
3. Data analysis and report compilation
4.

Peer review and validation of report
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1. Planning

* This phase entailed the development of terms of reference
(TOR) for the steering committee and consultants by the

division of Health Products and Technologies (DHPT)
secretariat. Steering committee members were identified and

appointed by the Director General for Health. Consultant
was recruited with support from an implementing partner.
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2. Data collection (1)

i. Phase 1: Desk review

— The first phase of the evaluation comprised compilation of documents relevant to KNPP
evaluation per pillar.

— Desk review of the relevant documentation included Acts of Parliament, policy documents
of government ministries, departments, and agencies, published reports, available reviews &
assessments related to KNPP to determine and demonstrate evidence of what has been
accomplished within each pillar and the gaps and challenges that may have been
experienced in its implementation.

— Documentation of information on what has been achieved, what is being done and what
has yet to be done for each pillar was done using a standard tool.

— Implementation status of interventions for each pillar was scored where the score was
calculated based on the number of interventions implemented or ongoing against the total
number of interventions outlined in NPP.
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2. Data collection (2)

Phase 2: Key Informant Interviews

In the second phase of the evaluation, key informant interviews (KIl) were done and
entailed conversation with people presumed to be knowledgeable on NPP and
potential implementers or facilitators of implementation.

Related pillars among the twelve (12) were categorized into six (6) thematic areas.

Stakeholders’ mapping was done for each pillar and key informants identified for each
thematic area.

A standard tool with general questions and specific questions per pillar was developed
and used for the interviews.

Interviews were carried out through online or physical meetings.

Documentation of conversation was done through consented recording and
transcription. Interviews were carried out by members of the steering committee with
support from the secretariat team.

Relevant information that was additive or augmentative to the desk review findings
was extracted thematically by identifying clusters of comments per pillar.




/ Data collection (3)

iii. Peer review and validation of report

— The desk review and key informant reports were separately reviewed
by the secretariat.

— The consolidated report was reviewed by the steering committee

— Feedback from the reviews was discussed for alignment and
consensus and incorporated in the report.

— The final report was validated by the secretariat.
iv. Limitations

— Information collected through the desk review was affected by
availability of published content and key informant interviews might
be missing details, components or underreporting the specific
issues. Completeness of information may be varying depending on
document reviewed and stakeholders interviewed.
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Summary Of Findings




Summary of Findings (1)

A formative policy evaluation (process evaluation) was done to establish implementation
status, prevailing context, processes, and mechanisms that underpin a policy’s success or
failure, and why.

Key findings

1.

2.

KNPP 2012 envisioned a well-governed pharmaceutical sector to promote access to
essential medicines/HPT to all Kenyans and contribute to social and economic
development. The vision was forward looking and still applicable in 2023, eleven years
later.

Though the policy recognizes HPT to encompass those products intended for use or
application in the attainment of health, it stated that pharmaceuticals were the core HPT
and assumed that principles and norms applicable to the pharmaceutical sector would
equally be adaptable to other HPT. The review revealed that other product category
stakeholders did not, to a large extent, identify with the policy.

KNPP was non-self-executing, requiring several key legislations to be made for its effective
implementation. E.g. the establishment of the “Kenya Drug Authority”, undertaking
critical processes to confer functional and financial autonomy to institutions such as the
‘KDA’[PPB, the NQCL, KEMSA etc. as well as a pharmacy council for the regulation of
pharmaceutlcal practice. Wlth only KEMSA becoming an Authorlty in 2013 all other
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/ Summary of Findings (2)

4. While KNPP 2012 and the Health Act 2017 demonstrate coherence in
reducing fragmentation through consolidation and the establishment of a
single regulatory body for all HPT, this was not the case in practice at the
time of the review as KNRA, KTTA were being established

5. KNPP was set to be implemented in two five-year strategic plans over the
10-year period; this did not happen and only one inaugural HPT Supply
Chain Strategic Plan was developed towards the end of its life cycle in
2020 significantly impacting implementation.

6. In strengthening leadership and governance, a Director of Pharmaceutical
Services at the level of the Director of Medical Services was proposed .
However, for the first seven (7) years (2013 to 2019), the pharmacy
department was scrapped off the official MOH organogram existing only
as a Unit and later in 2019, a division of HPT was created at a lower level.
This is likely to have affected how the policy was envisioned to be
implemented.
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Summary of Findings (3)

7. KNPP 2012 lacked a monitoring and implementation plan that would provide a
clear performance metric against which performance could be monitored,
evaluated, and reported. KNPP 2012 was not costed. A midterm evaluation that
would have remedied some of the challenges was also not conducted.

8. Some components of the KNPP have been implemented albeit difficult to directly
link back to the policy.

9. Some of the policy interventions were not SMART for implementation. Words like
‘encourage’ depict a good thing to do, and do not demonstrate an authoritative
decision by the government on what should be done or what should not be done.
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