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Terms of Reference (TOR)
Consultancy Services for the assessment of Ethiopia Digital Health regulatory frame work for EFDA



August  10, 2026
Addis Ababa



1. Background

The Ethiopian Food and Drug Authority (EFDA) operate as the nation’s cornerstone regulatory institution, entrusted with the vital mandate of safeguarding public health. This mandate encompasses ensuring the safety, quality, and efficacy of medicines; the safety and quality of food; and the safety, quality, and performance of medical devices and related health products. The effective execution of this mandate is fundamental to national health security, economic growth, and public trust.

In recent years, EFDA has recognized that leveraging modern information and communication technology is no longer optional but a critical imperative for enhancing regulatory effectiveness. The Authority is therefore committed to a profound organizational transformation aimed at systematically digitizing its core functions and workflows. This ambition is firmly rooted in the broader governmental vision articulated in the Digital Ethiopia 2030 strategy, which calls for the pervasive use of digital technologies to transform service delivery, improve efficiency, and foster transparency across all public sectors.

EFDA’s vision for this transformation extends beyond mere automation. The strategic intent is to evolve into a fully paperless, data-driven, and intelligence-enabled regulatory authority. Achieving this will significantly enhance regulatory oversight, accelerate service delivery to industry and citizens, improve decision-making through analytics, and position EFDA as a modern regulator aligned with international best practices.

Several foundational steps have already been taken. EFDA has successfully implemented key systems including the Integrated Financial Management Information System (IFMIS), an electronic Government Procurement (eGP) platform, the electronic Regulatory Information System (eRIS), a Pharmacovigilance Management System (PMS), and an electronic Common Technical Document (eCTD) system represents the next logical phase in building a cohesive digital ecosystem for health product regulation.

However, the journey towards a seamless, integrated, and truly paperless environment presents complex challenges. These include potential fragmentation between systems, risks associated with data silos, evolving cybersecurity threats, and the need for significant capacity building. To navigate this transition successfully, EFDA requires an unbiased, expert, and holistic assessment of its entire digital landscape. This assessment will form the bedrock for a robust, actionable, and sustainable strategic roadmap, ensuring that all future digital investments are coherent, interoperable, and directly supportive of EFDA’s core regulatory mission.

2. Objectives 

2.1 General Objective
The general objective of this assignment is to provide EFDA with a comprehensive, evidence-based analysis of its current digitalization maturity and to develop a detailed, phased, and cost-implementable strategic roadmap directly supporting the strategic goals of Digital Ethiopia 2030 

2.2 Specific Objectives
To achieve the overall objective, the consultancy will fulfil the following specific aims:
1. To conduct a thorough evaluation of all existing IT systems and infrastructure e.g., eRIS, IFMIS, eGP, ICSMI, etc; assessing their technical performance, operational effectiveness, user adoption levels, scalability, and interoperability.
2.  To assess the adequacy and maturity of existing regulatory digital systems and the prevailing national policy and legal frameworks governing data protection, data sharing, and data security
3. To review the role, influence, and interplay of other government institutions and national policies/strategies that impact or shape the authority's digitalization exercise
4. To evaluate the authority's readiness and alignment with data sharing, interoperability, and digitalization requirements arising from regional regulatory harmonization efforts through entities such as IGAD and the African Medicines Agency (AMA)
5. To critically assess the strategic design, readiness, and integration potential of planned system deployments (PMS, medicine track and trace system, AI, eCTD.etc) within the envisioned future-state architecture
6. To identify, analyses, and priorities gaps, bottlenecks, and risks across four key pillars: (i) Technology and Infrastructure, (ii) Data Governance and Management, (iii) Human Capacity and Organizational Structure, and (iv) Policy and Legal Frameworks 
7. To define a future-state digital architecture blueprint that ensures seamless data flow, system interoperability, robust security, and scalability to meet future regulatory demands
8. To design the IT infrastructure, system architecture, and blueprint covering hardware, networks, platforms, workflows, interoperability, and data governance to meet current and future regulatory needs for EFDA’s Center of Excellence
9. To produce a strategic, prioritized, and time-bound digital transformation roadmap for the 10 years, complete with clear phases, key initiatives, milestones, and a governance framework for implementation 
10. To analyze and recommend optimal models for ongoing IT service delivery, maintenance, and support, evaluating the balance between in-house capacity development and strategic outsourcing.
11. To deliver a comprehensive financial analysis, including detailed capital and operational expenditure projections, a compelling cost-benefit analysis, and a clear projection of the anticipated Return on Investment (ROI) for the proposed digital transformation

