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STATEMENT OF CHAIRPERSON OF RWANDA FDA BOARD OF DIRECTORS

The 21 century has witnessed a mounting trend towards the application of new management
approaches particularly the use of strategic planning and result-based management. It is from
this standpoint that organizations including Rwanda FDA have been developing Strategic Plans
as important frameworks and governance tools to communicate the organizational goals,
actions needed to achieve the goals and other critical elements required to stimulate growth,

development and sustainability.

This 2@ Rwanda FDA Strategic Plan is set to describe the current state of affairs of the Authority,
desired future outcomes, priorities and resources required to realize the vision. We at Rwanda
FDA strongly believe that there is no other concrete strategy to accomplish and fulfil the
mandates, functions and activities that meet national and international standards without having

a clear and comprehensive strategic planning.

As the Chairman of the Board of Directors, | would like to uphold the desire, enthusiasm and
commitment of the Rwanda FDA Management in discharging its functions. The right Vision that
is projected towards improving and transforming the organization through a more results-
oriented management approach is furthermore acknowledged. | have no doubt that the same

spirit and vigour will be translated into implementation of this new five-year Strategic Plan
(2024-2029).

Throughout the implementation phase, the Board of Directors will provide full support to the
Rwanda FDA Management in realizing the Vision and objectives set. The strategies, deliverables
and milestones set in this Strategic Plan are not only relevant but also vital to attaining the
Mission of Rwanda FDA. Henceforth, on behalf of the Board of Directors, | would like to assure
the general public, stakeholders and customers that Rwanda FDA is fully committed to use this

Strategic Plan as a means or vehicle tha us to the next performance level.

Dr Etienne KARITA
Chairperson of Rwan
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STATEMENT OF THE DIRECTOR GENERAL

Rwanda FDA is mandated to regulate the quality, safety and effectiveness of food and drugs
products. The Rwanda FDA is a Regulatory Authority established by Law N° 003/2018 of
09/02/2018, with a mission to protect public health by regulating food and drugs products. To
effectively discharge these mandates and attain its objectives, it is apparent that Rwanda FDA
needs a well-articulated and comprehensive strategy to chart out a strategic direction for

continuous organizational growth and development.

It is from this background that the formulation, implementation and evaluation of strategic plans
are integral parts of the governance, management and good practices at Rwanda FDA. Staff,
Management and the BoDs believe strongly that the observed performance, stability, growth,
development and sustainability are the result of effective implementation of previous Strategic
Plans (SP). With the same spirit, | believe that the implementation of this new SP will be an

impetus to steer further stability, development and growth of Rwanda FDA for the wider

interests of the population.

This 2nd Rwanda FDA Strategic Plan (2024 — 2029) a five-year strategic plan highlights a number
of strategic objectives, strategies and targets that are pivotal in attaining Rwanda FDA’s Mission
of protecting and promoting public health by ensuring safety, quality and effectiveness of food
and drugs regulated products. This SP has outlined key performance indicators which will be

measured according to the set targets.

In realizing its mission of protecting and promoting public health by ensuring quality and safety
of products regulated by Rwanda FDA with its vision of being a globally recognized food and
drugs authority; five thematic pillars have been derived and mapped to KPIs to anchor the
realisation of the corporate strategic aspirations as well as the national socio-economic
development goals. The thematic pillars are; Establish A Fully Functional Globally Recognized
Regulatory System; Position Rwanda FDA in the Heart of National Health Research; To Scale
up Current Institutional Capacity to Build a Sustainable Workforce; To Significantly Improve

Value-Chain Management; and Leveraging Technology /digitalization for efficient services.
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Achievement of the strategic objectives will depend on the capacity to deliver services effectively
and efficiently. In this regard, the Management is committed to providing leadership and

resources throughout the implementation of the Plan.

| feel indebted to all staff of Rwanda FDA for their contribution and readiness to implement this

plan. Many thanks are extended to the BoDs for their guidance, support and endorsement of
this new Strategic Plan (2024-2029).

AN
LA

U
-l
s

i

Director General
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EXECUTIVE SUMMARY

The Rwanda FDA is a Regulatory Authority established by Law N° 003/2018 of 09/02/2018, with
a mission to protect public health by regulating food and drugs. The Rwanda FDA 2 Strategic
Plan 2024-2029 has been conceptualised, developed and positioned as an enabler, joint
development blueprint to support and facilitate the realisation of Rwanda’s strategic aspirations
as set out in Vision 2050; National Strategy Transformation 2(NST-2) 2024-2029; Health Sector
Strategic Plan (HSSP) V among other socio-economic development blueprints. The plan is
structured around 4 thematic areas cascaded from the national development aspirations in health
including positioning Rwanda as a bio-manufacturing hub and knowledge centre. The major
national strategic aspirations as enshrined in the Country’s socio-economic development
blueprints include; to be a Leading Bio-Manufacturing Centre in Africa, to become a Knowledge-
Intensive Economy in Africa, to become a Regional Logistics Hub, and to achieve Universal Health
Coverage. In addition, the NST 2 cascaded from Vision 2050 provides 5 strategic priority areas;
namely creating decent and productive jobs, boosting exports, reducing stunting and
malnutrition, enhancing public service delivery, and improving quality of education.

Effective communication is a critical enabler of Rwanda FDA’s mission to protect public health
and ensure regulatory compliance. A comprehensive communication strategy will support the
Rwanda FDA’s efforts in stakeholder engagement, transparency, and public awareness. By
leveraging multi-channel approaches, Rwanda FDA will ensure that regulatory information
reaches key stakeholders, enhances public understanding, and fosters compliance across sectors.

Rwanda FDA’s strategic aspirations cascaded therefrom include;

a) To Establish a Fully Functional Regulatory System Globally Recognized by attaining WHO
Maturity Levels 3 and 4 (ML3 & ML4) and further be designated as WHO listed Authority
(WLA) by 2029. Further, Rwanda FDA intends to comply with FAO-WHO food control
assessment criteria in addition to be ISO 17020 certified.

b) To Scale up current institutional capacity to build a sustainable workforce to be able to
provide required regulatory oversights of the agri-food and pharmaceutical industries
intended to become competitive regionally and globally. Rwanda’s Vision is to become a
bio-manufacturing hub and a regional leader for pharmaceutical production, to develop
an advanced food industry; all these imposing Rwanda FDA to develop its regulatory
capacities to support this Rwanda’s vision.

¢) To position Rwanda FDA in the Heart of the National Health and Research Centers:
Rwanda aspires to become a hub for research and development in health sciences, while
it hosts the emerging multinational regulatory and research hubs. It is therefore imperative
to strengthen linkages between Rwanda FDA and these hubs hosted in Rwanda.

d) To Significantly Improve Value-Chain Management: Rwanda FDA is committed to
enhancing the management of food and drug value chains to ensure efficiency, traceability,
and safety by implementing digital traceability systems, improving quality control at each

Xi
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stage of the supply chain, and fostering collaborations with local and international partners
etc.

e) Leveraging technology /digitalization for efficient services by continuing its efforts to
modernize and optimize its processes, performance and efficiency through the use of IT
tools and other technologies, in order to rapidly adapt to changing external environment,
combined with a growing need for efficiency and effectiveness.

Based on the strategic aspirations, five thematic pillars have been derived and mapped to KPIs to
anchor the realisation of the corporate strategic aspirations as well as the national socio-economic
development goals. The thematic pillars are; Establish A Fully Functional Globally Recognized
Regulatory System; Position Rwanda FDA in the Heart of National Health Research; To Scale up
Current Institutional Capacity to Build a Sustainable Workforce; To Significantly Improve Value-
Chain Management; and Leveraging Technology /digitalization for efficient services. The strategic
pillars have been cascaded into an implementation matrix that outlines the Objectives, Outputs,
outcomes, responsibility, budget and the timelines is provided. The strategic plan implementation
framework is anchored on a thorough situation analysis that defines Rwanda FDA’s organisational
structure, governance mechanisms, human resource management practices, contextual analysis,
analysing food and drugs regulatory landscape and strategic alignment and investment
opportunities. A SWOT analysis covering the strengths, Weaknesses, Opportunities and Threats
informed the development of strategic objectives and initiatives. The Plan outlines the Authority’s
key priorities and initiatives for effective strategy implementation.

A strategic Risk analysis was conducted based on the overarching institutional risk framework to
enhance proactive risk monitoring and management. The key strategic risk focus areas include;
Operational Risks: Financial Risks: Reputational Risks: Strategic Risks: Technological Risks: Global
Health and Supply Chain Risks. For each strategic risk category, appropriate set of risk mitigation
and management strategies have been proposed. This is then mapped to the institutional,
sustainable MEAL and performance management framework (BSC) has been established to track
progress, measure outcome, by aligning its capabilities and resources to national development
priorities. The MEAL framework is designed to be adaptive, with mechanisms for regular
monitoring, evaluation, and feedback to ensure continuous improvement and alignment with
strategic goals. The BSC framework translates the vision and strategic goals into a set of measurable
performance indicators. This will ensure alignment across various functional areas, supports
effective decision-making, and enhances accountability. The balanced scorecard framework is
structured around four key perspectives: financial, customer, internal processes, and learning and
growth. The plan defines resource mobilisation strategies to ensure sufficient resources for
implementation. Developed through a participatory approach, the plan incorporates lessons from
the previous strategy and aligns with global best practices. It emphasises strategic partnerships,
resource mobilisation, and stakeholder collaboration to achieve its goals.

Xii
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CHAPTER 1: INTRODUCTION
1.1 Background

Building on the gains made during the implementation of the maiden 2021-2024 strategic
plan, the Rwanda FDA developed this transformative 5-year (2024-2029) strategic plan.
This strategic plan sets the stage for structured and strengthened regulation of foods and
drugs in Rwanda. In 2018 the Government of Rwanda established the Rwanda FDA
through the enactment of Law N° 003/2018 of 09/02/2018 determining its mission,
organisation, and functioning. The establishment of the Authority ushered Rwanda into a
new dispensation in food and drug regulation and compliance calling for strategic
alignment between the Authority’s strategies with other national, sector and corporate
plans to ensure effective regulation. The 1% Rwanda FDA strategic plan created structures
for development and implementation of future strategic plans.

This 2 (2024-2029) Rwanda FDA Strategic Plan is aligned with Rwanda's national legal
framework, socio-economic development blueprints, health sector policies and strategic
frameworks including; Vision 2050, National Strategy for Transformation 2 (NST2), the
National Health Policy (2015), Health Sector Strategic Plan (HSSP) V, National Pharmacy
Policy (NPP) 2016, National Food and Nutrition Policy (2014), and Law N° 47/2012 of
January 14, 2013 relating to the regulation and inspection of food and pharmaceutical
products, the UN SDGs etc. The plan is anchored by a strong and sound, enabling legal
and policy framework that not only legitimises the Authority by acting as a cornerstone for
building a resilient and agile regulatory environment but also guides its strategic plan,
including key elements of the planning process and outcome.

Communication plays a vital role in the successful implementation of Rwanda FDA’s
strategic objectives. Rwanda FDA will prioritize the development and execution of a
structured communication strategy that ensures timely, accurate, and transparent
information dissemination to all stakeholders, including the public, manufacturers, health
professionals, and international partners. This strategy will be integral to promoting
compliance and fostering stakeholder trust.

Rwanda FDA will continuously strengthen strategic partnerships with local government
entities, law enforcement agencies, regional and international organizations in its
regulatory compliance efforts, to ensure maximal compliance and impact for public good
as well as to strengthen resource mobilisation and technical support for full implementation
of this strategic plan. Linkages with the private sector, academic institutions and non-
governmental institutions will foster research, learning and development to accelerate gains
in regulatory enforcement and market conduct.

1.2 Vision, Mission and responsibilities of Rwanda FDA

The Rwanda FDA was established vide Law N° 003/2018 of 09/02/2018. The vision,
mission and responsibilities of Rwanda FDA are as stated below;

1.2.1 Vision

1|Page
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To be a globally recognized food and drugs authority.

1.2.2 Mission

The mission of the Rwanda FDA is to protect and promote public health by ensuring quality
and safety of products regulated by Rwanda FDA.

1.2.3 Responsibilities
Rwanda FDA has the following responsibilities:

(a) To register and issue marketing authorization for products regulated by Rwanda
FDA;

(b) To establish and publish the list of regulated products for which marketing
authorization has been granted;

(c) To ensure, through regulatory inspections, that facilities intended to be used for the
manufacture, storage or sale of regulated products, comply with good practices and
standards relating to manufacturing, storage and distribution

(d) To grant licence to facilities that manufacture, sell, distribute store regulated
products;

(e) To regulate raw materials used in the manufacture of regulated products;

(f) To control importation and exportation of regulated products;

(g) To establish and publish a list of prohibited substances and products regulated by
Rwanda FDA;

(h) To regulate the management of unfit regulated products, and their safe disposal;

(i) To conduct pharmacovigilance and post-market surveillance for safety and quality
of regulated products;

()) To regulate and analyse information used in the promotion, advertising and
marketing of products regulated Rwanda FDA;

(k) To follow up, analyse and disseminate information to the concerned members of
the health professionals and the general public on quality, safety and use of
pharmaceutical products that are subject to global drugs safety monitoring; as well
as other products regulated by Rwanda FDA;

(I) To provide laboratory services including testing for regulated products and report
test results for regulatory purpose;

(m) To perform lot release function for vaccines and other biological products
regulated by Rwanda FDA;

(n) To regulate and inspect clinical trials conducted on regulated products;

(o) To regulate and inspect pre-clinical studies conducted on regulated products
for the purpose of discovering new treatments or therapies.

(p) To regulate prices and mark-ups for pharmaceutical products;

2| Page

Cc\k‘}



(g) To collect and analyse data, and publish findings to facilitate evidence-based

decisions, system improvement and promote investment for products regulated by
Rwanda FDA;

(r) To enter into partnerships and cooperation for harmonization of practices with
national, regional and international bodies with similar mandate, and with
academic institutions on projects of common interest;

(s) To advise the Government on matters regarding the products regulated by Rwanda
FDA.

1.3 Rwanda FDA’s Strategic Aspirations

1.3.1. To Establish a Fully Functional Regulatory System Globally Recognized

Rwanda FDA is targeting to achieve international recognition by attaining WHO Maturity
Levels 3 and 4 (ML3 & ML4) where its core regulatory functions will be fully functional in
stable manners and meet the criteria and standards set through the WHO Global
Benchmarking Tool (GBT). Rwanda FDA further targets to be designated as WHO listed
Authority (WLA) by 2029. In food sector, Rwanda FDA intends to comply with FAO-
WHO food control assessment criteria in addition to be 1SO 17020 certified.

1.3.2. Scale up current institutional capacity to build a sustainable workforce

Rwanda’s vision is fo become a centre for biomedical research, a bio-manufacturing hub
and a regional leader for pharmaceutical production to turn the country from importing
to exporting to other countries. Indeed, pharmaceutical industries both in distribution and
manufacturing are being attracted; the example being BioNTech for mRNA Vaccine
Manufacturing. On the other hand, Rwanda targets to create a competitive Agri-food
Industry. Indeed, the agriculture sector has important implications for food security,
nutrition, exports, and has linkages to industry development. By 2050, Rwanda aspires to
establish a manufacturing and commercial agriculture sector that is regionally and globally
competitive, with access to modern, high-quality, and cost-effective services as inputs.
Therefore, an advanced food industry will be established in the country to develop safer
processed and packaged foods for the local, regional and global markets.

Thus, Rwanda FDA aspires to develop its capacities to support this Rwanda’s vision on the
pharmaceutical sector, as well as required capabilities to provide oversight of emerging
technologies and new therapies (nanotechnology-, cell, gene-based etc.) and new
components in the regulatory domain such as local production, supply chain (quality
assurance and cross-border value chain monitoring). At the same time, Rwanda FDA aspires
to enhance its regulatory capacities to support Rwanda’s vision to establish a modernized
and competitive agri-food industry. In line of the above Rwanda’s vision on the
pharmaceutical and agri-food industries, Rwanda FDA intends, in the coming five years, to
build, attract and retain a sustainable critical mass of staff with the right skills delivering on
the regulatory requirements today and properly responding to the future. This requires to
plan for lifelong learning and quick growth of Rwanda FDA staff; engage diverse workforce
to bring a broader range of skills, perspectives and experience, as well as transfer of
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knowledge; develop talent acquisition and competency development programs; and
implementing career progression and staff mobility mechanisms.