3. Scope of Work

The consultancy will encompass a detailed evaluation of EFDA’s digital ecosystem, focusing on EFDA head office, branch offices, and entry and exist ports and 12 regions and two city administration regional operations. The scope is organized into three core workstreams:

3.1 Workstream 1: Technology Architecture and Systems Audit
· Review of network architecture, data center facilities, server and storage resilience, and the quality of connectivity to regional regulatory offices.
· Functional and technical assessment of all major software systems (eRIS, IFMIS, eGP, etc). This includes analyzing codebase health, vendor performance, maintenance agreements, and system lifecycle status 
· Evaluation of the existing security posture, including policies, network security controls, data encryption, access management protocols, and compliance with national and international data privacy standards.
· Analysis of current cloud service usage and provision of a strategic recommendation on adopting a cloud or hybrid-cloud model, considering data sovereignty, cost-effectiveness, and agility.
· Mapping of all internal system interfaces and critical external integration points with stakeholders such as the Ethiopian Single Window (eSW), eTrade, the Ministry of Health, and port authorities 
· Assessment of existing Business continuity- BC/ Disaster recovery-DR plans, data backup strategies, and recovery time objectives for mission-critical systems

3.2 Workstream 2: Data Governance and Management Framework
· Creation of an inventory of all primary data assets, sources, storage locations, and data flows across the organization.
· Evaluation of the accuracy, consistency, timeliness, and completeness of key regulatory data. Assessment of existing master data management and data standardization protocols.
· Assessment of current reporting tools and the potential for implementing advanced analytics, data visualization, and predictive modelling to inform risk-based inspections and regulatory decisions.
· Review of existing protocols for secure data exchange and recommendations for a framework that balances transparency with security and privacy.

3.3 Workstream 3: Business Process and Organizational Readiness
· Examination of key end-to-end regulatory workflows (e.g., product registration, licensing, GMP inspections, adverse event reporting, laboratory testing) to identify manual handoffs, redundancies, and opportunities for automation and optimization.
· Evaluation of the current IT/digital workforce’s size, structure, and skill sets against the future needs of a paperless authority. Identification of critical skill gaps and recommendations for a structured capacity development plan.
· Review of the current IT governance model, including decision-rights, strategic planning processes, project portfolio management, and budgeting alignment with business objectives.
· Assessment of the digital service experience for key external users, including manufacturers, importers, healthcare professionals, and citizens, to identify pain points and improvement opportunities

3.4 Work stream 4: Regional Regulatory Harmonization – Digitalization Enablers, Recommendations, and Strategic Actions
This work stream examines the digitalization requirements for strengthening regulatory coordination between EFDA and Ethiopia's Regional Regulatory Bodies (RRBs) across the 12 regions and 2 city administrations, while also positioning EFDA's digital transformation within the broader continental and regional harmonization agenda (AMA, IGAD). The consultancy will assess how digitalization can serve as a catalyst for regulatory cooperation at both the national and continental levels, and will formulate forward-looking recommendations, strategic actions, and priority investment areas to operationalize this through digital means.

A. Explicit Role of Digitalization in Regulatory Harmonization
The consultancy shall define and articulate how digitalization enables regulatory integration and cooperation across EFDA and RRBs, as well as EFDA's participation in regional African harmonization efforts, specifically addressing:
· Technical Backbone for National Regulatory Integration: Assessment of how EFDA's future digital architecture can support real-time data sharing, workflow coordination, and joint regulatory activities between EFDA and RRBs, enabling seamless oversight across the federal and regional regulatory tiers.
· Automated Regulatory Reliance and Work-Sharing: Evaluation of technical mechanisms required to facilitate the automated, secure exchange of assessment reports, inspection outcomes, pharmacovigilance data, and laboratory results between EFDA and RRBs to operationalize regulatory reliance and avoid duplication of effort.
· Lawful Cross-Border Data Flows: Review of technical safeguards (encryption, secure APIs, audit trails) needed to ensure compliance with national data protection laws, the IGAD Data Sharing Framework, the AU Data Policy, and relevant data governance protocols, thereby managing legal and security risks associated with data exchange between EFDA, RRBs, and continental partners.
· Regional Early-Warning Systems: Assessment of how aggregated post-market surveillance data from RRBs and multiple member states can be leveraged through digital platforms to power early-warning systems for public health threats at the national and regional levels.

B. Forward-Looking Recommendations (Based on Findings)
Based on the findings from Workstreams 1–3, the consultancy shall develop actionable recommendations to enable regulatory digital cooperation at both the national (EFDA-RRB) and continental levels, including but not limited to:
· National Data Policy and Information Sharing Protocols: Propose amendments to existing national data protection laws and develop clear protocols to facilitate the lawful exchange of anonymized and pseudonymized regulatory data between EFDA and RRBs, as well as with regional partners (AMA, IGAD), eliminating legal ambiguities.
· "Once-Only" Data Principle: Recommend a data collection strategy where regulatory data is captured once in a standardized digital format at the point of origin (whether EFDA or RRB) and subsequently repurposed to fulfill multiple reporting and work-sharing obligations across the federal-regulatory ecosystem and with continental partners, minimizing duplication and administrative burden.
· Formalization of Inter-Agency and Federal-Regional Data Pipelines: Advise on establishing formal digital cooperation Memorandums of Understanding (MOUs) between EFDA and RRBs, as well as with key national institutions (customs, statistics, cybersecurity agencies) and regional bodies, to formalize data-sharing pipelines and ensure seamless, reliable access to necessary data.

C. Strategic Actions (Phased Roadmap)
The consultancy shall integrate regulatory harmonization objectives into the overall digital transformation roadmap, proposing specific actions across a three-year horizon:
· Phase 1 (0–12 Months): Foundation and Planning: Map the regulatory landscape across all 12 regions and 2 city administrations to identify digital maturity levels, existing systems, and connectivity status; establish an internal Regional Digital Integration Unit within EFDA to coordinate with RRBs; map technical interfaces required for EFDA-RRB connectivity and IGAD-EAC gateway integration; draft Standard Operating Procedures (SOPs) for data requests, anonymization, and security protocols between EFDA and RRBs.
· Phase 2 (13–24 Months): Pilot and Testing: Deploy a secure API gateway to initiate a pilot data exchange between EFDA and one or more RRBs; execute a live work-sharing pilot for a low-risk product assessment or joint inspection; conduct a national cybersecurity drill to test resilience of the integrated digital infrastructure.
· Phase 3 (25–36 Months): Full Integration and Operationalization: Achieve full integration of EFDA's RIMS with RRB systems and the AMA continental portal; operationalize a shared national pharmacovigilance dashboard accessible to both EFDA and RRBs; adopt a reliance policy where digital workflows prioritize assessments cleared by designated Centers of Excellence or competent authorities (whether EFDA or RRB).

D. Priority Investment Areas
The consultancy shall identify and justify priority investment areas specifically required to enable regulatory digital integration at both the national (EFDA-RRB) and continental levels:
· Cloud/Data Infrastructure: Scalable, secure hosting solutions with redundancy to manage data traffic between EFDA, RRBs, and continental partners.
· API Middleware: Enterprise-grade API management platforms for secure, logged, and monitored system-to-system data exchanges with RRBs and regional partners.
· Cybersecurity: Zero-Trust Architecture, Multi-Factor Authentication (MFA), Data Loss Prevention (DLP), and end-to-end encryption for data-at-rest and in-transit across all interactions.
· Human Capital: Specialized training for EFDA and RRB staff on data governance, interoperability standards, incident response, and cross-agency collaboration; development of a secondment framework for staff exchange between EFDA and RRBs.
· Connectivity and Recurrent Costs: Annual budget forecasts for regional network links to connect EFDA with RRBs, software licensing fees, and active participation in AMA/IGAD technical working groups and RRB coordination forums to ensure sustained operational readiness.