1.3.3. To position Rwanda FDA in the Heart of the National Health and Research Centers
Rwanda aspires to become a hub for research and development in health sciences,
focusing on innovation, knowledge creation, value chain management, collaboration,
and capacity building. Rwanda hosts enabling institutions such as African Medicines
Agency (AMA); The International Vaccine Institute (IV1); The African Pharmaceutical
Technology Foundation (APTF); The Africa Bio-Manufacturing Institute (ABI); The
Rwanda Heart and Research Centre; IRCAD (Research Institute against Digestive
Cancer), etc. It is therefore imperative to strengthen linkages between Rwanda FDA
and the emerging multinational regulatory and research hubs hosted in Rwanda.

1.3.4. To Significantly Improve Value-Chain Management
Rwanda FDA is committed to enhancing the management of food and drug value
chains to ensure efficiency, traceability, and safety by implementing digital traceability
systems, improving quality control at each stage of the supply chain, and fostering
collaborations with local and international partners etc.

1.3.5. Leveraging technology /digitalization for efficient services

Rwanda FDA has embarked on a large-scale digital transformation to improve its level of
service. With a rapidly changing external environment, combined with a growing need for
efficiency and effectiveness, it is essential for Rwanda FDA to continue its efforts to
modernize and optimize its processes, performance and efficiency through the use of IT
tools and other technologies. Thus, capacity- building on digital skills, for staff at all levels,
will also be a focus, to ensure speed and consistency in the delivery of services.

1.4 Strategic Plan Development Process

A participatory and consultative approach was adopted in the development of this 5-year
Rwanda FDA strategic plan. Following the inception meeting, a series of other meetings
were held with the Rwanda FDA team to clarify the mission and vision, set up strategy
priority areas, agree on activities and clarify other essential aspects of the plan. A detailed
desk review was conducted to understand the Authority's legal/policy, institutional and
market framework in a targeted situational analysis. This process also supported the
alignment of the strategic plan with the national socio-economic development blueprints
and agenda as well as global best practices in Drug Authority strategic plan development,
implementation and MEAL. Consequently, a review of the implementation of the
Authority’s maiden strategic plan was done to distil and extract key lessons to inform better
development and implementation of the 2™ Rwanda FDA strategic plan. Data was
collected from senior managers to help align the vision, strategic direction and institutional
framework for effective and inclusive development of the plan. A strategic plan was

4| Page

@'w—7



developed on the basis of the information gathered from wvarious sources and the
interactions with key stakeholders. These were then incorporated into the fair draft to
produce the final strategic plan complete with the strategic priority areas, SMART
objectives, implementation matrices, resource mobilisation strategy, MEAL Framework,
Strategic Risk Analysis and other salient aspects. The draft SP was reviewed, refined and
validated prior to formal adoption and implementation by the Authority.

1.5 Organization of this Strategic Plan

This Strategic Plan is organised into three key sections (preliminaries, main strategic plan
body and the annexes), each with various subsections. The preliminaries section has the
List of Abbreviations, the Foreword from the Rwanda FDA DG and the executive summary.
The main body of the strategic plan comprises of the Introduction, Overview of the
authority (policy and country context, situation analysis), Strategic Framework (Vision,
mission, values and guiding principles), Strategic Priorities Areas, Objectives, Targets, and
Strategic Initiatives, Implementation arrangement, Risk analysis and mitigation strategy,
Costing, Monitoring and Evaluation Framework and Conclusion. The annexes are mainly
the detailed tables on the 3 key strategy priority areas. This Strategic Plan sets out a
coherent, systematic, and sustainable roadmap for anchoring Rwanda FDA strategic intents
and translating them into operational initiatives for the development of the 2" Rwanda
FDA Five Year (2024-2029) Strategic Plan.
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CHAPTER 2: SITUATION ANALYSIS

To understand the contextual factors affecting the Authority as well as the development
and implementation of the strategic plan, a detailed but precise situation analysis was
conducted. At the first level, Review of the Implementation of the Maiden (2021-2024)
Rwanda FDA Strategic Plan was conducted to gain an understanding of how much was
done, how it was done, the success factors as well as the barriers/impediments to successful
implementation. This is followed by a review of the legal/policy framework, national
socio-economic development blueprint and best practices to inform alignment of the plan
with these frameworks. Consequently, a sector-wise analysis of the key sectors (Food,
Pharma, Tobacco, Traditional medicines, Veterinary products, Medicated Cosmetics and
Household Chemical Products). A SWOT (Strength, Weaknesses, Opportunities and
Threats) analysis is then conducted to gain a 360° view of the operating environment.

2.1 Review of the Implementation of the Maiden Rwanda FDA Strategic Plan

2.1.1 Level of Implementation

The implementation of the maiden 3-year strategic plan was assessed, tracking down the
performance along the key strategic priority areas and the KPls established. The average

implementation status of the maiden (2021-2024) Rwanda FDA strategic plan is about
70%.

1. Strengthen the role of Rwanda FDA to ensure
compliance to specified standards and requirements for
_ Sl : ~ regulatory processes and regulated products
1 Strategic Plan 2021- 2. Collaborate effictively with the public and private
' sectors and national international Partners
3. Enable an accountable. High-performing, innovative,
and sustainable Authority
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Figure I: Rwanda FDA Strategic Planning Progress

This successful implementation of the maiden SP was attributed a number of factors
including;
1. Cascading of strategic activities into annual work plans and implementation of
the work plans on a rolling basis.
2. Aligning individual performance targets and performance to the corporate
performance through the annual work plans.
3. Enhancing staff capacity by increasing the number of staff and investing in staff
training and capacity building.
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4. Targeted secretarial interventions including effective regulation of product
quality and strengthening compliance measures. Removal of substandard
products from the market and managed to register many previously unregistered
products, despite the outstanding backlog in drug products registration. Staff
capacity was increased from around 194 to 312 employees, which continues to
strengthen enforcement of standards. Additionally, the use of the WHO global

benchmarking tool contributed to improved compliance.

The Rwanda FDA is aspiring for maturity level three (ML3), maturity level four (ML4);
WLA (World Health Organisation Listed Authority); 1SO 17020; 1SO 9001; 1SO 31000 and
FAO/WHO food control system assessment regulatory standards standing. In this regard,
there has been significant investment in collaborative partnership as well as institutional
capacity building to enhance research capabilities for evidence-based research and decision-
making. The Authority has invested in creating structures and building partnerships to
secure and sustain financial and administrative independence. Rwanda FDA is planning to
construct a new laboratory, to get 1SO 17025 accreditation as well as WHO pre-
qualification. Rwanda FDA will strengthen its pursuit of organisational excellence by
enhancing staff competencies and organisational capabilities through a culture of
continuous improvement for eventual regulatory excellence.

Table 1: Rwanda FDA Strategic Planning Progress

Strategic Goals

Targets

Extent of Realization

Explanation for the Level of
Realization

Strengthen Rwanda

FDA’s compliance
with specified
standards and
requirements  for
regulatory

processes and

regulated products

e Ensure 100% of
products
comply
standards.

e Register
products

e Implement
progressive
licensing
scheme.

with

all

Applications 4,500 (100%).
Registration 830 (45%)
Pending 2,648 (59%)
Compliance to GxP (GSDP

and Licensing, GCP and
GMP)
Inspections for premises

suitability conducted: (93%)
GxP certificates and licenses
(83%)

Testing Laboratory capacity
is at the medium level of
48%

Insufficient human resource to
conduct assessment of
applications of all regulated
products, and conduct
inspections for compliance

seven of the eight
regulatory functions are on
track towards achieving
Maturity Level 3 status,
with ongoing efforts to
address the  necessary
corrective actions for the
remaining function which
will lead to the
achievement of the ML3

Delays in the procurement
of laboratory equipment

Collaborate

effectively with the
public and private
sectors and national

e Establish MOUs

with key
national and
international
partners

Rwanda FDA expanded
its international
collaborations by signing
Memoranda of

lack of a communication
strategy;
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and international | e Strengthen Understanding  (MoUs) | Budget  constraints
partners public with  several  health | conduct public awareness
AR regulatory authorities campaign
campaigns Few public awareness

campaigns conducted

Enable an|e Achieve full | 50-60% The  process of
accountable, high- system development of the IRMIS
performing, automation All functions are not fully | 1ok long due to the
innovative, and| e Implement automated and the system is | 5,4 ability of
sustainable robust M&E | being developed and when developers and budget
organisation mechanisms completed and functional it -
e Develop will support the Authority to constramis 1o sappoit ihe
sustainable provide services to its clients deve-lopment o e
revenue sources | using the IT system. solution

Table 2: Level of implementation

2.1.2 Challenges Experienced
The key challenges faced in the implementation of the maiden strategic plan include;

1.

2.

Young and evolving monitoring and compliance enforcement systems and
mechanisms.

The plan was not very detailed, especially concerning IT strategies and automation
as well as the attainment of maturity level 3.

Limited collaboration with local institutions. The Rwanda FDA had not established
formal collaboration agreements with key local entities such as academic and
research institutions and others. This lack of formal partnerships restricted
opportunities for collaborative research, mutual support in testing processes, and
shared use of resources. The absence of these collaborative efforts hindered the
potential for innovative regulatory practices and limited the ability to address
complex regulatory issues through joint efforts.

Infancy stages of adoption of digital resources in the organisation. Although some
progress was made, with modules like imports being fully automated and
functioning effectively, other critical modules were not automated. This nascent
digitalization affected the overall efficiency of the Rwanda FDA’s operations. The
lack of a fully automated system led to delays and inefficiencies in regulatory
processes execution, thereby impacting the timely delivery of regulatory services.
The need for a comprehensive digital transformation was evident to streamline
operations and enhance the agency’s responsiveness.

There were resource limitations such as gaps in equipment, staff, training and
availability of testing equipment/products, necessary to meet international
accreditation standards as well as conducting thorough and timely regulatory
assessments.

Procurement challenges including limited financial resources, inefficient
procurement processes, inadequate supply chain management, and underutilization
of digital tools, leading to delays and inefficiencies in acquiring essential equipment
and materials
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These factors slowed down the implementation of the plan and constitute key learning
points for the implementation of the current strategic plan.

2.1.3 Response/Solutions to the Challenges

The following insights on how to improve the implementation of the SP were gathered;

1. Strengthen partnerships and collaboration between internal stakeholders (inter-
departmental), with local academic and research institutions, development
partners and other key agencies and stakeholders in key Rwanda FDA regulatory
areas.

2. Institutionalise clear guidelines and processes for inter-departmental collaboration
to streamline operational and regulatory processes. Nature and nurture a strong
culture of collegiality and collaboration to facilitate effective regulation,
teamwork, and enhance partner development and collaboration.

3. Complete, full automation of processes to streamline regulatory processes, reduce
delays, and improve responsiveness. Continued improvements to the IRIMIS and
other core systems at Rwanda FDA are necessary to achieve full digitalization to
enhance data management, improve regulatory oversight and provide more
efficient services to stakeholders.

4. Strengthen resource mobilisation and investment in equipment, training,
reagents, ICT systems/equipment and other support systems to ensure effective
and efficient processes and systems that meet international accreditation
standards.

5. Enhance sustainability and accountability frameworks through performance
reviews aligned with regulatory objectives to ensure continuous improvement
and accountability.

6. Advocate for realignment of the PP laws and processes to unique challenges faced
by Rwanda FDA and other similar agencies.

2.2 Strategic Alignment with Global and National Development Blueprints

2.2.1 Alignment with Vision 2050

Rwanda's Vision 2050 articulates the long-term strategic direction for “the Rwanda we
want” and outlines the enabling pathways to achieve this ambition. The vision emphasises
promoting economic growth, prosperity, and a high quality of life for all Rwandans. It is
anchored around five key pillars: Human Development, Competitiveness and Integration,
Agriculture for Wealth Creation, Urbanization and Agglomeration, and Accountable and
Capable State Institutions.! The Rwanda FDA 2 Strategic Plan (2024-2029) aligns closely
with these objectives by focusing on enhancing regulatory frameworks for health and
nutrition, fostering research and innovation, promoting organizational excellence, and
establishing Rwanda as a regional bio-manufacturing hub, which are essential components
of the Vision 2050 agenda. These efforts support Vision 2050’s pillars of human
development, competitiveness, accountable state institutions, and economic growth by
ensuring the safety and quality of health-related products, enhancing regulatory
compliance, and driving technological advancements. Through its commitment to
strengthening regulatory compliance, fostering research, and development, promoting

T Rwanda Vision 2050.

https://www.minecofin.gov.rw/fileadmin/user upload/Minecofin/Publications/REPORTS/National Development
Planning and Research/Vision 2050/English-Vision 2050 Abridged version WEB Final.pdf
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organisational excellence, the Authority aims to play a pivotal role in realising the goals set
forth in Vision 2050, ultimately contributing to the transformation of Rwanda into a
prosperous and competitive nation.

2.2.2 Alignment with National Strategy for Transformation 2 (NST-2) 2024-2029
Rwanda's National Strategy for Transformation (NST-2) is the country's overarching
development blueprint for the period 2024-2029. Building on the successes and lessons
learned from the previous NST-1, NST-2 aims to propel Rwanda further towards its long-
term development vision as articulated in Vision 2050. The key priority areas of NST-2
are: Creating decent and productive jobs; Boosting exports; Reducing stunting and
malnutrition; Enhancing public service delivery; and Improving quality of education. The
Rwanda FDA strategic plan 2024-2029 aligns closely with Rwanda's National Strategy for
Transformation (NST-2) 2024-2029. Strengthening regulatory compliance and market
conduct supports NST-2's goals of "creating decent and productive jobs", "boosting
exports", and "Made in Rwanda" by ensuring the safety and quality of food, medicines,
and other regulated products. This helps build consumer confidence, facilitate trade, and
promote local manufacturing.

The plan's focus on research, development, and digital transformation aligns with NST-2's
aims of "developing skills for the future" and "universal access to e-government". By
leveraging technology and innovation, the Rwanda FDA can enhance its regulatory
capabilities and provide efficient, digitised services. Initiatives under the "Scale up current
institutional capacity to build a sustainable workforce" priority area directly support NST-
1's objective of "enhancing public service delivery". By strengthening the FDA's institutional
capacity and stakeholder engagement, the plan contributes to improving the overall
quality and responsiveness of regulatory services. Furthermore, the Rwanda FDA strategic
plan's alignment with national health, food, and nutrition policies addresses NST-2's goals
of "reducing stunting and malnutrition" and "quality healthcare for all". Effective regulation
of food, medicines, and related products is crucial for improving population health
outcomes.