3. Methodology and Approach

The consulting team will employ a collaborative and multi-faceted methodology to ensure findings are robust, validated, and actionable:
1. A series of in-depth interviews and facilitated workshops with EFDA leadership, directors, process owners, IT staff, system end-users, and representatives from regional offices and other relevant ministries.
2. Detailed analysis of strategic plans, system design documents, technical architecture diagrams, standard operating procedures (SOPs), policy manuals, project reports, and audit findings.
3. Hands-on review of system configurations, architecture, and performance metrics. Analysis of helpdesk logs and user feedback to gauge system reliability and user satisfaction.
4. Research and analysis of digital transformation approaches, technology solutions, and best practices adopted by comparable national regulatory authorities in other regions (e.g., Africa, Asia) and from leading international agencies.
5. Systematic comparison of the current (as-is) state against the desired (to-be) state of a mature, paperless regulatory authority, identifying root causes for identified gaps.
6. Development of detailed multi-year financial models to forecast costs, benefits.

4. Deliverables

The Consultant shall produce the following deliverables, organized by project phase. Each deliverable must be submitted in PDF format with editable source files where indicated and include a cover page stating the deliverable title, version, date, and author(s). EFDA will have five working days to review and provide comments on draft deliverables before finalization.

Phase 1: Inception (Weeks 1–3)
1.1 Inception Report. A detailed project plan that refines the proposed methodology, confirms the stakeholder mapping, presents final data collection tools (interview guides, surveys, document review checklists), updates the risk register, and provides a week‑by‑week schedule. The report must explicitly show how the assessment will align with EFDA’s operational context, the Digital Ethiopia 2030 strategy, and the specific objective of enabling paperless regulatory processes. Alongside this, the Consultant shall deliver an Initial Data Request List a structured table (Excel or Word) of all documents, datasets, and system access needed from EFDA, such as process manuals, permit volumes, existing IT system descriptions, organizational charts, and annual reports.

Phase 2: Current State Assessment (Weeks 4–8)
2.1 As‑Is Process Maps.  The Consultant will produce detailed process diagrams for five to eight core regulatory functions (e.g., product registration, facility inspection, import permit processing, laboratory request handling, adverse event reporting). Each map will highlight manual steps, information handoffs, delays, duplicate data entry, and any existing digital touchpoints. A narrative summary shall accompany the diagrams.

2.2 Digital Maturity Assessment Report. A scorecard that evaluates EFDA across key dimensions: governance, data management, infrastructure, user adoption, interoperability, and security. The assessment will use a recognized maturity framework e.g., WHO SMART or a five‑level scale from Initial to Optimized. The report will include an overall maturity score, strengths, weaknesses, and a visual dashboard.

2.3 Stakeholder & User Needs Summary. A consolidated report of findings from interviews, focus groups, and surveys conducted with EFDA staff, external users’ importers, manufacturers, brokers, and partner agencies Ethiopian Customs, Ministry of Health. The summary will document pain points, digital literacy levels, user expectations, and observed resistance risks, all anonymized and organized by stakeholder group 

Phase 3: Gap Analysis & Requirements Definition (Weeks 9–12)
3.2 Gap Analysis Report. A comparison between the current state (as‑is processes and digital maturity) and the desired “paperless” target state defined by Digital Ethiopia 2030 and EFDA’s strategic objectives. Gaps will be categorized as policy/regulatory, process, technology, data, skills, or budget, and prioritized by impact and feasibility. Each gap shall include a brief description, root cause, and recommended action.

3.2 Functional & Technical Requirements. A detailed requirements document covering what a future digital system must do. This includes e‑submission portals, workflow automation, integration with external systems (customs, single windows), electronic signatures, audit trails, and reporting dashboards. Non‑functional requirements (performance, security, availability, data retention) will also be specified. An Excel‑based traceability matrix linking each requirement to the identified gaps shall be provided.

3.3 Interoperability & Data Architecture Blueprint. A high‑level design of how EFDA’s future system will exchange data with external partners. This includes recommended standards, a draft data dictionary for core entities (product, establishment, applicant, inspection report, permit), and initial data quality rules. The blueprint will be accompanied by a data model diagram.