2.2.3 Alignment with National Health Policy (2015)

The 2" Rwanda FDA strategic plan is aligned with the overarching goals of the Rwanda
National Health Sector 2015 based on the WHQO’s seven building blocks of health system
strengthening, which include; To improve accessibility to, quality of and demand for
maternal Health, Family plan, rep. Health, Nutrition services; To consolidate, expand and
improve services for the disease and promotion of health and to consolidate, expand and
improve services for the treatment and control of disease. The plan addresses key areas
such as regulatory compliance, research, development, organisational excellence,
advocacy, capacity building and Manufacturing and Value chain. Strategic Priority Area I:
Establish a Fully Functional Globally Recognized Regulatory System resonates with the
health sector's goal of ensuring universal access to quality health services that are safe,
effective, and compliant with international standards. It addresses the need to establish
robust regulatory frameworks and compliance mechanisms, ensuring that health products,
medicines, and services meet global quality standards. This aligns with the health policy's
principle of offering people-centred services that are affordable and of high quality, thereby
supporting the broader objectives of patient safety, public health, and regulatory
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excellence?. Strategic Priority Area 2: Position Rwanda FDA in the Heart of National Health
Research and Development directly supports the health sector's objectives of strengthening
health support systems and expanding research capacity to enhance essential health
services. The integration of digital transformation initiatives will improve the efficiency and
effectiveness of regulatory and health service delivery, aligning with the health policy’s goal
of leveraging technology and innovation to maintain high standards of care, even in the
context of limited resources. This priority area addresses the health sector's needs for
improved surveillance, data management, and evidence-based policy-making, which are
crucial for addressing maternal, neonatal, and child health issues, as well as communicable
and non-communicable diseases. By fostering institutional linkages and research
collaborations, this strategic priority also contributes to generating scientific evidence that
informs public health interventions and regulatory decisions. Strategic Priority Area 3: Scale
Up Current Institutional Capacity to Build a Sustainable Workforce: The National Health
Policy (2015) emphasizes the importance of strengthening the health workforce as a key
pillar for improving healthcare delivery and regulatory oversight. RFDA’s strategic priority
to scale up institutional capacity by building a sustainable workforce aligns with this policy
by focusing on enhancing the skills and competencies of staff involved in the regulation of
food and pharmaceutical products. This effort ensures that the workforce is equipped to
meet emerging challenges, enforce safety standards, and improve service delivery. By
investing in continuous professional development and capacity-building initiatives, RFDA
supports the policy's goal of developing a well-trained, motivated, and sustainable health
workforce, ultimately contributing to the improvement of public health outcomes.
Strategic Priority Area 4: To Significantly Improve Value-Chain Management: The National
Health Policy (2015) emphasizes the need for strengthening health systems and ensuring
the quality, safety, and availability of essential health products and services. The RFDA’s
strategic 2" priority to significantly improve value-chain management directly aligns with
this policy by ensuring that food and pharmaceutical products are managed efficiently
throughout the supply chain. By implementing enhanced value-chain management
practices, RFDA ensures that these products maintain high-quality standards from
production to consumption, which contributes to the safety and well-being of the
population. This is particularly aligned with the policy's focus on improving service delivery
and ensuring that health products meet regulatory standards, ultimately enhancing the
health outcomes of the nation. Strategic priority area 5. Leveraging
Technology/Digitalization for Efficient Services: The National Health Policy (2015)
advocates for the integration of technology to strengthen the health sector's efficiency,
particularly in service delivery and the management of health information systems. RFDA’s
strategic priority of leveraging technology and digitalization to enhance services is in direct
alignment with this aspect of the policy. By adopting digital systems for traceability,
monitoring, and regulatory enforcement, RFDA improves operational efficiency, reduces
delays in service delivery, and ensures real-time data for decision-making. This
technological approach supports the National Health Policy's objective of enhancing
efficiency and responsiveness within the health sector, making services more accessible and
effective in promoting public health.

2

https://www.google.com/search?g=national+health+policy+{2015)+in+rwanda&og=&gs lcrp=EgZjaHlvbWUgCQgA
ECMYJxjgAjlICAAQIxgnGOoCMgkIARA]GCcYbglyCQgCECMYIxjgAjJCAMQIxgnGOoCMgkIBBA]GCcY6glyCQgFECMYIxX]
AjlJCAYQIxgnGOoCMgkIBxAGCcY6gLSAQsyNiAYMTc0aiBgN6gCCLACAQ&sourceid=chrome&ie=UTF-8
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2.2.4 Alignment with Health Sector Strategic Plan (HSSP) V

The purpose of HSSP V is to accelerate progress and ensure equitable improvement of
health outcomes through evidence-based prioritization of high-impact interventions. The
development of HSSP V was based on a deep-dive analysis of the health sector data that
informed the prioritization and built on the new reforms in the health sector. It considered
the lessons from the COVID-19 pandemic response and the implementation of HSSP IV.
HSSP V is aligned with the National Strategy for Transformation 2024/25-2028/29 (NST2)
and Vision 2050 which aims to ensure that Rwanda has a healthy and productive
population to attain upper-middle and high-income country status by 2035 and 2050
respectively. HSSP V also responds to the cross-cutting areas emerging from other sectors
that are enshrined in the NST2 by embedding them within the HSSP V strategic
interventions, including nutrition; capacity development; environment & climate change;
disaster management; disability & social inclusion; gender & family promotion including
teenage pregnancy reduction; innovation, technology, & digitalization; research &
development; regional & international positioning.

2.2.5 Alignment with National Pharmacy Policy (NPP) 2016

This plan is closely aligned with the National Pharmacy Policy (NPP) 2016. NPP’s goal of
ensuring the quality, safety, and efficacy of pharmaceuticals and health products is directly
aligned to the Rwanda FDA strategic priority are 1. By focusing on strengthening regulatory
systems and compliance, the FDA supports the development of robust quality assurance
systems that ensure the safety, effectiveness, and efficacy of health commodities, aligning
with the NPP’s objectives of quality assurance and pharmacovigilance. The emphasis on
research and development aligns with the NPP's goals of enhancing the health product
information system and promoting the rational use of health commodities. 2. The priority
on organizational excellence and capacity building bolsters the FDA’s ability to improve
pharmaceutical sector performance and sustainability, which is crucial for maintaining a
steady supply of quality health products. 3. By prioritizing the establishment of a bio-
manufacturing hub, the Rwanda FDA contributes to the NPP’s objective of promoting
investment in local manufacturing, ensuring the availability and accessibility of affordable,
high-quality health. The NPP emphasises the need for robust regulatory frameworks and
enforcement mechanisms to safeguard public health.2. Such initiatives are consistent with
the NPP’s objectives to modernise the pharmaceutical sector and harness technology for
better health services delivery4. The NPP requires competent regulatory bodies and well-
trained personnel to effectively implement and enforce pharmaceutical policies in
alignment with the Rwanda FDA strategic priority area 3.

2.2.6 Alignment with the National Family and Nutrition Policy (2024)

The National Family and Nutrition Policy aims to promote prosperous and stable families
in Rwanda, enhance family members’ wellbeing and contribute to a peaceful, capable and
inclusive society. The policy is aligned with the national development goals outlined in
Vision 2050, the Law governing Persons and Family, the Fourth Health Sector Strategic

3 Rwanda Ministry of Health, 2016
4 Rwanda Ministry of Health, 2016
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Plan (HSSP IV, 2018-2024), the Fourth Strategic Plan for the Transformation of Agriculture
(PSTA4, 2018-2024), the National ECD Policy (2016), and other national strategic
documents, as well as International development framework such as the Sustainable
Development Goals, the Agenda 2063 of the African Union, and the Scaling-Up Nutrition
Movement. The policy will focus among other strategies on legal frameworks and market
regulations for safe, nutritious, and affordable food products and services. The policy also
increases interventions that address micronutrient deficiencies among children, adolescent
girls, women of reproductive age, young adults, senior citizens, and elderly individuals. By
improving organizational excellence and capacity building, the FDA ensures effective
implementation of food safety regulations and promotes public awareness, aligning with
the National Food and Nutrition Policy’s focus on market regulations for safe food
products. Establishing a bio-manufacturing hub supports the National Food and Nutrition
Policy’s goal of enhancing food security by encouraging local production of safe and
nutritious food products, contributing to the broader aim of improving public health and
reducing malnutrition in Rwanda.

2.2.7 Alignment with the Law N° 47/2012 Relating to the Regulation and Inspection of
Food and Pharmaceutical Products

This plan is aligned with Law N° 47/2012 of January 14, 2013, which governs the regulation
and inspection of food and pharmaceutical products. By prioritizing Establishing a Fully
Functional Globally Recognized Regulatory System — Strengthening Regulatory Systems
and Compliance, the strategic plan directly supports the Law’s mandate for rigorous
regulatory frameworks and compliance mechanisms to ensure the safety, quality, and
efficacy of food, medical products, medicated cosmetics, and household chemicals (Article
5 and Article 9). The focus To Scale up current institutional capacity to build a sustainable
workforce aligns well the law that speaks to Organisational Excellence, Advocacy, and
Capacity Building reflects the Law’s requirements for building a competent and sustainable
organization capable of effective regulation and public engagement (Article 3 and Article7.
Positioning Rwanda FDA in the Heart of National Health Research and Development
enhances the Law’s objectives of fostering innovation and evidence-based decision-making
while embracing technology for improved efficiency and automation in regulatory
processes. Aiming To Significantly Improve Value-Chain Management services aligns with
the Law’s that aim to promote local manufacturing and supply chain oversight, ensuring
quality assurance and fostering a competitive industry landscape. Lastly, Leveraging
technology /digitalization for efficient. By implementing digital traceability systems and
enhancing quality control, Rwanda FDA can ensure better oversight and efficiency in the
value chain, aligning with the legal mandate to maintain effective inspection and regulatory
standards. This alignment ensures that the Strategic Plan not only complies with but also
strengthens the legislative framework for food and pharmaceutical product regulation in
Rwanda.

2.2.8 One Health Strategic Plan 2021-2026

The Rwanda FDA Strategic Plan aligns with the One Health Strategic Plan 2021-2026 by
integrating a multidisciplinary approach to public health, which is essential for effectively
managing health risks that arise at the intersection of humans, animals, and the
environment. Under Law N° 003/2018 of 09/02/2018, Rwanda FDA is tasked with
protecting public health through the regulation of human and veterinary medicines,
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vaccines, biological products, processed foods, and other critical areas. This mission
supports the One Health approach by ensuring that health regulations encompass both
human and animal health sectors, promoting a coordinated response to health threats, and
contributing to the prevention and control of zoonotic diseases. Manufacturing and Value
Chain collectively contribute to objective 6: ‘Ensure that there is a clear, systematic,
predictable, sustainable and well-coordinated approach to mobilizing, acquiring,
utilization, management, reporting, monitoring and evaluating domestic and external
resources’>. By improving surveillance systems and ensuring efficient resource management
Rwanda FDA’s regulatory activities are crucial in advancing the One Health agenda by

fostering collaboration across sectors and disciplines, thereby enhancing the overall health
security of the nation.

2.2.9 Alignment with WHO Global Strategy for Food Safety 2022-2030:

The Rwanda FDA Strategic Plan aligns closely with the WHO Global Strategy for Food
Safety 2022-2030, particularly in its mission to protect public health through the regulation
of processed foods, among other products. Under Law N° 003/2018 of 09/02/2018,
Rwanda FDA is mandated to regulate human and veterinary medicines, vaccines, biological
products, processed foods, poisons, medicated cosmetics, medical devices, household
chemical substances, tobacco, and tobacco products. This regulatory framework supports
the WHO strategy’s goals by strengthening national food safety systems and enhancing
global cooperation. Rwanda FDA’s focus on ensuring food safety through robust
regulation, capacity building, and stakeholder engagement mirrors the WHQO’s emphasis
on comprehensive food safety systems, promoting good practices across the food supply
chain, and fostering international collaboration to harmonise standards and improve
global health outcomes. It also supports the strategy’s objective to improve food safety
throughout the food chain. Ensuring that manufacturing processes and value chains adhere
to safety standards enhances the overall safety and quality of food products.

2.2.10 Alignment with FAO Strategic Framework 2022-2031:

The strategic priority areas of the Rwanda Food and Drugs Authority (RFDA), such as
improving value-chain management, enhancing digital traceability systems, and
strengthening quality control, align closely with FAO's global regulations and standards.
RFDA's goal to ensure traceability and safety throughout the food and drug supply chains
reflects the FAO's Codex Alimentarius standards, which focus on food safety, labelling, and
fair-trade practices across the supply chain. The implementation of digital traceability
systems is in line with FAQ's emphasis on transparency and traceability to improve food
safety and consumer trust. Moreover, RFDA's focus on quality control aligns with FAO's
guidelines on Good Agricultural Practices (GAP) and Good Manufacturing Practices (GMP),
which ensure that food production and handling minimize health risks. RFDA’s efforts to
collaborate with local and international partners also resonate with FAQ’s sustainability
standards, which promote global cooperation to secure food safety and agricultural
sustainability. By adhering to these international regulations, RFDA not only enhances local

5 https://faolex.fao.org/docs/pdf/rwa210403.pdf
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food safety and pharmaceutical standards but also strengthens Rwanda’s alignment with
global food security and health goals.

2.2.11 Alignment with ISO certifications ISO 22000/ 1SO 9001 for food safety management
systems.

The strategic Objective to achieve required ISO certifications within RFDA’s framework
aligns with both FAO and WHO global strategies focused on enhancing food safety
standards and quality control. FAO promotes the adoption of Good Manufacturing
Practices (GMP), Good Hygiene Practices (GHP), and other standards aligned with 1SO
certifications to ensure safety and quality throughout the food and pharmaceutical value
chains. Achieving ISO certifications, such as ISO 22000 for food safety management systems
or 1SO 9001 for quality management, is crucial for RFDA to meet internationally
recognized benchmarks of operational efficiency, traceability, and compliance with global
food safety regulations. This effort mirrors the FAO’s commitment to improving

production systems and ensuring global food security through rigorous safety and quality
standards

2.2.12 Alignment with Food Safety Strategy for Africa 2022-2036

The Rwanda FDA Strategic Plan is well-aligned with the Food Safety Strategy for Africa
2022-2036, reinforcing the continent-wide effort to enhance food safety systems and
public health. Under Law N° 003/2018 of 09/02/2018, Rwanda FDA is mandated to
protect public health by regulating processed foods, among other critical products. This
mission directly supports the objectives of the African strategy by strengthening national
food safety systems, enhancing regulatory frameworks, and promoting safe agricultural
practices. Rwanda FDA aligns with the objective to strengthen research, innovation,
technology development, and transfer by promoting cutting-edge research and
innovations that improve food safety practices and technologies. Rwanda FDA’s
commitment to rigorous food safety regulation and its focus on capacity building,
surveillance, and risk management align with the broader continental goals of reducing
foodborne diseases, ensuring the integrity of food products, and facilitating safe trade
within and beyond Africa. It also aligns with the objectives to improve trade and market
access and establish and strengthen coordination mechanisms by ensuring that food
production and distribution systems meet safety standards, thus facilitating better market
access and coordination at various levels. Through its regulatory activities, Rwanda FDA
plays a vital role in advancing food safety in Rwanda, contributing to the overall success
of the Food Safety Strategy for Africa.

2.2.13 Alignment with United Nations Sustainable Development Goals (UN-SGDs)

The United Nations Sustainable Development Goals (SDGs) are a set of 17 interrelated
global goals adopted by the United Nations in 2015. The SDGs provide a shared blueprint
for peace and prosperity for people and the planet, now and into the future. They are
designed to be a "blueprint to achieve a better and more sustainable future for all.” The
Rwanda FDA's mandate includes regulating human and veterinary medicines, vaccines, and
other biological products, which directly contributes to ensuring access to quality essential
healthcare services and medicines. The plan's focus on strengthening regulatory systems
and compliance, as well as enhancing oversight to ensure product safety and effectiveness,
aligns with the goal of promoting healthy lives and well-being for all (SDG 3: Good Health
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and Well-being). Additionally, the strategic plan's focus on research, development, and
digital transformation indicates a commitment to promoting innovation and building
resilient infrastructure within the food and drugs regulatory sector, which aligns with SDG
9: Industry, Innovation, and Infrastructure. The plan's coverage of the food sector, tobacco
and tobacco products, traditional medicines, and medicated cosmetics and household
chemical products suggests an alignment with the goal of ensuring sustainable consumption

and production patterns

(SDG

12: Responsible Consumption and Production).

Furthermore, the strategic plan emphasises the importance of strategic partnerships and
stakeholder engagement, which is crucial for the successful implementation of the plan and
the achievement of the SDGs, aligning with SDG 17: Partnerships for the Goals.

2.3 Rwanda FDA’s Aspirations

National Strategic | RFDA Objectives What Needs to be done

Aspirations Aspirations

To be a leading bio- | To Establisha | (a)  Achiev | v Strengthen legal frameworks of

manufacturing centre in | Fully e WHO Rwanda FDA.

Africa Functional ML3, ML4, | v Implement a Quality Management

HSSP VvV Pillar  5: | Regulatory and WHO System, and risk management for

Research, Innovation, | System Listed adaptability.

Bio-manufacturing, Globally Authority v’ Meeting the criteria and standards

Regulation and | Recognized (WLA) by set through the WHO Global

Digitalization 2029. Benchmarking Tool (GBT).

Vision 2050 Pillar 2: v'Meeting the FAO-WHO food

Competitiveness  and (b) Compl standards.

Integration; A y with FAO- | v' Achieving 1SO 17020 certification

diversified economy WHQO food for food controls.

built  upon  future standards. v Obtain required 1SO for the

industries laboratory and process

NST-2 Goal 4: Made in (0 Achiev certifications.