Phase 4: Roadmap & Finalization (Weeks 13–16)
4.1 Digitalization Roadmap. A phased implementation plan covering a three‑year horizon The roadmap will include clear milestones, estimated high‑level costs per phase, internal and external dependencies, change management activities, and risk mitigation measures. It must demonstrate how each phase moves EFDA closer to a paperless environment and aligns with Digital Ethiopia 2030 milestones. 

4.2 Cost‑Benefit & Investment Case. A financial analysis presenting upfront investment requirements (software, hardware, training, change management) versus expected recurring savings like reduced printing, faster processing times, lower error rates. Qualitative benefits such as improved transparency, reduced counterfeiting risk, and better public health outcomes will also be described. 

4.3 Draft and Final Assessment Report. A comprehensive report that integrates all previous phases: executive summary, methodology, current state findings, gap analysis, requirements, roadmap, and governance recommendations e.g., establishing a digital transformation unit within EFDA. A draft version shall be submitted by the end of Week 15 for EFDA’s review and written feedback. The final version, incorporating all comments, must be delivered by the end of Week 16. The final report shall be in PDF, accompanied by editable source files in Word, Excel, etc

4.4 Knowledge Transfer Plan. The proposal must include a clear plan for transferring knowledge and skills to EFDA and RRB staff throughout the assignment, ensuring sustainability beyond the contract period.

4.5 Presentation to EFDA Leadership. A presentation slide summarizing key finding, the recommended roadmap, and immediate next steps. The Consultant will deliver this presentation in a workshop format to EFDA’s senior management and relevant technical teams, facilitating a discussion to secure approval for pilot implementation and internal task force formation. Meeting minutes capturing decisions and action items shall be submitted within three working days after the presentation.

6. Timelines and Schedule
The total duration for this comprehensive assignment shall be sixteen (16) weeks from the date of contract signing. The proposed schedule is outlined below:
	Phase
	Duration
	Key Activities & Milestones

	Phase 1: Mobilization & Inception
	Weeks 1 - 2
	Contract kick-off meeting, stakeholder mapping, and finalization of methodology and work plans. Submission and approval of Inception Report.

	Phase 2: Discovery & Immersion
	Weeks 3 - 7
	Conduct stakeholder interviews and workshops, perform system and document reviews, initiate benchmarking study, and collect all necessary data.

	Phase 3: Analysis & Synthesis
	Weeks 8 - 10
	Analyze collected data, conduct gap and root cause analysis, develop future-state architecture models, and begin drafting core findings.

	Phase 4: Solution Design & Road mapping
	Weeks 11 - 13
	Formulate strategic recommendations, design the phased transformation roadmap, Prepare draft versions of all major reports.

	Phase 5: Validation & Refinement
	Week 14
	Present draft findings and the proposed roadmap to EFDA’s Project Steering Committee and key stakeholders for review, discussion, and feedback.

	Phase 6: Finalization & Knowledge Transfer
	Weeks 15 - 16
	Incorporate stakeholder feedback, finalize all reports and deliverables, conduct a final presentation to senior management, and hold knowledge transfer sessions with the EFDA core team.



7. Expertise and Qualifications Required

The consulting firm must demonstrate a proven track record and propose a team with the following credentials:
1. 10 years of verifiable experience in conducting large-scale digital maturity assessments and developing digital transformation strategies, with a strong preference for experience within the public sector, healthcare, or regulatory domains. Experience in Africa will be an advantage.
2. Deep, practical understanding of the regulatory lifecycle for medicines, food, and medical devices. Direct prior experience working with national medicines regulatory agencies (NMRAs) or similar bodies is highly desirable.
3. The firm must field a multidisciplinary core team with demonstrable expertise in
· Enterprise Architecture 
· Public Health Informatics / Regulatory IT Systems
· Cyber security, Risk Management, and Data Privacy
· Business Process Re-engineering and Change Management
· Strategic Financial Modeling and Business Case Development
4. Evidence of using structured frameworks and methodologies in past engagements.
5. Excellent facilitation, communication, and report-writing skills in English. The ability to engage effectively with both technical and non-technical audiences is essential 

Table 1. Composition of Key Technical Staff – Qualifications and Experience 
The firm shall propose a core team comprising the following roles. For each role, the proposal must include a detailed CV clearly demonstrating the qualifications and experience specified below.
	No.
	Role
	Qualifications and Experience Required
	Expected Input hour

	1
	Project Manager
	Education: Master's degree in Project Management, Public Health, Business Administration, IT, or related field.