Rwanda e required | ¥ Standardize regulatory processes
ISO and adopt a risk-based approach.
certifications. | v" Enhance staff skills through training

and foster a culture of innovation
to build expertise in all regulatory
areas, as well as in regulatory
science.

v'Invest in infrastructure and
technology for efficient regulatory
operations.

To become a | Scale up | Develop a | v Develop required capabilities to

knowledge-intensive current competitive provide oversight of emerging

economy in Africa institutional | agri-food and technologies and new therapies

- Vision 2050 Pillar 2: | capacity to | pharmaceutic (nanotechnology-, cell, gene-based

Competitiveness  and | build a | al industry etc.) and new components in the

Integration; Knowledge- | sustainable regulatory domain such as local

intensive economy workforce production, supply chain to
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- NST-2 Goal 6: support the bio-manufacturing and
Developing skills for the food industries.
future. v'Develop  required regulatory
- HSSP V Pilar 5: capacities to support establishing a
Research, Innovation, modernized and competitive agri-
Bio-manufacturing, food industry in Rwanda.
Regulation and v' Attract and retain a sustainable
Digitalization critical mass of skilled staff,
including engaging diverse
workforce.
v'Develop a lifelong learning
program and competency
development mechanisms.
v Develop talent acquisition
programs.

v'Implement career progression and
staff mobility systems.

v’ Establish institutional linkages with
international  stakeholders like
BioNTech, African Medicines
Agency (AMA), and African
Pharmaceutical Technology
Foundation (APTF).

v" Implement continuous professional
development programs for
Rwanda FDA staff and healthcare
providers.

v Enhance infrastructure and
resources for training programs for
both Rwanda FDA staff and health

and Advocacy

providers.
Establish v To ensure that Rwanda FDA has an
organisational Adequate, Competent and
Excellence Motivated Workforce.

v To Enhance Resource Mobilization

and Prudent Financial
Management.
v'To enhance Corporate

Governance Practices.
¥ Enhance Brand ldentity, Awareness
and Customer Satisfaction.

To achieve universal
health coverage

- Vision 2050 Pillar 1:
Human Development;

Enhance
Rwanda
FDA’s linkages
with
multinational

To position
Rwanda FDA
in the Heart
of the
National

v'Build and strengthen partnerships
with international health research
centres.

v’ Strengthen Rwanda FDA’s
regulatory services provided to
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Universal access to high | Health and | regulatory research hubs such as IRCAD,
quality health care Research and research Rwanda Heart and Research
- NST-2 Goal 3: Open | Centres hubs hosted in Centre, etc.

for business Rwanda. v Collaborate with AMA, APTF and
- HSSP V Pillar 2: Health ABl, as we as with research
Infrastructure institutions like the University of
Modernization Rwanda, VI, etc. for health
- HSSP V Pilar 3: studies.

Quality of Care Based

on Primary Health Care

To become a regional | To Strengthen v'Review and update regulatory
logistics hub Significantly | Rwanda frameworks to align  with
- Vision 2050 Pillar 2: | Improve FDA’s international standards.
Competitiveness  and | Value-Chain | oversight on | v Establish strategic partnerships with
Integration; Management | food and drug local and international
Competitive value chains organizations, international
manufacturing anchored education & research institutions,

to a regional hub

- NST-2 Goal 3: Open
for business

- HSSP V Pillar 5:
Research, Innovation,
Bio-manufacturing,
Regulation
Digitalization

and

and regulatory bodies.

v Facilitate workshops for
stakeholders on quality assurance
best practices.

Implementati

v Develop and deploy a centralized

on of digital digital platform for supply chain
traceability tracking. :
systems that | v Implement digital traceability
can monitor systems for efficiency, traceability,
and track and safety.

products v Train stakeholders on the use of
throughout digital systems for tracking and
the supply reporting.

chain

Enhancing the | v"Conduct regular audits and
quality inspections to ensure compliance
control with quality standards.

measures  at
each stage of

v Improve quality control measures
at each stage of the supply chain.

the value | v Implement a  comprehensive
chain, from quality management system
production (QMS).

and v Facilitate workshops for
processing to manufacturers and distributors on
distribution best practices in quality control.
and retail
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Enhance
Research and
Development

v Enhance Rwanda FDA’s research
and development capabilities.
v Increase funding for research into

local health challenges and
To develop a solutions.
knowledge v’ Establish partnerships with
centre for academic and research institutions
health  and for collaborative studies.
health v Promote innovation in health
sciences technologies and practices.

v Invest in research facilities, building
on existing laboratory
infrastructure

To achieve a digitalized | Leveraging Implement a| v"Modernize regulatory processes
economy and e- | technology digital through  digital tools and
Government services /digitalizatio | transformatio technologies.

- Vision 2050 Pillar 4: | n for efficient | n to optimize | v Build digital skills capacity of staff
Innovations and | services processes and at all levels.

Technological performance | v Implement centralized digital
Advancement through the platforms for regulatory
- N§ST-2: ICT Hub and use of IT tools management.

Knowledge-based and other | ¥'Invest in IT infrastructure and data
Economy technologies. management systems to support
- HSSP V Pillar 5: service delivery.

Research, Innovation, v'Foster a culture of digital
Bio-manufacturing, innovation and continuous
Regulation and improvement within Rwanda
Digitalization FDA.

Table 3: Rwanda FDA Strategic Aspirations

2.4 Sectorial Analysis and Harmonisation with Rwanda FDA Strategic Priorities

2.4.1 The Food Sector

In 2010, the global burden of 31 food hazards was found to be 33 million DALYs (A.H. et
al., 2015)¢. Children under five years bore 40% of the burden. The global burden of animal
source foods (ASF) was 168 DALYS per 100,000 population (Li et al., 2019). Foodborne
diseases in low- and middle-income countries cost about USD 110 billion a year with sub-
Saharan Africa (SSA) accounting for US $16.7 billion (Jaffee et al., 2019). Foodborne
diseases are a significant health concern in Rwanda, with diarrheal diseases among the top
causes of morbidity and mortality, particularly affecting children under five. A WHO/Joint
External Evaluation in 2018 highlighted that 83% of diarrheal diseases in the past five years
were related to food and waterborne illnesses such as typhoid fever, shigellosis, cholera,
and food poisoning. This situation underscores the need for a robust food sector regulatory
environment to ensure food safety and public health. Rwanda's food sector regulation has

SAH,H., MD,K,PR,T., HJ,G., T,H., & Lake RJ, et al. (2015). World Health Organization global estimates and regional
comparisons of the burden of foodborne disease in 2010, PLoS Medicine, 12(12), e1001923.
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significantly evolved, with the Rwanda FDA playing a crucial role under Law N° 003/2018
of 09/02/2018. The Authority has made strides in improving regulatory compliance,
increasing facilities operating under good manufacturing practices (GMP) from 250 to
above 1,000 and developing a licensing scheme for food manufacturers. Despite these
advancements, challenges such as instilling a stronger food safety culture among
manufacturers, addressing unapproved water sources, and improving under-resourced
inspection systems remain. The Authority aims to enhance regional coordination on food
trade and standards and further develop its organisational capabilities, including process
automation, I1SO certification and attaining ML4 status and FAO/WHO food control system
assessment.

2.4.2 The Pharmaceutical Sector

The WHO sets global standards for pharmaceutical regulation to ensure the safety, efficacy,
and quality of medicines. WHO guidelines cover Good Manufacturing Practices (GMP),
Good Storage and Distribution Practices (GSDP), Good Clinical Practices (GCP),
pharmacovigilance, quality control, marketing authorization, and regulatory oversight,
aiming to harmonise practices worldwide and combat substandard and falsified medicines.
Initiatives like the International Conference of Drug Regulatory Authorities (ICDRA) and
the Prequalification Program facilitate international cooperation and strengthen regulatory
systems in member states. In East Africa, WHO regulations have significantly shaped
national pharmaceutical policies and enhanced regulatory capacities, and capabilities.
Countries in the region, including Kenya, Uganda, Tanzania, Rwanda, and Burundi, have
collaborated under the East African Community (EAC) to harmonise pharmaceutical
regulations through the East African Medicines Regulatory Harmonization (EAC-MRH)
program. Rwanda's pharmaceutical sector, though relatively small compared to larger
African economies, has been steadily growing with public and private investments. The
government is committed to improving health outcomes and reducing disease burdens by
ensuring access to safe, effective, and affordable medicines. With over 99% of
pharmaceuticals imported, efforts are underway to build local manufacturing capabilities
through special economic zones offering incentives

2.4.3 Regulation of Tobacco Products in Rwanda

The regulation of tobacco products has evolved globally due to the significant health
hazards associated with tobacco use, which the WHO identifies as one of the leading causes
of preventable death, causing over 8 million deaths annually, particularly in low- and
middle-income countries.” Tobacco-related diseases, including cancer, cardiovascular, and
respiratory conditions, pose a substantial global health burden. The Rwanda Non-
Communicable Disease Risk Factor Report highlights use of tobacco products as a leading
risk factor for non-communicable diseases (NCDs) in the country.® Many countries,
including Rwanda, have enacted stringent tobacco-products use regulations. These typically
cover advertising restrictions, packaging and labelling requirements, taxation, and smoking
bans in public areas. The Rwanda FDA, under Article 9 of Law No. 003/2018, issued new
regulations to strengthen tobacco product control, focusing on processed tobacco goods

7 World Health Organization (WHO). (2021). Tobacco. https://www.who.int/news-room/fact-sheets/detail/tobacco
& Rwanda Ministry of Health. (2015). Rwanda Non-Communicable Diseases Risk Factors Report.
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like cigarettes and smokeless tobacco products. These new regulations specifically target
the quality, safety, and packaging of these products, ensuring they comply with
international health standards. The measures include mandatory graphic health warnings
on all packaging, clear product labelling, and strict oversight of the importation and
distribution of tobacco products to minimize their impact on public health. The Ministry
of Health, through its Tobacco Control Unit, enforces measures aligned with the WHO
Framework Convention on Tobacco Control (FCTC), to which Rwanda is a signatory.?
These measures include banning tobacco advertising and requiring graphic health warnings

on packaging. In 2022, the Rwanda FDA issued new regulations under Article 9 of Law
No. 003/2018 to strengthen tobacco control.™

2.4.4 Regulation of Traditional Medicines

The WHO emphasises the role of Traditional, Complementary, and Alternative Medicine
(TCAM) in global healthcare, aiming to integrate it into health systems while ensuring safety
and efficacy. The WHO Traditional Medicine Strategy (2014-2023) recognizes that TCAM
usage varies widely, from 24% to 71.3%, influenced by cultural acceptance, accessibility,
and integration with conventional healthcare. In East Africa, TCAM is crucial, especially in
rural areas with limited access to conventional medical facilities. While some countries are
working to regulate and integrate TCAM into formal health systems, challenges like
regulation gaps and quality assurance remain, necessitating further research on its safety
and efficacy. The regulation of traditional medicines has advanced with the establishment
of the Rwanda FDA and the Rwanda Standards Board (RSB), guided by the National Policy
of Traditional, Complementary, and Alternative Medicine (TCAM) of 2019. However,
concerns about herbal medicine safety persist, such as unclear expiration dates and
inadequate dosage instructions. Initiatives like the Phyto Social Enterprise Project (POSE)
by the National Industrial Research and Development Agency (NIRDA) aim to modernise
herbal medicine production and ensure adherence to Good Manufacturing Practices

(GMP), with ongoing efforts to integrate traditional medicine effectively into the national
health system.

2.4.5 Regulation of Veterinary Products

In 2019, the global burden of livestock diseases and inadequate veterinary care was
substantial, with economic losses reaching billions of dollars annually. Veterinary products,
including pharmaceuticals, vaccines, and feed additives, are critical in managing animal
health and preventing diseases. The global market for veterinary pharmaceuticals was
valued at approximately USD 40 billion in 2020, with expected growth driven by
increasing demand for livestock and pets, advancements in veterinary medicine, and rising
concerns over animal health. In sub-Saharan Africa, including Rwanda, veterinary products
play a crucial role in controlling livestock health, health, which is vital for food security
and economic stability For instance, the economic burden of livestock diseases in Africa,
like Foot-and-Mouth Disease (FMD) and African Swine Fever (ASF) is significant, with
estimates suggesting that livestock diseases can cost these regions billions annually in terms

° WHO. (2015). WHO Framework Convention on Tobacco Control
10 Rwanda FDA. (2022). Regulations governing licensing to manufacture, import, and sell tobacco and tobacco products.
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of lost productivity and increased veterinary costs." The regulatory framework for
veterinary products in Rwanda has seen significant developments in recent years. Under
the powers conferred by the Law N° 003/2018 of 09/02/2018, which establishes the
Rwanda FDA, regulations governing veterinary products have been put in place. These
regulations, adopted in 2022, are designed to ensure the safety, efficacy, and quality of
veterinary medicines and vaccines. They include provisions for the licensing and registration

of veterinary products, as well as monitoring their use to prevent issues such as drug
resistance and contamination.’?

2.4.6 Regulation of Cosmetics and other public heath Chemical Products

The regulation of medicated cosmetics and household chemical products is crucial for public
health and safety, with global frameworks becoming increasingly harmonised to ensure
these products' safety, efficacy, and quality. Key regulatory bodies like the U.S. Food and
Drug Administration (FDA) oversee cosmetics under the Federal Food, Drug, and Cosmetic
Act, with the U.S. cosmetics market valued at approximately $93.5 billion in 2020.
Similarly, the European Medicines Agency (EMA) regulates medicinal products, including
medicated cosmetics, under the EU Cosmetics Regulation, with the EU cosmetics market
worth about €80 billion in 2020." In Sub-Saharan Africa, the regulatory landscape for
medicated cosmetics and household chemical products is diverse, with varying levels of
regulatory maturity and infrastructure.' Initiatives like the African Medicines Regulatory
Harmonization (AMRH) aim to harmonise medicines regulation across Africa, with the
African pharmaceutical market projected to reach $70 billion by 2030. The East African
Community (EAC), which includes Rwanda, works towards harmonising pharmaceutical
regulations and launched the Medicines Regulatory Harmonization Initiative in 2018 to
streamline regulatory processes.

2.4 SWOT Analysis

These SWOT analysis highlights Strengths and Opportunities the Authority can leverage
and exploit to overcome the Weaknesses, and Threats in its operating environment for
effective strategy implementation and ultimately the realisation of its statutory mandate.

STRENGTHS

Legal Mandate: The Authority was established vide Law N° 003/2018 of 09/02/2018 giving a

strong legal basis for operating and support bolster strategic implementation and regulatory
effectiveness.

" otte, J., Roland-Holst, D., & Ly, M. (2021). The economic impact of livestock diseases in sub-Saharan Africa. Preventive
Veterinary Medicine

12 Rwanda FDA. (2022). Regulations governing the licensing, registration, and control of veterinary products.
13 Statista. (2021). Cosmetics market value in the U.S.

14 Cosmetics Europe. (2021). Cosmetics and personal care market overview.

15 East African Community (EAC). (2018). Medicines Regulatory Harmonization Initiative.
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Governance and leadership: The Authority has a qualified, competent and proactive Board in
charge of governance issues. The Authority is also characterised with well-established internal
governance structures and an enabling governance framework.

Strong workforce: The Authority enjoys progressive leadership from a well trained and
experienced management team committed to building a leading and sustainable institution.
Rwanda FDA has a competent, motivated and committed workforce committed to teamwork,
to execute its mandate efficiently and effectively. Continuous recruitment, training and
motivation '
Functional ICT Systems and Platforms: Rwanda FDA has made significant investment in a
number of ICT infrastructure, platforms and systems. Some of the ICT systems are at the
development stage and need finalisation while some could require integration.

WEAKNESSES
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comphance issues. j e
Cyber-security and other Digital Platform Threats: Rapld advancernen s in techr og
dual threat: the need to constantly update regulatory frameworks and the nsk of :
compromlsmg data m’cegrlty and operatlonal eff' aency :

lmpede publtc use of Rwanda FDA drgltal pIatforms and se_ ) Vi

Global Health Crlses Pandemlcs can ovenuhelm regu[at ]

effec’clvely

OPPORTUNITIES

Global Best Practice Benchmarking: Rwanda FDA can benchmark with leading global FDAs
through adoption of global best practices in regulation e.g. Capability Maturity Model
Integration (CMMI).

Government strong commitment and support: Government's strong commitment and legal
support provide a solid foundation for Rwanda FDA’s regulatory effectiveness and strategic
growth.

Technology Enhancement: There are opportunities for systems integration and enhancement.
Reliance and Recognition Mechanisms: The reliance on reports and assessments from other
countries for certain regulatory decisions underscores the need for more robust internal capacity.
Building this capacity would enable Rwanda FDA to independently assess products, enhancing
the reliability and efficiency of its regulatory activities.

Regulation of Traditional, Complementary, and Alternative Medicine (TCAM): The
establishment of the African Medicines Agency (AMA) in Kigali presents an opportunity to
regulate and promote TCAM.

Technological Advancements: Rwanda FDA can integrate existing systems through an array of
API and other technology tools to enhance access to and functionality of its current and future
technology systems.

Regional Integration: As East African countries work towards greater economic integration;
Rwanda FDA can benefit from harmonisation of food and drug safety regulations. Initiatives
like the EAC Medicines Regulatory Harmonization can standardise regulations, facilitate trade
and improve public health outcomes across the region.

Strengthening Local Manufacturing: Supporting local manufacturing of regulated products is a
significant opportunity to ensure the availability of affordable and quality medicines. This can
reduce dependence on imports and enhance national self-sufficiency in healthcare.

Partnership Strengthening and Stakeholder Engagement: Collaboration with various
stakeholders, including the Ministry of Health, Rwanda Biomedical Centre, international
organizations, development partners, global regulatory bodies (WHO, WTO) etc. can enhance
its ability to discharge its regulatory functions.

Consumer Education and Engagement: Expanding consumer education initiatives can empower
the public with knowledge about food and drug safety. Engaged and informed consumers are
more likely to comply with regulations and report safety issues, improving overall public health
outcomes.

Investment in Research and Development: Encouraging research and development in food and
drug safety can lead to innovations and improvements in regulatory practices.
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Hosting of International, Continental and Regional Agencies: African Medicines Agency (AMA),
sionTech MRNA Vaccine Manufacturing Facility, Rwanda, The African Pharmaceutical Technology
Foundation, The International Vaccine Institute (IV1), The Rwanda Heart and Research Centre,
IRCAD (Research Institute against Digestive Cancer) Africa, etc.

Table 3: SWOT Analysis
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CHAPTER 3: STRATEGIC MODEL

3.1 Core Values

The conduct and performance of the Authority is underpinned by five core values:

Siving for Innovation to create value for
our stakeholder and other interested

parties

Figure 2: Rwanda FDA Core Values
3.2 Quality Policy Statement

Rwanda FDA is committed to consistently provide the highest quality of regulatory services
that meet customer and statutory requirements by implementing a Quality Management
System that complies with 1SO 9001:2015 requirements.'¢

3.3 Strategic Priority Areas (Themes)

The Rwanda FDA has set 5 key priorities for the next five-years that speak to the strategic

interventions and objectives.
To Establish a Fully Functional Regulatory System Globally Recognized

Scale up current institutional capacity to build a sustainable workforce

To position Rwanda FDA in the Heart of the National Health and Research Centres
To Significantly Improve Value-Chain Management

Leveraging technology /digitalization for efficient services

Dok W

16 https://rwandafda.gov.rw/quality-management-
svstemn/#: ~:text=Rwanda%20FDA%20is%20committed%20t0%20consistently%20provide%20the.Man
agement%20System%20that%20compliesY%20with%201S0%209001%3A2015%20reguirements.
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Figure 3: Sirategic Priority Areas [Themes]

These thematic areas are based on the
Authority’s strategic intents, historical
assessments/evaluations as well as
business environment dictates
(including the legal framework). The
section below details each priority
area with the respective strategic

objectives and interventions. A
separate annual work plan will be
developed detailing the strategic
interventions that will be

operationalized over the five-year
implementation period.

RFDA Aspirations

Objectives

To Establish a Fully Functional
Regulatory System Globally
Recognized

a. Achieve WHO ML3, ML4, and WHO Listed Authority (WLA)
by 2029

b. Comply with FAO-WHO food standards.

¢. Achieve the required 1SO certifications.

Scale up current institutional
capacity to build a sustainable
workforce

a.Develop a competitive agri-food and pharmaceutical
industry

b. Establish organisational Excellence and Advocacy

To position Rwanda FDA in
the Heart of the National
Health and Research Centres

Enhance Rwanda FDA’s linkages with multinational regulatory
and research hubs hosted in Rwanda.

To  Significantly  Improve
Value-Chain Management

a. Strengthen Rwanda FDA's oversight on food and drug value
chains

b. Implementation of digital traceability systems that can
monitor and track products throughout the supply chain

c. Enhancing the quality control measures at each stage of the
value chain, from production and processing to distribution
and retail

d. Enhance Research and Development

e. To develop a knowledge centre for health and health
sciences

Leveraging technology | Implement a digital transformation to optimize processes and
/digitalization for efficient | performance through the use of IT tools and other technologies.
services

Table 4: Strategic Priority Areas/ Themes Description

27 | Page

oo




~2)

a8¢ed | 8e

snon €/9 ‘sjuawedaq ‘ad1pead|ewl pasnpay 'spiodal | tSUOIsSIW JUBLLBIIOUS puR
upuod | ‘/$2'280's | pood /s8nugq -aoueljdwod panoidwy | pue suoissiw uoipadsu | aduel|dwod Jen8as pnpuon | HusWEdIOjU]
pue ‘Sujsuad)
*$SaUBAIIDDY)D 'saoipeud )saq pue ‘uolpadsu]
snon 0 o0 | pue Aouspiye |euonesiueliQ- | “jiomawely Alojensal | saullaping ‘suoisinoad e8] | ‘uoneaisiday
unuod | 86°209'991 | 1e8s1/o210 LI -aoueldwiod [e8a1- | pue Asnjod 15| parepdn | *1D] uswajdwy pue jdopy uayjduaais
'620Z Aq (V1) Asoyiny
paisT OHM B Jo snjeis
Ajtoyine ay} analyoe o3 dewpeod
AJoje|ndal paziudodal Jpajuawaldwy pue | auedwod  (18D) |oOL
6202 0 juswedaq | [ruoleulal]  smiels YA\ | padojaasp  dewpeoy | Bupjewiyduag |Bqo1D OHMX\
Ag | 00'00€'z6S | s8nua pue SWD | anaiype o3 Aydeded padueyus aoueldwon 190 OHM\ | anisuayaadwod e dojanag
'620C
"BV sassacoud | Aq pIN PUB $Z0Z Aq €TN
juawinedaq Ui yad Suipes| e se uopudoday jpue Ajeded Aloje|n8al | Suutejutew  pue  3ujujeie Va4 Bpuemy
6202 0 s8niq -aoueldwod pasueyua pauayiduays o3 Buipes| |Joj  sjuawalnbay ay} Aq  paje|ndal
Agl 11'szb'seg | pue s3¥ ‘SO jpue  uope|n3ai pauayiduauns fp pue g sjaasT Apaniely | yim Ajdwod pue oy Ajddy o EMM_M_MHM
eI *13}1BYD 13WOISND pue ‘Ayjenb
6202 s | u1yg4 Buipes) e se uoudoday | pajepdn  pue  sy1S “Arages
Jaq WO/siuawiedag *salll)} uoneaisi3al paonpay *sauljapIng pue 9y} ainsua O}
wa’aQ Z | poo4 /s8nuq/ | reouendwos pue juawadlogua | saunpedoid  ‘sjodojoud 'sassapoad | SWsjUeyoaw
Ag | 6+'806'65Z | @2MO [e8a7 | Atoje|ndas paoueyug | uonensiBas  pajepdn | Adojendas  [|le auljwiealls aouej|duiod
Jadoid yym
S ‘ao1peldjew paonpay sauj|aping pue
IWO/siuawpiedaq | "epuemy Jaiyieay e o3 Sulpea) 'sjuswIndop sy domauie.y
9zZ0¢ 9 s8n1q/poo4 | asueldwod pue jusWSI0§UL "sJUaWNIo(] | pue sylomawelq Aloje|ngal Asoje|ngdal
Ag | 66'TSs L1y | ‘OO |e8a1 | Adoren3au pasueyug | Aloje|n3day pajepdn | a1epdn pue mainal *dojanaqg aoueyug
awey (4wy) saA3(qoO
awyl 198png Ajiqisuodsay awodInQ papadxy mndino papadxy Alnlpy o18aje4)s

wajshs AlojenSay paziudoday Ajjeqolo |euoipung Ajng e ysijqeiss — | ealy Aong 213

Jajeais 4 a|qeL




he]

uawpedaq 'sponpoad
6Z0T $adIAIBS ‘uopenBaa | |eo18ojolq  jo  Adedlye 'suoldUNyg
Ag | 821°LE01€L Asojeioqet | pue Ayoedes Suilsey pasueyuy | pue  Alages  ‘Apjen) | asesjad 30| B ysiqeis3
‘spaepueis
‘04D/iuswyiedaq |euoljeUIB}UL SEET
820C 1%9" LRIV ETy ‘uolie|ngas ‘AJojeroqe| | 3eyr Alojeloqe|  udepowl
Ag | £8¥'626'0l Asojeroget | pue Apoede> 3unse) padueyuy | snopoeds ‘ulapoy | e dinba  pue  jpnusuod

*Ajl|ejiowl paonpay

sageino/uodnisip jiomaluedy/Agaledns
uolsialp | uieyd anjea aonpay | asuodsau Aloje|ngdaua lomatuedy
9202 /| |eus [eoup pue a 'sanssi/sysi | pue uopalap | asuodsas  Acuadisws  pue
Ag | 86'656'¥zZl | duenBinooeuweyq | Buidiaws 03 asuodsald Ajpwi] | dsu yyeay Aleg | Buluzem Alea ue ysiqeisy
"pajuswia)du ‘wdjsAs uiuiem
‘uoisinIp "ao|pead|ew pacnpay | pue padojanap | AlJes ue  Buipnpur  ueld
Gz0T L | (e [e2wp pue a "yjeay d1gnd pasueyua pue | uejd asue|iSinodeuwlieyq | soueidinodeweyd |euoleu
Ag | ¥¥'002°80% | duepBinodoewaeyy | asuejiBinodeweyd s|qeureisng JeuoyjeN | juawajdwi  pue  dojansq

‘uonealjow

JJB)S puB JUSBWSDIOJUS

SpUN Atoje|n8aul Jo

A 0 | ssauisnq Jayjo e ‘ao1peadjew paonpay | Aljenb ur Juswaacadw)
[lenuuy | 02'0F£'928 | snid ulwpy ¥ dH "aoue|jdwod pasueyuy | "pauled; jjeis Jo Jaquunp ‘Buipjing Ajpeded Jyeis

*Alsno . ; A

e swiaysAs pue SWI9ISAS 21eMOs
._ucm 6 "ANlIqeIRI/AdUaID1y)a | a4eMOs  aInPNUIsEIUL | puR auninaisesul | D] Jayjo
G ‘Ajjgenal susA ajenba azjjeuopjelado pue adinbo
| teop | 82°b96'668 | WO LI/OAD | A JEs Al ks P 4
"201pridjew paonpay ‘uolpadsul ‘Buyeayp aoueydwod
snon Z ‘aouel|dwod panoadw | pue Bunsay Joy | pue 3uisal 40y saidojouyday
upuod | 16'6£0°€€8 pue uopen8ai  padueyuy | saldojouysa) pue $|oo] | Juadyns uj 359AU|

o8ed | 62




(os)

a8ed | 0€

Ajsnonuiuo) 0 O4D/UIwpy | 3210p10M pagesua | 1ey) A3ajedls yswaSeuew | 3nqoy e juswajduw
pue Hzoz Ad| 00'0S.°'891 | pue UH | pue pajeallow | 1uaje: anlsuayaidwo) | pue dojana@
*aDIOPOM\
‘sapuajadwod paieAllow
paiinbal ay} ynm pue juajadwo)d
‘ooueuniopad | sjana]  Sulyess eundo | -juawssassy Apoeded ‘ayenbapy ue
Ajsnonuiuo) 000" O4D/uluipy | [ewndo pue s[pA3) ‘ug|d | uewny  [euonnisul | sey YQd epuemy
pue 6zoz Ag| 000°'000°'GY | PUe ¥MH | Buiyeis ewndQ | o/ 82inosay  uewnH | ue pnpuo? | jeyr ainsuj oL
sanAa(qo
awea] aw ] 198png | Aujiqisuodsay | awodINO papadx3 indino papadxy Alnpy J18aje11S
aolopjIoMm ajqeuteisns e pjing o} Aypeden [euolniisul JuUaLInd dn ajeds 0] — Z eaty Ajiold J189)e1)s :G a|qeL
| Baty Aol 21821eHS (6 3|GeL
"BLIDJID JUBWISSISSE
9202 8 ‘quawiedap | tsaoioead saq |euoljeUIBUl UO SUOIIRD1114D [O4IUOD | [OJIUOD pooy OHM
Ag | 18°L26'%0C pood | paseq wajsAs Alojen3al pood | pooy OHM-OV4 | -Ov4  unm  aduedwo)
‘aoue)|dwod ‘Allenuue
A 8/ AlojeinSal  pue  Aduapyje | pamaual pue pauleye ‘uoljedIHRD 1006
[lenuuy | 6°€1LY9€E°L SWD/O4D | leuonesado panoiduw | uonedyiad 1006 OSI | OSI UlRiURW  pue uleny
9202 8 -sanipoead Jsaq [euoljeulalul uo ‘papiaoad ad1AILs *UO1}BI1I1ID
Ag | 18'2z6'b0z | ueuiedap pooy | paseq sediAlas uolpadsu) pood | uonedied OZoLL OSI | 0T0LL  OSI 404 Alddy
Juswyedsp sallojeloqge ‘uoijedlyijenb-ald
G202 ¥ sao1Alas | vad epuemy woly | OHM UM Alojeloqe] ‘uoljeoyijenbaid
Ag | /8'c68'she AlojeioqeT | sinsad jo Adedlyye pue Acuapyyy | vad epuemy | OHM\ 10J Alddy
"$3D1AI3S
-uoIIUS02a) |BJUBUNUOD | JU3||adXa ‘padiewyduaq
‘Juawipledsp | pue diystapes| |euoiday ‘pasipJepuejs
6z02 9 $321A13S -uolje|ngaa | Suipinoud qel "uoljejpalide
Ag | 18'L26'¥0C Atojeioqet | pue Aedes Bunsay paoueyud | pappaine  GzoZL OS5l 9°l 6zoll OSl Jof Alddy




PBQ

aded _ 1€

‘Ajajes aoejddiom
pue  ‘yieay

Bupiendajes
‘JUBLLILOIIAUS

3ulnsus
2aAojdwa

"Ad11od (SH3)