Experience: 10 years of experience managing large-scale digital transformation projects, with at least 5 years in public sector or regulatory environments. Proven track record of delivering multi-stakeholder assignments on time and within budget. 
	
Solid working days of the full 16 weeks

	2
	Network Engineer
	Education: Bachelor's degree in Computer Science, Network Engineering, Telecommunications, or related field.

Experience: 7 years of experience in network design, implementation, and assessment, including WAN/LAN, SD-WAN, and network security. Experience with government networks and connectivity to remote/regional sites.
	Solid working days of the full 16 weeks

	3
	System Analyst
	Education: Bachelor's degree in Computer Science, Information Systems, or related field.

Experience: 8 years of experience in functional and technical analysis of enterprise systems, including assessment of system performance, user adoption, and lifecycle status. Experience with regulatory or public health information systems is strongly preferred.
	Solid working days of the full 16 weeks

	4
	Enterprise
Digital 
Architect
	Education: Master's degree in Computer Science, Information Systems, Enterprise Architecture, or related field.

Experience: 10 years of experience in enterprise architecture, including design of future-state architectures for public sector organizations. Proven experience with TOGAF or equivalent frameworks. Experience designing interoperable systems across multiple agencies or federal-regional structures is essential.
	Solid working days of the full 16 weeks

	5
	Software/
Application Architect
	Education: Bachelor's or Master's degree in Computer Science, Software Engineering, or related field.

Experience: 8 years of experience in software architecture, application lifecycle management, and vendor performance assessment. Experience with regulatory systems (RIMS, eCTD, pharmacovigilance) is highly desirable.
	Solid working days of the full 16 weeks

	6
	Business Analyst
	Education: Bachelor's degree in Business Administration, Information Systems, Public Administration, or related field.

Experience: 7 years of experience in business process mapping, workflow analysis, and process re-engineering. Experience in regulatory workflows (product registration, inspections, licensing) is strongly preferred. CBAP certification is an advantage.
	Solid working days of the full 16 weeks

	7
	Data and AI Specialist
	Education: Master's degree in Data Science, Computer Science, Statistics, or related field.

Experience: 8 years of experience in data governance, data quality assessment, master data management, and advanced analytics. Experience with regulatory data (product, establishment, inspection) and predictive modeling for risk-based decision-making is highly desirable.
	Solid working days of the full 16 weeks

	8
	Cloud Solution Architect
	Education: Bachelor's or Master's degree in Computer Science, Cloud Computing, or related field.

Experience: 7 years of experience in cloud architecture design, migration, and hybrid-cloud deployments. Experience with AWS, Azure, or Google Cloud platforms. Certification in one or more cloud platforms (e.g., AWS Certified Solutions Architect) is required. Experience with government cloud deployments and data sovereignty considerations is essential.
	Solid working days of the full 16 weeks

	9
	Cybersecurity Expert
	Education: Master's degree in Cyber security, Information Security, Computer Science, or related field.

Experience: 10 years of experience in cyber security assessment, risk management, and implementation of security frameworks (Zero-Trust, NIST, ISO 27001). Experience with government or regulatory environments are strongly preferred. 
	Solid working days of the full 16 weeks

	10
	Interoperability/
Integration Specialist
	Education: Bachelor's or Master's degree in Computer Science, Information Systems, or related field.

Experience: 7 years of experience in API management, middleware design, and system-to-system integration. Proven experience with enterprise-grade API platforms. Experience integrating systems across multiple government agencies or federal-regional structures is essential.
	Solid working days of the full 16 weeks

	11
	Change Management Specialist
	Education: Master's degree in Organizational Development, Human Resources, Psychology, Public Administration, or related field.

Experience: 8 years of experience in change management for large-scale digital transformation projects, including stakeholder engagement, training needs analysis, user adoption strategies, and organizational culture assessment. Experience in public sector or regulatory environments are strongly preferred.
	Solid working days of the full 16 weeks



8. Management and Reporting Arrangements
8.1 EFDA’s Responsibilities
· Appoint a high-level Project Steering Committee (PSC) with decision-making authority and a dedicated Project Manager as the single point of contact.
· Facilitate and ensure timely access to all required documents, data, systems, and personnel for interviews and workshops.
· Provide timely, consolidated, and constructive written feedback on all draft deliverables.
· Provide necessary logistical support for the consultancy team’s work in Addis Ababa.

8.2 Consulting Firm’s Responsibilities
· Appoint a highly experienced Project Director/Manager who will be accountable for the overall quality and timely delivery of the assignment.
· Adhere to the highest standards of professional integrity, confidentiality, and objectivity.
· Comply strictly with all applicable EFDA policies on information security, data protection, and ethics.
· Maintain regular communication with the EFDA Project Manager, providing weekly progress updates and immediately escalating any issues or risks.
· Ensure all deliverables are practical, of exceptional quality, and presented in a clear, professional format.

9. Financial Proposal
Bidders must submit a detailed and transparent financial proposal structured as follows:
1. Professional Fees: - A clear breakdown of the daily rate and total number of days input for each proposed team member, linked to the phases of work outlined in the methodology.
Reimbursable Expenses: - A realistic estimate for all anticipated expenses, including international and domestic travel, accommodation, local transportation, and per diem allowances. 


10. Payment Schedule
	Milestone
	Deliverable Trigger
	Content Requirements
	Submission Timeline
	% of Financial Proposal

	1
	Inception Report approved by EFDA
	The Inception Report must include: (i) refined methodology and approach; (ii) final stakeholder mapping and data collection instruments (interview guides, surveys, review checklists) for EFDA approval; (iii) detailed week-by-week work plan with clear milestones; (iv) updated risk register with mitigation measures; (v) assumptions and constraints; (vi) regional visit schedule. The Consultant shall also submit an Initial Data Request List (Excel/Word) of all documents, datasets, and system access required from EFDA.
	Week 2 (within 2 weeks of contract signing)
	20%

	2
	Digital Maturity Assessment Report + As-Is Process Maps approved
	The Digital Maturity Assessment Report must include: (i) overall maturity score using a recognized framework (e.g., WHO SMART or 5-level scale); (ii) detailed scorecard across governance, data management, infrastructure, user adoption, interoperability, and security; (iii) visual dashboard; (iv) strengths, weaknesses, and key findings. As-Is Process Maps (BPMN 2.0 format) must cover 5-8 core regulatory workflows with swim lanes, decision points, manual steps, and estimated processing times.
	Week 8
	30%

	3
	Gap Analysis Report + Functional & Technical Requirements approved
	The Gap Analysis Report must include: (i) comparison of current vs. desired "paperless" state; (ii) gaps categorized as policy/regulatory, process, technology, data, skills, or budget; (iii) prioritization of gaps by impact and feasibility; (iv) root cause analysis for each gap. The Functional & Technical Requirements document must include: (i) detailed functional requirements (e-submission, workflow automation, integration, electronic signatures, audit trails, reporting dashboards); (ii) non-functional requirements (performance, security, availability, data retention); (iii) Excel-based traceability matrix linking each requirement to identified gaps.
	Week 12
	25%

	4
	Final Assessment Report and Roadmap accepted (including presentation to leadership)
	The Final Assessment Report must integrate all previous phases: executive summary, methodology, current state findings, gap analysis, requirements, 10-year vision, 3-year phased implementation roadmap, governance recommendations, and financial analysis (Cost-Benefit & Investment Case). The Roadmap must include: (i) clear milestones and phased initiatives; (ii) estimated costs per phase; (iii) internal and external dependencies; (iv) change management activities; (v) risk mitigation measures; (vi) governance framework; (vii) KPIs for tracking progress. The Consultant shall also deliver a PowerPoint presentation to EFDA leadership summarizing key findings, the recommended roadmap, and immediate next steps. Meeting minutes capturing decisions and action items shall be submitted within 3 working days after the presentation.
	Week 16
	25%