Alajes pue  ‘yjesH
‘[erUBWIUOAIAUG
anlsuayaudwod

0 O4D/ulupy ‘Juswiuodiaua | a3yl pajoid o1|e yuawajdu]
Aisnonunuod [ 00°SZL'0T | Pue UH | oM ojes v [ Adtod sHI pauyap-|la | pue dojanag
‘uoloeysies
‘uonuajal pue | pue ‘jusawadedus ‘3ulaq "JuswiuoJiaug
0 O4>/uiupy | sjeiowr  aaAojdwsa | -Jjam aaAo)dwa sajowoad | Hi0/\ aansoddng pue
Alsnonunuod | 00'000°'6ZS | pue WH | Jo |ana] ySiH [ 1eyr aunyno>  aoejdyiony | @almsod e 8dueyug
"32J0pI0M Jjels
00 O4D/uiupy | pajeaiow pue ‘wajsAs uonuajal pue | asianlp a3edua pue
Ajlenuuy | 0‘szz‘zl6'l | pue uH | ‘ejenbape  ‘*ajqeis | JuswINIDAL RIS 2AID3YT | Ulelad ‘HNIDAL ‘PDRilY
'sue|d yuswdojanap 2Ny n>D
00 O4D/uiwpy | “juawdojanap pue | pue Sujuaea) [ Juswdolanaq pue
Allenuuy | 0°062'6Z1'E | pue WH | Buluiea] snonupuod | aanynd [euoljesiuediQ | Bululea] e ysijqelsy
A3ajears
3ulpjing Aypeden
anlsuayasdwor
000" O4D/ulwupy Jjeis Juaradwod A3ajens 3ulpjing | e juawa|dw)
Allenuuy | 000'000°0F | pue uH | pue pepps AlySiH | Awoeded  aalsuayasdwo) | pue dojanaq
‘Butuue|d uolssadns
pue ‘Juawadeuew
‘s|eod aouewoysad
|euoljezijuelio ‘Juawdojanap
Buasiyoe | pue  Bulutesy  ‘3uipieoq A3ajealS
0} PapIWLWIOD 5] Jey} | UO ‘JuawpnIdal sapnpaul | jJuawadeuey  juaje]




b))

a8ed | ee

sa130jouy2a} mau

JO 3dueudURBW  pue ‘Aouapiyye
0 $3180|0UYDa} MaU JO | *Xijew adualadwod yeys | asn ay} uo Suiuled [euonesado
Ajsnonunuod | 00'000°621 O4D/1D1 | uondope paseanu | pue  ‘wesdord Bujuges] | yeis  PNpuod O mwo._n_E_
saiSojouypay | PUE  UMOjsuel
SuiBlawa  Apuapl Alsnonuyuod
‘uolsIniq Aduapiyye ‘paJinbal sa%nosal pue | pue souew.opad | OF  saldojouyday
SWO/UIWpY [euopetado | saunawn ‘sdas SUIUIFNO | MalABL O} sjuduissasse | MaU ydope
Allenuuy | 052°106'86 | pue H panosduw | ued anlsuayaldwo? | sejn3dal pnpuo) | pue  3a8emnodul
'sa18a)e4)s
*$324N0s34 XIdVD ‘uejd pue A3ajeuis uonesyjiqow
Allenuuy | 000'0S£'98 $3U/04D | pue X3dO 21enbapy | uopestjiqow 82JN0say | a24nosal asueyug
'$321A135 pue spoos3
Jo juawaindoad
apye
2O | ‘Alpwr  pue  sme] ‘uejd juawaunodoud
0 JuaWaINd0ly | Juawaindoid ay} [enuue  pajepl|osuod
Allenuuy | 00'GZE'61L /04D | ynm  aoueydwo) | ‘ue|d juawaindoud [enuuy | e puawajdw)
"sadjdeId
*$324n0sal 'sue|d juswiaBeue
|lepueuy  ajenbapy | uonesiiqow a04N0saY ‘sue|d uones|jiqow [epueUlq
‘suejd juswiaindoad | 82inosal pue s}a3png | pue uopez)|iqow
0| O4O/mun I9NW sueid | 9 sue|d ylom | pajesdajul juswadu 2IN0sY
Ajlenuuy | 00‘00€°191 | pue  Bujuueld | Jiom pajes8aju| | ‘s128pnq pasiwa)l ‘jenuuy | pue dojanaq | adueyua ol
‘saaAojdwd Ayoeded dojanap 01
0 O4D/uwpy anlpnpoud ‘swia)sAs/ueld | swsiueydaw  Ajljrqow
Aisnonuiuod | 00'00€‘81L | pue ¥H | pue pagedug | juswa8e8ua  aaAo|dwi] | yels juawa|dw|




637

o3ed | €€

0S "DUO sU *aouedwod ‘ssauaseme | “sudledwied ssaualeme
Allenuuy | 1000091 | onesunwwo) | Asojendas  JaydiH | oiignd pasealou] | pue uoledNpa 21jgnd
‘uonoejsies
‘aoueldwod ‘ABajedss Jawosnd
Asoyen3aa paosueyua UOI1EDIUNWIIOD | PUB  SSBUIJBMY
Ajsnonuiuod 0| 'O4D/ @240 u | pue puelq ay} jo e juswa|dwii ‘Amuap)
pue cz0z | 00'sz9'06¢ | onesunwwod [ Ajiqisia - pasueyuy | “A3ajelis uoedUNWIWOD | pue dojpnaq | puesg  adueyug
‘sue|d
$3s14 JO |OJJUOD | uonEeSIIIW pUB JUBWISSISSE
Allenuuy | 000‘'002'96 | upny |eudaju) | pue Suniojuow | s snonupuod aduRINSSE MsiY
ue|d 218a1e43s 3y} ‘dS @41 Jo
Jo uonruawaldwl spoday TN MaIAal  [eula} pue
o4D an13034)7 i waj-piut - axepspun
u ‘spodaa |
\OOD\OD\%@#\@ e, wepd e Enuwy | 88 a3 jo Sunojuow
pue uonejuawa|dul
pue  Buuelq uejd uonoe pue jodal ainsuj
aouewopiad aduBUIBACD
04D/ 240 J[omauue.y
W1I3)-pu/Waa) 0 | upny  [euJalu] s ueld juswaSeuew juawageuew
-pPIW/Allenuuy | GZ°168°0€T O42/1D1 | a1e10diod  padnpay | sk pajepdn | fsu Malnal ol
*saolpoeld
sad1peld M3IAJI HIOMBWIR.Y 32UBUIDAOD)
0 O4D aoueulanod SJiomaules) aoueUIaN08 ajesodiod
¢zoz Ag | 00'0Z£‘051 | /utupy pue yH panoidwi] | a>ueusan03 pasinay | 1npuod 0] | asueyua ol
HEINERIETIE] *sassadold
pue Aduapyya |euoliesiuesio
Alsnonunuod 04D Jeuonesiuedio | *sassanoud [euoljesiueldio 24nyonaysal
pue 9z0zZ Ad| 00S'CI6'lLL | /UiWpY pue YyH pasueyuy painpnaissy  pue Mmalnay




a8e( _.vm

Z ealy A0 218218015 19 IGE]

‘uonen3aJ yjjeay pue
yyeay ul aduajadwiod

‘Sunanioejnuew pue adpajmouy
-0lq jJO uolowold ‘uoljeuliojul jeuoleu
‘qny agpajmous| e pue ajesodiod
se epuemy UOI}IsOd ‘lenpialpul Bupueyua
*saioead 10y sassadoud
yawaSeuew 'sassanoud | pue swoe|d qy
*Ajsnonuiuod 0 adpajmouy| pue | pue suwuojie|d ‘e[ndIIND | ‘BINdLUND ‘saSexuy| | @8pajmou se
pue | JaeaA | 02'95¥'298 | 04D/00a/0a | 88pajmous aoueyuy | ‘saedul| ‘sapl|od | *sayjod dojanaq | epuemy UORISOd
ol O4>/uoising "uolnoejsies "xaput Aaains 'sAanans uoloejsies
Ajjeluualg | 00020901 SIND | 4awolsn>  pacueyud | uoldeysijes J3WolsND | JIswoisnd  ajenspun
‘wajsAs Juawadeuew
‘O4D/uoisiag ‘uoloeRysIes ‘waysAs Juawadeuewl diysuone|as
9zoz A4 | 0s2'105'21e SINO | 4awoysno  pasueyug | diysuolejad Jawosny | Jawoisnd e juawajduw)
‘A8ajea}s
"AN|IqIsiA puelq ¥sD  |euonesiuedio
S| ‘Od4o/uoisinig | pue juawadesus ue juawiajdu
Allenuuy | 29°629'8p1 SWO |ongnd  pasueyuj ABajenis YsD | pue dojanaq
*aoueldwod
04D/ uoisialg | Atorendaa pasueyu] *A8ajea)s Juswadedua
ABajeais ‘Juawageldua Japjoya»eis
o wasAsodg Japjoyaiels ‘ABajed)s | e EINEY pue
Alleluualg | 29'sz1'9s¢€ Aloye|n3ay pasueyuj | juswagedua Japjoyaxels | Juawadul ‘dojanaq




(o)

a8ed | g€

suonnsul
yodeasal pue djulapede yieaH
Yum sjuswaalge 3y} usamiaq
*sdiystauyed anleloqge||od sdiysiaupieq
uolsial | pue uopen8as pauayidualls 's1aYjo pue °s
ABajelis ‘salijiqeded uopeaouul | pue ‘|gy ‘J1dv VAV
uoleloqe}|od
walsAsoog | pue Yoaeasal Japag [se  yons  suolnyisul
Aloje|ng8ay ‘Suipuny | uoyeaouul pue sqny ‘yuawdojanap pue yo.easal ‘so8exulT
Ajsnonujjuod 0s+'0 JISW | 1uawdolanap pue uoljeaouu) | Yaieasal  |euoljeudajul | Ul uolieloqe|jod pue diysaauyred [euolINIlsu]
pue 6zoz Ad| 0S'€6d | pue Buluueld | ‘yoleasal paseasou| | yim SNOW | |ruonINiIsUl uayjduasis 191504
‘uolje|n8al pauayjdualis
'sassanoad
Alojeinas  pue  ‘yoieasal
‘Ayjenb pnpoad padueyuj ‘pajqeus ‘uojjeaouul
00£'09 “H/uolsIAIQ ‘salpjiqeded uoieAOUUl | pUB paules} ‘pasiisuas | pue  ydaeasal  Japaq 04
Allenuuy | g*ogg'] SIWO | pue  yoleasas  panoadwy | ggeis  jJo Jaquunp | Jeis dqeus pue ules} ‘aspisuas
‘Anjiqeden
Asore|ndau pacueyuy ‘uoljeaouUl pue
‘Supjew | yoseasas oddns pue ‘uoljenouU] pue
Ajsnonupuod | 00S'00 ‘151 | uoispap  paseq  aduspiag | inds o3 saifojouyday | youeasal Unds o} sa130]j0uy23}
pue 9zoz Ag | 0'6/9'€ | /O4D/Buuueld "Juawanolduw snonuiuod | pue san|oRd | pue sanpey ulzpow Ul 3s3AU|
"juswageuew *suois|Iap
agpa|mou pasueyuy *sassanoud paseq
‘Ajiqede> | pue spnpoud -3duaplne
Atoje|n3aul pacsueyuj | anneaouul MaN ‘uoljeAouul| pue ayew
‘Bupjew juawidojanap ‘ydleasal plemal | pue ajeAouu}
*Ajsnonunuod 000" ‘un I9W | uoispap  paseq  aduaping swopeld | pue a8eunodua o3 swioseld pue [0} YdJessal
pue ¢zoz Ad | ozs'zg8l | pue Buuueld -juswanosdwi snonuiuoy) | pue Adjod uonesouu) | Jomawely Adjod e dojansq afetana
aAa(qO
awesq awy) | 188png | Auqisuodsay awoInQ papadxy indinQ papadxy Anpy pIEREARTY
Uoieasay YijeaH |euoleN Jo ueay ayj ul yQd epuemy UOHISOd — € ealy Anaoud o18ajenis 9 ajqeL



%¥9)

ad3ed _wm

. 000°0 Wia1sASO3 adedspue| yodeasal yjjeay . anleloqe||oD swunysoduwAs
[lenuuy : AiBIETBEY |euoiSal ay3 Ul Y4 epuemy | "pazjuedio swnisodwAs | uoljeAoull pue ydieasal ieay .
ce'Loy jo  Aupgisia padueyu3 | yoteasas yijeay [enuuy | [euolSas pue [euoleu azjuesiQ $3WO2INO
yieaH aliqnd
nun sUCHNHIsUL | pasoadw) Joy
.l Juoisialg | Supjew-uoisipap Aloje|ndal ‘leuoijesado pue | yoseasas ssoe  juswadeuewl uoneaouu|
czoz Ag omuo 0 ASajRaiS | pue Upaeasal JOj $saD0R pue | paysiigeiss  aseqeiep | a8pajmouy pue 3uneys ejep i
05165 wasAsod] | Juswadeuew ejep pasoidw] | yoaeasal yaeaH | aulweass 03 aseqeiep Ydiessal pue yp.easay
Ato3e|ngay aaisuayasdwiod e  ysiqesss YieeH
ysnoayy
‘uone|n3al paseq ‘pajuswa|duu aSpajmouy|
. -a3uspin2 Y3noayj sawodino SUOI}EPUBLILLIOD3 "s3uipuly ay}
snonuPuoD) o.oo.o Hun FIN pue yyeay ognd  panosdw | pue ‘paysiiqnd | 1uawiajdwll pue Ydaeasad _um__a%m RREEEIRS
Ob'LLE'L | Buluueld/O4D | ., o 3 . ) adueApy
plA2 JyIIUBIdS UO paseq | sdulpuly papnpuod | paseq-aduaping PNpuod)
Supjew-uoisipap  padueyug | salpnis Uoaeasay
uolisinlq *aoue)dwod
A3ajenrs pue yoJeasal adxueyua o} salpoq
wa)sAsoog swedoad | yoaeasas yieay |euoljeutajul
Atoye|n3ay ‘uolpuBonal | Yoseasal annedoqe|od [ A3y pue yQad epuemy ayi
000'0 | /nun I9W | [ruOIRLIAIUY pue | pue swoyield | usamiaq aBueyoxa a3pajmou’|
gzoz Ag | ¢i'z8p | pue  Buwuuelg | Ayoedes> yoieasal pasueyuj Suiieys-a8pajmousy| | pue  uoleIOoqe||0>  3jell|ide
uosinig *aoue)dwod
A8arens pue oJeasaJl a2ueyua 0} sa1poq
wialsAsod] swedfoad | yodeasas  yjeay |eUOlRUIRIUI Bupe
Atojen8ay ‘uoniuSodal | Yoseasas aaneloqe||od | Ay pue yQad4 epuemy  ayi -“Uoiired
0000 | /1un I9W | |ruOIIRUIBIUI pue | pue suiojeld | usamiaq aBueydxa a3pajmou Alojen3ay
9z0oz A9 | ¢/'z8y | pue  Buuuelq | Ayoeded yoseasal padueyuj Sulieys-a8pajmouy| | pue  uojjeloqe||od  ajel|ided paseq
-3oUapINg
nun Suuueld ‘sanljenul
Juolisiaig ‘pazjjeuoljesado | uoljeacuul pue ydaeasal yiesy dUEUS
ABajeals ‘yoaeasal yjjeay | pue pays|qelsa | [euoiSal pue [euoiieu 1oy juiod | OF SUCHNHEU]
000" waysAsony | Suijeurpiood pue SulpPnpuod | qnH YoJeasay | |04 & se anids 03 qnH Yodeasay ydleasay
9zoz A9 | 00Z'sLs Alojein8ay | 1oy Aypeded paseandu] | yyeaH vQad4 epuemy | yijesH paziejusd e ajeald | pue Alsnpu|




2

a8e(d _Nm

Aduapiyyg Aloe|n8ay | SNOW Jo uonejuawaldwy | aziuouriey 0}  salpoq
00 juawiniedaq | panoadw pue | pue uoljezo8apN | Atojendal |euC|RULIaIUI
snonupuod | 0'0S2'€ll s8nuQ | sialeg apel] padnpay | pue sadipeld 1sag pPadeys | Yilm  uoljeIOQR]||0D 493504
‘slaquiawl siaanjoejnueu
wea} Joy sanjiqisuodsad | 0} souepind pue
pue 59|04 Jea) | poddns  Apwy  Suipiaocad
juswiainbaa Aloye|ndal 'sauinbul | pue  adueisisse  Alojen3al
0se uswpedaq | yum siaanpejnuew | Alojendas SBuypuey oy | a8euew 0O} YQ4 epuemy
snonuiuod | *100'008°1L s8naq | Jo aouedwod paseatou) | sadnpadold paziplepuels | 1. Wea) pajesipap e ysijqeisy
'sadxa Alojeindal yum
3}10M]aU 0} s1ainjdejnuel
bloll sapunyoddo
paseaJtoul pue *sjuswWalinbau
paujed) sia4nyoeynuew | souejdwos Aso3e|n3a.
uolsialq A3ajeuis saiunyodd | Jo Jaquinu juediudis [ UO  sJaunPBNUBW 31BINPD
00 waysAsooy | Modxy paseasou| | ‘padojanap sjelalew | o) sdoysyiom pue sweagoad
czoz Ag | 0'0s2sel Aloyen8ay | ‘aoueldwod  paseasou] | Buuiedy  aaisuayasdwod | Suiuresy  Jendas pnpuod) qnH 3
upnpenuUe
'SpJepue)s |[euoneuaul | -olg e
Aypede) | yum acue)dwod | se epuemy| Jo
uoisiniq A8ajelis 'ssa00y BN | Aloje|n3ay pasueyuy | uunsua Aq spnpoud | ysiqeisy  ay;
00 waysAsoog | panoadw] pue spodx3 | puy JJomatlel | painoejnue Ajjeco) | 103  poddng
oz0z A9 | 0'000'69Z Alojeinday | Jo  Anjenb  paseanu] | Alojeinday paziuowueH | jo  uodxa 8y  ajowold Atoje|n8ay
saA13(q0
awlelq awi] 198png Anjiqisuodsay awodINQ papadxy indinQo papadxy Ay o18aje418