11. Evaluation and Award Criteria
Proposals will be evaluated based on a combined technical and financial scoring model. The technical proposal will carry a weight of 80% and the financial proposal 20%.
	Evaluation Criteria
	Sub-Criteria
	Weight
	Detailed Assessment Indicators

	Technical Proposal (80%)
	1. Firm’s General Experience & Relevance
	10 %
	1) Domain expertise: Number and similarity of past digitalization assessments for regulatory agencies (health, food, drug, or customs authorities) in the last 5 years.
2) Specific EFDA-relevant outcomes: Examples of previous work that successfully supported paperless processes, interoperability, or regulatory digital transformation.
3) Client references: At least 2 verifiable references from similar assignments (preferably public sector)
4) Evidence of lessons learned: How past failures or challenges were addressed in subsequent projects.

	
	2. Proposed Methodology & Work Plan
	30%
	1) Alignment with Digital Ethiopia 2030: Explicit mapping of activities to the national digital strategy pillars (infrastructure, digital ID, interoperability, data governance).
2) Understanding of EFDA context: Demonstrated awareness of EFDA’s current digital maturity, pain points e.g., inspection data silos, lab integration, and organizational culture.
3) Clarity of 16-week phased approach: Weekly or bi-weekly milestones with clear deliverables e.g., inception report → process mapping → gap analysis → technical requirements → draft roadmap.
4) Participatory methods: Inclusion of stakeholder workshops, user interviews, and change management considerations not just technical audit.
5) Paperless objective: Specific activities to assess readiness for end to end digital workflows (e‑submissions, electronic signatures, automated notifications).
6) Flexibility: Contingency plans for data unavailability, stakeholder resistance, or connectivity issues.
7) Realistic Gantt chart: Activities logically sequenced, dependencies identified, milestones achievable within 16 weeks given EFDA’s availability
8) Risk register: Identifies specific risks with mitigation and trigger-based contingency actions.
9) Quality assurance plan: How deliverables will be internally reviewed before submission to EFDA.
10. Communication protocol: Regular checkpoints e.g., weekly progress calls, monthly steering committee updates and escalation path for delays11. Knowledge transfer plan: Explicit activities to ensure EFDA staff can continue or update the assessment outcomes after contract ends.


	
	3. Qualifications & Competence of Key Personnel
	50%
	1) Team Leader: At least 10 years of experience in digital transformation of public health or regulatory systems; prior work with an African drug/food authority.
2) Digital Architect/Business Process Analyst: Proven track record in modeling, interoperability standards.  
3) Data Governance Specialist: Experience with data privacy laws (Ethiopia’s forthcoming data protection framework), data quality assessment, and master data management for product/establishment registrations.
4) Demonstrated success in stakeholder mapping, digital literacy assessment, and designing adoption strategies for civil servants.
5) CV completeness: Each CV must clearly state the individual’s role in the proposed assignment, not just a generic biography.
6) Time commitment: Percentage of time each expert will dedicate to the 16-week engagement.

	
	Participation of National Staff among Key Staff 
	5%
	1) Percentage of national staff in key roles: ≥40% (Full), 25–39% (Partial), <25% (Low).
2) Roles assigned: Senior/lead roles (Full), junior/support only (Partial), none (Zero).
3) CV strength: Relevant qualifications and experience commensurate with role.
4) Cost-effectiveness & local knowledge: Clear justification of how national staff contributes to efficiency and sustainability.

	
	Transfer Of Knowledge 
	5%
	Data analysis
1) Training on appropriate analytical techniques and use of relevant software/tools.
2) Interpretation of assessment results and generation of findings.
Reporting and visualization
1. Preparation of assessment reports, tables, dashboards, charts, and other outputs.2. Translating technical findings into practical recommendations.
3) Institutionalization: Train-the-trainer and core team establishment for sustainability.
4) Sustainability strategy: Clear plan for ongoing capacity development post-contract.
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