Va4 epuemy :uawadeuey ujeyd-anjep anoadw Apuedyiudis o) - ¢ ealy Ajold 218a1eais /2 aqel

£ eary Aol 218ajeds iy aqe

uosialg
AS8ajea18

[BUOIIBUIBIUI PUB |BDO] YUM
uoleIoqe||od

"SUOIINIsUl yodeasad

pauayidualls

‘Paysiiqeise
aBueyoxs a3ps|mouy
ife]1 swuoe|d




)

aded | g€

'saa1poead
19q aoueansse  Ayjenb
'suleyd | Jo  ssauaieme  pasealdu| 'sao1pead saq aouelnsse
00 ¥H | @njea  ssoude  |OJUOD ‘papnpuod | Ajjenb  uo  siapjoyadess
Ajlenuuy | 0'000'0%1 |/ uoisiaig SO | Anjenb panoidw | sdoysyiom jo Jaquinp | 104 sdoysydom  ajejl|dey
‘salpoq
uoisinlg A3ajeais Aroje|n8as pue ‘suolnisul
wa3sAs0o3 yoeasas  pue  uopeINpa
Aloje|n3ay ‘suoijeziuesio |euoljeulalul
00|/ I9W | "Bunieys adpajmou pue ‘pawuioy | pue |e20] yum sdiysiauysed suleys
snonupuod | 0'000'0SZ | pue Suluue|d | uoneioge|j0> padueyuy | sdiysiauied 18230438 | 218830135 ysiiqeisg | @NIEA 3nug
pue pood
‘spaepuels | uo Y3isianQ
uoisialq ABajeais | “spaepuejs [euoljeulaiul |euonjewIalul  ypm  udie s.vad
00 wajsAsod] | yitlm  aoueldwod  pue ‘pajepdn [ 01 sjlomawiely  Aloje|nsdal epuemy
czoz A9 | 0'005's8l Atoje|nSay | yBisian0  pauayidualis | splomawely Atoje|nday | a1epdn pue Malnay uayjdualis
juawpedaq
s3nuq / uorsialiq
A3aje118 siainjoejnuewt | ‘suleys anjeA pue sallisnpul
000 wa)sAs0d3 SunnpeNUeRy | [B20] Yim suoljeloge]jod | Suldnidejnuew |e20|
snonupuod | ‘062 €L Aroie|n3day | |eco1 jo yimoan | pue swnio4 | jo juawdojansp ay3 poddng
‘Bulnioeynuewolq
Supnioejnuewolq uj asiadxa SIEITH!
000 yuawipedaq | uy asijtadx] ‘sweaold | edueyus o3 yeis Alojengal
Allenuuy | ‘000°6SC s3nuq | Aojen8ay  padueyuy | Suluied] patojie) | utesy pue Apoeded pjing
'$31poq
Alojendar  |euoljeuldalul ‘apedy
pue |euoi3au Uim | 21ey|idey  pue  spiepuels




NB.NW

28ed | 6€

uoisialq A8ajedrs ‘saoppoead 'sallljiqeden | juswidojanaq
00 waysAsodg | Alorendal panoaduwl "pauayiBualys | Juswidojaasp pue Yodeasad [ pue Uoieasay
szozZ A9 | 0'000's0F Atoje|n8ay | pue suojn|os anljeaouu] | Ayoeded a9y | s.vad epuemy  asueyuj aoueyuy
*|Joa3uos Ajjenb ul
suleyo "pajeuwassip | sad1oead Js9q UO stoINQLISIP
00 WH | Aiddns  ssoae  josjuod | saoipead 1599 | pue slainjoejnuewl
Allenuuy | 0'000'SLE | / uosiaig SWO | Aijenb pauayidualis | ‘pajonpuod  sdoysiyion | 104  sdoysyiom  ajel|dey
*Ajijenb "(SWO)
00 pnposd pue 3isi13n0 ‘pazijeuoliesado | wasisAs juswadeuew Ayjenb
9z0z Aq | 0'000°'s9e uoisialg SWO | Aoreindau pacueyul | SIWO anisusyasdwor | anisuayaidwod e Juawajdu]
‘uieyo Ajddns
00 "Ajayes pue Ayjenb | *paysijqelsa swisiueydaw | ay} Jo adels Yoea je sainseaul uieys
snonuiuod | 0'00S'SET uolsinig SO | 1pnpoad panoidul] | joa3uod Anjenb pasueyug | josuod  Ayjenb  aaoadwi) | @NIBA Yl
Jo adeis yoej
'splepuels | Je sadnseapy
juswnedaq Ajjenb  ynm  aouendwod [0J1u0D
00 s8naq | spaepueis Ayjenb yum 'sjinsas uoppadsul | ainsus 01 suojpadsul Ayend
Allenuuy | 0'000'622 | / uoisialg SWO | edueldwod  panoaduw | pue siodal ypny | pue sipne Jtengal PNpuod Supueyuy
*‘Aljlgqejunoose 'swasAs Alljiqeadeay ‘Buniodal pue 3uppedy
00 pue juawiaBeuew | |epdip ul paules} | 10§ swaisAs |[euSIp JO asn
snonuiued | 0'000°'SOL AH /7 1un 1D] | uieyp Ajddns paacaduw) | siapjoyadels jJo JaquinN | 8y UO siapjoyaxels uied|
"uleyd
Alddns  ayy  inoysnouy;
nun W Sunoyuow pnpoud uapiye
00 | pue dujuuelq *Ajajes 1pnpoud pue ‘pajuawd|dwy | 10)  swaisAs  Ayjiqesoely
Gzoz A9 | 0'000'S2E |/ nun 1] | Aousaedsuesy  pasueyug | swaisAs Ajnjqeaoed) | jendip juawa|duwy
uoisiniq ASalelis sLa)sAS
wiaisAsorg suley? anjea ul Buppeay uieyd Ajddns Joy Alljiqeaoed)
00 Alojen3ay | Alajes pue *Ajligeased) ‘|leuonjesado wuoyield | wuospeld [endip pazijenuad | [e}8iQ JOo uo
9zoz Ag | 0'000's29 |/ wun 1Dl | “Aouspyye  pasocudwl] | [ensip pazijenua) | e Aojdsp pue dojaasq | lhiejuawa|dull




?@

28ed | oy

uoisinlq ASaeldis juswadeuew sa|dojouyda} pue
wiaysAsoo] Alo Alanljap ad1nuas sassanoud | Aloyeindaa Joy wuopeld | sjooy [ensip ysnoays
000 | 1|n8ay/auawiiedaq | 418y pue  sainpacoad | Alojendas 1o} woyeld | |endip pazijeajuad | sassavoud Aloje|ndal
czoz A9 | ‘000'00¥ LI | Atojein8as  paurjweans | [enSip jeuopouny Ajng | e Aojdap pue dojanaq azZ)ulapow
awely awl] 133png Anjiqisuodsay awodINO papadxy inding papadxg Analpy | saaps(qo 218areas
5301138 JUaPyd 1oy uonezijendip/ ASojouyday Bujdesana ajeds OL - G ealy Ajiojd o18a3e4)8 8 a)qel
# ©aIe Ao I32)ENS 8 3GE ]
$30U312§
yiesH
“$9OUIDS pue  yieaH
yyeay ur  sampqeded 'SOOUBIDS | JO)  BLudD)
00 nun I9W | yoaessas  pue  Buneys ‘pazijeuoiielado | yjjeay pue yjjeay Joj ai3uad adpajmou|
9zoz A4 | 0'000'05¥ | pue Suiuue|q | e8pajmouy  padueyuy | a4juad aSpajmouy| | a8pajmouy e ysijqeis | e dojanaq o1
‘Juawudojanap "alnonaysenyul Alojeloqel
00 nUN JOW puUe | pue  yodessal  yieay | ‘papuedxs pue papes3dn | Bunsixa uo Buipjing
970z A4 | 0'000'066 | Buluueld / O4D | 4oy Audeded> paseannu] | saln|ioey Yoaeasay | ‘seni|pe) Yoaeasad ul Jsanul
"juswiaduenpe
uolsialg Adajeuis |ec1dojouydal *sad|poead
00 waysAsod3 | ysnoayy sawonno | "pajowold pue pajeliul [ pue  saidojouyral  yieay
snonuiuo?d | 0'000'68¢ Asoe|n8ay | yieay ognd panosduy | swesdoud uoljeAOuU| | Ul uoljeAOUUl  3)OWOINd
'sa1pnys
‘Bupjew uolsap 3A1}BI0QR||0D 10) SUolINHIsUl
00 Hun 9N | paseq-aduaplia pue | ‘paysiqeisa sdiysisupied | yoieasar  pue  dlwdpedse
snonuiuod | 0'000'S.Z | pue Suiuue|d | uopeaouul  pasoxdw] | Yoaeasal  aAljRIOQR|IOD | YHM sdiysaauped ysiiqeisy
*$aLLODIN0 Yiesy *sa3ua|eyd ‘SUOIIN|Os pue
00 nun 39N pue [ognd  pue  Aydeded | yieay [e20] Joy | sa8uajiey> yijeay |e20| oul
snonuiuod | 0'000'00% | Buluueld / O4D | Ya4easal pasueyuy | Bulpuny @9y Pasea.du] | Ydaeasal Joj Bujpuny asea.ny|




mvme

oded | b

sa130|0uyda} juawaaoaduwl
Hun uol suolnjos A3ojouypal mau alojdxa | snonuiuod pue
000 | 1enocuuj/puswisedaq | a8pa-3utin jJo wea; UOIjEAOUU] | O} JUN  UONEAOUU] | UOleAOUU}  [eN3IP
snonuiuo’d | ‘000'0Z1 11 | uonesojdxa  snonunuod | [enSip B jo uoneald [[BUBIP B Ys|qelsd | JO aunind e 13504
ejep aouel|dwod
pue uojeuoUl
000 Supjew-uolspap pue aseqejep a|qissadoe | Alojendal 104 aseqejep
Gzoz A4 | ‘000'002 wawgedaq 1] | Aupqissacoe  ejep Jseneg | pue  pasndas  A|ng | [eaBip aandas e dojaneQ
Alanl|ap a21nlas
SU1S3sAS suonnjos | poddns o3 swaisAs
Apanoas | a8etoys  ejep  d|qelas | a8eloys eep  anoidwll | juswaZeuew  ejep
000 eiep pue  Aduapiyje | pue ainpnajseqjul | pue ainpniisequl | pue  aunpnuisedjul
snonupuod | *‘000'0SE wawiedsq 1] | jeuonesado panouduw| | 1] pasueyud | 1| apesddn | 1| ul 159nU|
uolisinlg |o43u0D sypnpoud lleal o3 uoipnpoud | ureyd Aiddns ayj ssoaoe
000 | Anjenp/auswisedaq | pazengdal Jo Ajajes | wouy sponpouad | swiajsAs Ajljigeaoe.}
+z0oz A4 | '000'022 11 | pue Aupigessesy pasueyug | yoea) 1eys swaisAs [endiq | |ensip juawa|dwy| Em\”twmﬂmcmE
Joje|ngau
sadlAlas Adoje|ndaul wuojje|d jendip | Joy suoyed
000 sassanoud pue ejep | ||e Suipauuod | 9j8uls B Ol swasAs | [euSip  pazijesuad
czoz Ag | '000'00€ juawpedaq 1| | Atoiendal pazijeluad | wuoje|d payiun | Atojeingal (e ajeldaju| jusawa|duwy)
Va4 epuemy Sujuiea] snonuluod 10§
00 juswipedaq | uiynm  uopeaouuy  pue | sweaSoud Sujuged sjpfs | suolssas 3ujuiesj-a pue
Allenuuy | 0°000°09 | Li/sa2inosay uewny | Adelay| |eadip pasueyuj [enSip aaisuayaidwo?) | sdoysyiom aje| ey
juawageuew
aoueuliogiad panoadu sisAjeue eiep | ejep pue H{olo}! s|ana) |18
000 wawpedaq | pue swasAs  |euSip  ul | pue swiaysAs epdip uo | [BHBIp  uO sweaBoud | 1 yeis jo Apoeded
Ajlenuuy | *000'001 | LI/s32dnosay uewnp | Aduapyoad jjeis pasealdu] | pauled) jjels Jo JaquinN Suuiedy Jeindas pnpuod | s|ys  [eHSIp  pling
uolsial(g [0MU0D guonuow Buiprodau swiajsAs Buiiodau
000 | Anjenpy/iuawiedaq | adueidwod Ul Adedndoe | pue s3ayd aouejdwod | pue Sunoyuow
yzoz Ag | ‘000'0SC 11| pue Asuapie panoadwl | Joj swaisAs pajewoiny | adueldwod  jewoiny




o8ed | v

& B2y AJOLId USRS '6 3)qE]

2oz Aq

00
0'000°05

wawiedaq
11/5924n0say uewinH

lendip  ul

el

$1104J2 UojRWIOSURI]
Juawadedua
paseatou|

pamainal Alieingal
pajuawsa|duwl
4oeqpaad

pue
WwalsAs

sjuatuancadul |eudip
asodoud o} Jyeis 1oy doo|
yoeqpas) e juawa|duwi|




CHAPTER FOUR: IMPLEMENTATION FRAMEWORK

This chapter presents the framework for effective implementation of the 2" Rwanda FDA
strategic plan. The implementation framework serves as a blueprint to operationalizing the
Rwanda FDA’s vision and strategic objectives. It outlines the institutional and departmental
structures necessary to support the execution of the strategic plan; a stakeholder mapping and
engagement plan; and a detailed resource mobilisation plan essential for the successful execution
of the strategic objectives.

4.1 Institutional Framework

4.1.1 Governance, Management and Staff Structure

The Rwanda FDA is steered by the Board of Directors (BoD), responsible for setting the vision of
the Authority and providing strategic direction. The BoD will also be responsible for ensuring the
funding and full implementation of the strategic plan through guiding the resource mobilisation
strategies and ensuring sufficient monitoring of the plan implementation process. The Executive
Organ is led by the Director General (DG) who is appointed by presidential order. The DG reports
directly to the BoD, exercises decision-making authority, and directs the Authority’s activities in

alignment with its mission.
RWANDA FOOD AND DRUGS AUTHORITY — ORGANIZATIONAL STRUCTURE
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Figure 4: The Rwanda FDA Organogram

The DG will bear the overall responsibility for the implementation of the strategic plan, working
closely with the Board to ensure the strategic focus is maintained; budgets are prepared, funded
and monitored; annual work plans are developed and implemented and that reporting is done at
all levels. The senior management team comprising the DDG, CFO, Heads of Departments,

=
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Division Managers and Directors, will be responsible for the technical coordination and
implementation of strategic activities. They will be responsible for development of departmental
work plans, individual work plans and performance targets, MEAL and other strategic plan
tracking management reports, report and act on variances and advise the DG and the Board on
possible corrective actions. The Authority’s structure has three technical departments:

1) Food.

2) Drugs.

3) Laboratory services.

The departments form the operational backbone of the Authority, that will facilitate the effective
implementation of the strategic plan through activities contained in their annual work plans
(cascaded from the strategic) plan as well as their performance targets. Supporting these
departments are specialised divisions, each tasked with distinct responsibilities to ensure
comprehensive regulatory oversight and enforcement. Together, these departments and divisions
collaboratively administer regulatory processes, facilitate market access for safe and quality
products, and uphold public health standards. The technical staff will be run the day-to-day
operations ensuring all the activities in the strategic plan are;

4.2 Implementation Approach

This section presents an implementation mechanism and coordination framework for effective
implementation and coordination of the Strategic Plan. It acknowledges the role of Rwanda FDA’s
organisational structure, stakeholders in the execution of its mandate. Innovation, team spirit and
professionalism are key drivers in the implementation of this Plan. The strategic implementation
and coordination mechanism will include four approaches: phasing and sequencing, performance
management framework, implementation management structure and implementation

framework. Phasing & sequencing and performance management framework are reviewed
succinctly below;

4.2.1 Phasing and Sequencing

The implementation of this Strategic Plan will be in tandem with the government planning cycle.
Rwanda FDA will therefore develop subsequent Annual Work Plans from the Strategic Plan. The
work plans will peg the Authority’s operations on the financial, human and other resources
available in each financial year. The corporate Annual Work Plans will be actualized by the
Departmental Work Plans, which will in turn be cascaded through the assignment of specific roles
and responsibilities to individual members of staff. This approach will enhance performance
management at individual, departmental and organisational levels.

4.2.2 The Performance Management Framework

Rwanda FDA has implemented a performance management framework to facilitate realisation of
its corporate goals as well as the successful implementation of this Strategic Plan. The framework
provides a basis for setting performance targets, evaluation and a reward and sanction scheme.
The strategic objectives, strategies and activities in the Plan will be translated into departmental
objectives, strategies and activities and further cascaded to individual performance targets. This
will facilitate effective appraisal at the individual, departmental and institutional levels while

o .
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allowing for continuous improvement of performance and by extension, effective implementation
of all of Rwanda FDA programmes. The performance management framework is a hybrid of the
Balanced Scorecard (see chapter 6) and the corporate performance appraisals systems (PMAS)
aligned to the Government of Rwanda performance contracting system and cycle.

4.3 Resource Mobilization Framework.

The implementation of the 2" Strategic Plan will depend on substantial financial resources. The
implementation of this Strategic Plan will be financed by both internal and external sources. The
anticipated sources of finance include funding from the Government of Rwanda, development
partners and internal (own source revenue from different services provided by the Authority).

4.3.1 Resource Requirements for Implementation.

A summary of the resources required to implement the 2" Rwanda FDA strategic plan is provided
in Table 7. Table 8 provides detailed, annualised resource requirements with additional columns
for tracking budget allocation, deficits/gaps and explanations.

Strategic Priority Area/Themes Budget 2024-2029 (RWF)
Establish a Fully Functional Globally Recognized Regulatory | 20,414.039,187

System
To Scale up current institutional capacity to build a sustainable | 96,016,365,450.00
workforce
Position Rwanda FDA in the heart of National Health Research 10,071,301,250

To Significantly Improve Value-Chain Management: Rwanda FDA | 8,237,251,250

To Scale Leveraging technology /digitalization for efficient services | 2,050,000,000

Table 10: Summary Implementation Resource Reguirements

4.3.2 Resource Mobilization and Management

The Strategic Objectives will be achieved through various strategies and activities as outlined in
the strategic model (Chapter 3). The financial resources required for implementing the strategies
and activities are outlined in the Implementation Matrix. The total amount required for the period
2024/19-2029 is RwF. 116,374,917,950.00. The resources will be raised through a dedicated
resource mobilisation strategy extracted from the guidelines provided in this strategic plan.

4 4 Stakeholder Analysis, Mapping and Management

The stakeholder analysis and mapping process has been developed to follow the power, urgency
and legitimacy typology ranking. The three attributes define the stakeholder ‘salience’ as 'the
degree to which managers give priority to competing stakeholder claims. These three attributes
define the stakeholder ‘salience’ which is 'the degree to which managers give priority to competing
stakeholder claims’. The more attributes (power, legitimacy, and urgency) a stakeholder is
perceived to have the higher their salience. Power and legitimacy are interrelated and the three
variables can overlap. The stakeholders are then mapped by ranking the attributes and fed into
the stakeholder management process as outlined in the figure below;
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Red Definitive Presence of all three attributes (power, legitimacy and
stakeholders | urgency), high salience. Managers give immediate priority to
these stakeholders.

Amber | Expectant Two attributes, moderate salience. Rather passive, likely
stakeholders | higher-level engagement with these stakeholders. Manage
carefully otherwise frustration could make them “turn red”

Green | Latent One attribute, low salience. Some level of attention and

stakeholders | monitoring, otherwise they “go amber”
Table 11: Summary of Stakeholder Analysis, Mapping and Management

The guide emphasizes the importance of understanding and managing the needs, expectations,
and contributions of these different stakeholder categories to ensure the successful implementation
of the strategic plan. Table 10 contains a summary of the Stakeholder mapping and analysis.
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CHAPTER FIVE: STRATEGIC RISK ANALYSIS

Rwanda FDA faces significant risk arising out of its establishment instruments, external operating
environment as well as its internal objectives and business operations (people, processes, products)
that could impact its operations and ability to achieve its objectives. A proactive approach to
strategic risk management is essential in anticipating and mitigating potential risks that could
impede the realization of either specific attainable targets, strategic themes, general objectives or
even Rwanda FDA’s overall mandate. Factors such as evolving regulatory frameworks,
technological advancements and market dynamics can influence the Authority's risk profile. By
implementing effective risk management strategies, the Authority can enhance its resilience,
adaptability and ability to realise its strategic objectives. For each risk, appropriate mitigation
measures have been determined, and the mitigation measures have subsequently informed the
implementation as well as the M & E framework. Risks have been classified as strategic,
operational, reputational, supervisory or compliance and financial risk based on Rwanda FDA’s
overarching risk framework.

1) Strategic risk (including contagion and related party risk) is the prospective adverse impact
on the business arising from poor strategic decisions, improper implementation of decisions;
or lack of responsiveness to changes in the operational environment. Strategic risk
encompasses the risk of; choosing and continuing to follow sub optimal strategies to meet
objectives; not executing the strategies successfully; and treating the business-as-usual risks
differently from expected.

2) Operational risk (includes people, compliance, information security risk, fraud risk,
regulatory and legal risks). This is the risk of loss from inadequate or failed processes,
people, systems or external events including, but not limited to, business continuity and
disaster recovery, corporate governance, security, fraud and IT risks.

3) Reputational risk which is the risk of damage to corporate image.

4) Supervisory/Compliance risk defined as exposure to legal penalties, financial forfeiture and
material loss arising out of failure to act in accordance with sectorial laws and regulations,
internal policies or prescribed best practices.

5) Financial risk would emanate from failure to either mobilize adequate funds or lack of
prudence in financial resource utilization and encompasses;

a) Credit risk: The risk of loss from a counterparty not meeting their contractual
obligations as they fall due

b) Liquidity risk: Risk of being unable to meet cash flow obligations as and when they
fall due.

For each risk, appropriate mitigation measures have been determined, and the mitigation measures
have subsequently informed the implementation as well as the M & E framework. The risk analysis
will also be an integral input in the subsequent development of a comprehensive risk management
strategy to facilitate successful implementation of the Strategic Plan.
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5.1 Risk Analysis

Risk Category | Mitigation Measures
Strategic Risks
Strategic Misalignment and | 1) Develop a strategic plan to guide realization of
Failure to Realise Statutory Authority’s core mandate.
Mandate: failure to align its | 2) Alignment of the strategic plan and operations with
strategic priority areas with the relevant blueprints.
law, public expectation and 3) Implement the strategic plan and put in place a MEAL
global best practices could framework to ensure timely progress tracking.
result in strategic
misalignment.
Strategic Scope Creep: The | 1) Continuous MEAL and taking corrective action.
Authority could also 2) Stakeholder Engagement.
initiatives/interventions 3) Regularly review the Authority’s strategic objectives
expand beyond their original with a view to realigning them with changes in
scope, delays and potential operational environment and actual performance
failure to deliver on key results.
objectives.
Failure of staff and other | 1) Inclusive visioning, strategic planning and strategy
stakeholders to buy into the implementation.
vision and strategy leading to | 2) Effective communication of the strategy and other
resistance, low morale and organisational matters.
suboptimal performance 3) Stakeholder mapping, analysis and management.
4) Continuous training, development, motivation and
recognition/incentives for staff.
Operational Risks
Non-Compliance with Laws | 1) Develop a compliance framework, systems and train
and Regulations. staff.
2) Strengthen the internal audit function.
3) Implement a whistle-blower policy.
Internal Policy Non- 1. Develop and implement policies aligned to the legal
Adherence Risk leading to framework.
inefficiencies, error and/or 2. Continuous communication, monitoring, enforcement
fraud. of policies and timely correction of deviations.
3. Foster a culture of accountability through regular
internal audits and rewarding compliance.
System/technology failure 1. Implement the business continuity plan (BCP).
2. Regular backups to the national data centre.
3. Subscribing to reliable ISP(s) and acquiring non-
redundant capacity.
4. Continuous acquisition and maintenance of new
hardware to ensure resilience.
Public Health Emergencies 1. Public health emergency response strategy and team.
2. Automated value chain management to ensure

continuous
emergencies.

supply of essential supplies during
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3.

Foster partnerships with health organizations:

Collaborate with other entities to enhance emergency

response capabilities.

system/human errors etc.

Inefficient Processes and Poor- 1. Process improvement, automation and quality
Quality Process Output assurance to streamline operations and reduce waste.
2. Develop and monitor key performance indicators
(KPIs), conduct regular process audits to identify and
rectify inefficiencies and improve quality and quality
monitoring.
3. Staff training on process improvement methodologies.
4. Institutionalise a culture of continuous improvement at
Rwanda FDA.
Inaccurate data, data | 1. Ensure Data encryption and utilize log tables
manipulation, mismatch of data, | 2. Install and update antivirus software, firewalls and

other logical access controls

3. Set up a system for validating information collected
from the various sources
Inadequate human, physical and | 1. Hire additional competent staff
other resources. 2. Retain, retrain and motivate current staff
3. Acquire more physical assets such as computers,

vehicles, office space

Low awareness of Rwanda
FDA’s mandate and services

Increase public awareness of Rwanda FDA’s mandate and
services through targeted public education campaigns,
aligned with the corporate communication strategy.

Failure to invest in new | 1. Develop sound policy for investment in new technology

technology, inadequate ICT | 2. Continuous acquisition of ICT resources.

resources and  technology | 3. Training of staff on new technology.

obsolescence.

Reputational Risks

Unauthorised sharing of | i. Observing due process and protocol in information

organisational information. dissemination.

ii. Verifying validity and accuracy of all information and
credibility of information sources.

Negative Media Coverage 1. Develop a media relations policy and strategy that
includes a crisis communication plan and clear
protocols for media engagement. This will ensure that
the Rwanda FDA can address negative media coverage
swiftly, accurately, and consistently, minimizing
reputation risks.

2. Engage with stakeholders to build trust and provide

education on Rwanda FDA's role and activities.
Regularly publish positive stories and updates about
achievements and public health initiatives.

Regulatory Failures such as
lapses in enforcement or

Ensure strict adherence to regulatory standards and
guidelines.
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oversight, can erode trust and
public image of the Authority.

2. Implement continuous professional development
programs for staff to stay updated on regulatory
requirements.

3. Establish an internal audit system to regularly review
and improve regulatory compliance processes.

4. Foster a culture of accountability and transparency.

5. Collaborate with international regulatory bodies to
benchmark and adopt best practices.

6. Develop and implement a risk management
framework specifically tailored for regulatory
compliance.

Downtime/hacking  of  the

website

1. Ensure service level agreements with ISP providers
2. Regularly review the status of the website up/down
time.

3. Firewalls and other cybersecurity controls.

Financial Risks

Inadequate financial resources
and over reliance on
government for funds.

Proper budgeting and implementation of the resource
mobilisation strategy through initiatives like diversification of
income streams.

Inequitable resource allocation.

1. Prioritisation of resource allocation on the basis of the
implementation matrix.

2. Continuous review of the Plan to ensure resource
allocation for prioritised activities.

Low rates of absorption of
allocated funds

1. Proper planning for expenditure and implementation
2. Continuous M&E of annual work plans against budgets
and the strategic plan.

Table 13: Risk Analysis
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CHAPTER SIX: MONITORING, EVALUATION, REPORTING AND LEARNING

Targeted Monitoring, Evaluation and Reporting will be done to ensure that the implementation
of the Strategic Plan implementation runs to schedule and in the event of any deviation,
appropriate and timely action is taken. Data will be collected on a continuous basis to inform
periodic MERL reports (quarterly, semi-annual, annual, midterm and end-term). A Midterm
review will be conducted to gauge the degree to which the planned results are on target and the
areas that may require improvement. An end-line evaluation will be conducted to review this 2™
Rwanda FDA strategic Plan and assess its effectiveness, efficiency, impact and sustainability; to
identify any problems or challenges encountered; to issue recommendations, and to identify
lessons learned on design, implementation and management that will inform the 3 strategic plan

to be developed. The Monitoring, Evaluation and Reporting process will be undertaken at both
Board and Management levels.

6.1 At the Board Level

The implementation of the Strategic Plan will be closely monitored to ensure its accomplishment.
Monitoring, follow-up and control systems will be established at all levels. These will include
review meetings, regular review of the budget systems and development of progress reports from
the organization. Quarterly review meetings will be held between the Management and the
Board. During these meetings, the Board will receive and review progress reports from the DG
indicating overall progress made on key strategic objectives. The nature and scope of reporting
will include: progress made against the Plan; causes of deviation from Plan, if any; areas of
difficulties and suggested solutions to problems that may adversely affect implementation; and
corrective measures to be undertaken. The input of these quarterly Council meetings will be the
output from the Management meetings.

6.2 Managerial Level

Rwanda FDA's strategic plan implementation relies on effective monitoring and evaluation.
Monitoring will involve routine data collection and analysis, with the Planning and M&E Unit
coordinating these activities. A Monitoring & Evaluation Committee, chaired by the CBM, will
oversee MERL activities, continuously monitoring and evaluating strategic activities and outcomes.
Each department will monitor programs and projects within its area and submit reports to the
Planning and M&E unit for review and overall reporting against targets. Monitoring will involve
routine data collection and analysis on the progress of the Strategic Plan implementation. The
results from the analysis will then be used to inform decision-making, including taking corrective
action where deviations in implementation have been noted. The Planning and M&E Unit will
provide technical support and facilitates MERL capacity building in liaison with the Human
Resource Department. A system of disseminating the lessons learnt to users will be developed as
part of the MERL Strategy. Annual customer satisfaction surveys will be undertaken to gauge the
achievement of the set objectives. The Strategic Plan will be evaluated during and after
implementation to gauge the extent of achievement of the intended results. The evaluation will
be carried out using relevance, efficiency, effectiveness, sustainability and impact measures. A mid-
term review will also be carried out. The implementation matrix will help track and monitor
progress in the implementation of the Plan.
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6.2.1 Management Control Function

The following initiatives will be undertaken by the Authority in executing the management control
function:

1.

NOUAWN

Setting of performance standards and Targets, Indicators and Measures;

. Regular Performance Evaluation/Appraisal;

Linkage of Rewards/Sanctions to Performance;
Budgets and Expenditure Review;

Management Reports;

Strategic Plan Implementation Programme/Matrix; and
Strategic Plan Review Meetings.

6.2.2 Strategic control mechanism

The control mechanisms that Rwanda FDA will deploy include:

14

2

Development of Annual Work Plans; and
Assessment of whether results produced by the implemented activities were those

forecasted as outcomes and, whether they were achieved to the expected performance
standards/measures.

6.3 Evaluation Tool

Rwanda FDA will use an evaluation tool to measure strategy implementation progress,
highlighting strategic themes, objectives, timeframes, variances, responsibilities, and improvement
programs. This tool will be used to measure the implementation of the strategy by highlighting
the strategic themes, the objectives towards implementation of the strategic themes, the timeframe
within which the activities were to be implemented, and any variances that may be noted in the
implementation of the plan.

Strategic Activity | Expected Expected Responsibility | Budget | Time
Objectives Output Outcome Frame

Table 14: Monitoring and Evaluation Framework

6.4 Rwanda FDA Balanced Scorecard (BSC) Framework

The BSC framework will constrain the strategic planning process to help focus on its strategic goals,
ultimately helping to prioritize resource allocation and performance measures. Rwanda FDA will
adopt the framework to monitor and evaluate progress towards the strategic goals. The BSC will
examine performance from four perspectives:

L.
2,
3.

Internal Process: Improve efficiency and effectiveness of internal processes.
Customer: Enhance user satisfaction and meet stakeholder needs.
Financial: Implement cost-effective operations and maximize ROI.

4. Learning and Growth: Develop and maintain capabilities and employee skills.
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5. Social and Environmental Responsibility: Ensure positive contributions to society and the
environment.

Innovation and Growth: Foster innovation and support growth through R&D and
technological advancements.
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