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a) Background
Digitalization is increasingly becoming the backbone of any and all functional restructuring in the public sector, an objective driver of change management and a precondition for transformative development. Going digital, being a horizontal measure, is also accelerating the attainment of Sustainable Development Goals (in further text: SDG). While it directly falls under SDG 16, e-Governance is contributing to building stronger institutions – effective, accountable and transparent – at all levels. 
The Government of Serbia (GoS), elected in June 2017, has prioritized the digital transformation of the national economy and state administration. The Prime Minister's Keynote Address at the Parliament stressed digitalization and education as the most important catalysts of innovations, competitiveness and growth for Serbia in the coming years. It also stressed the need for a rapid digitalization of public administration and provision of integrated, secure and citizen-focused electronic services. This political support materialized in August 2017, when the new Government formed the Office for IT and e-Government (OITeG) and appointed the Prime Minister as head of the Council for Innovative Entrepreneurship and Information Technologies (IT Council).
In addition, the Government of Serbia has requested assistance from the World Bank in supporting the reform efforts, through a loan. To this effect, the World Bank has initiated the Enabling Digital Governance Project (EDGE). The Project, launched back in April 2019, and restructured in June 2024, aims at contributing to development of the digitalization in Serbia, through implementation of the following components:
Component 1: Foundations for Digital Service Delivery
The objective of this component is to establish the necessary cross-cutting foundations to support the use of ICTs in the provision of public services to citizens, and businesses, including inter alia, regulations, standards, and digital infrastructure. 
Component 2. Citizen-Centric Digital Services
The objective of this component is to support the three dimensions of project objectives—access, quality, and efficiency of e-services: (a) integrate change management and citizen engagement activities into this digital transformation process; (b) strengthen the institutional capacity of the OITeG and other key stakeholders for leading and coordinating intergovernmental activities in an agile, user-centric way; and (c) streamline the implementation arrangements through a partnership between OITeG and Public Policy Secretariat (PPS) of the Prime Minister’s office.
Component 3. Digital Skills Development and Project Management
This component focuses on the integration of change management, communication, and citizen feedback into Component 2.
For the purposes of effectively managing and coordinating EDGE and future Projects with International Financial Institutions (IFI) financing, the Project Implementation Unit (PIU) has been founded at the OITeG.
The Serbia Innovation Testbed project represents a strategic initiative aimed at establishing a national framework for testing and validating artificial intelligence (AI) solutions in high-risk and highly regulated sectors of public interest. Aligned with the Republic of Serbia’s strategic documents (such as the Artificial Intelligence Development Strategy and the Cloud First Strategy) and EU regulations (GDPR, AI Act), the project seeks to provide a controlled and secure environment for real-world testing of AI technologies — across sectors including healthcare, veterinary medicine, biotechnology, and digital agriculture.
AI and machine learning are increasingly used in data and image analysis, resource management, decision-making in complex systems, and process optimization. Since these systems often rely on sensitive data and have a direct impact on human, animal, or environmental health, their application must be well-regulated and ethically grounded.
Digital transformation has been positioned as a national priority by the Government of Serbia, as reflected in the work of the Office for IT and eGovernment and key infrastructure projects such as the National Data Center. Within the framework of C4IR Serbia — established in cooperation with the World Economic Forum — models are being developed for the responsible use of advanced technologies, especially AI, in areas like healthcare, agriculture, and the bioeconomy. This initiative responds to the need for testbed environments that allow real-world verification of AI innovations under institutional and regulatory oversight, following examples already adopted in EU countries in response to the AI Act.
Regulatory Challenges and Issues for AI Solutions in High-Risk Domains
- Regulatory misalignment across jurisdictions - Locally developed AI systems must often comply with regulations of different markets (e.g., EU, USA, UK), complicating deployment and certification.
- Uncertain approval timelines and processes - Many AI systems require verification and evaluation through complex institutional and regulatory procedures, which are often lengthy and unpredictable.
- Validation and evidence requirements - AI solutions must be supported by evidence of reliability, safety, and usefulness, including simulations, pilot phases, and/or real-world data.
- Model updates and change management - Given the dynamic nature of AI systems, mechanisms must be ensured for version control, documentation, and potential re-evaluation.
- Data processing, interoperability, and transparency - Systems must be interoperable with existing infrastructural and information solutions, comply with GDPR and domestic laws, and ensure explainability and decision traceability.
Trends and Drivers for Innovation Testbed 2025
· Increasing number of AI solutions in critical sectors (e.g., healthcare, veterinary medicine, precision agriculture) requires formal testing mechanisms under controlled conditions.
· Deployment of generative AI and agent systems necessitates additional guidelines and sandbox environments before commercial application.
· The EU AI Act imposes stricter criteria for high-risk AI systems, including obligations for explainability, human oversight, and testing.
· Integration of multiple data sources (text, images, sensor data, IoT devices) is becoming standard, demanding advanced testbed infrastructures.
b) Objective
To establish an institutional, regulatory, and technical framework for a national testbed designed for potentially high-risk AI solutions, which include comparative analysis of international practices, defining the institutional model, regulatory and technical framework, as well as preparation for a pilot phase, which will commence after this project’s completion.
c) Expected outputs
O1 - Regulatory and Institutional Environment Analysis
· Review of relevant laws and regulations in Serbia and the EU (e.g., GDPR, Data Protection Act, Product Safety Act, etc.)
· Identification of obstacles and grey zones for testing and validating AI solutions in highly regulated sectors
· Mapping of stakeholders (institutions, regulatory bodies, research and development organizations)
O2 - Proposal for Institutional and Technical Testbed Model
· Defining a possible governance structure, including supervisory and ethics boards
· Proposal of criteria for inclusion of AI solutions in testing
· Proposal of technical infrastructure (locations, resources, protocols)
· Data ownership and management considerations
O3 – Recommendations for Regulatory Roadmaps
- Development of “go-to-testbed” and “go-to-market” strategies for innovative AI firms
- Classification of solutions by risk level, development stage, and necessary approvals
- Guidance for classification in line with EU and domestic frameworks (e.g., digital tools vs. decision-making systems)
O4 – Recommendations for Interoperability, Data Protection, and Ethics
- Compliance with GDPR, eIDAS, and domestic legislation
- Mechanisms for informed consent, algorithm explainability, and human oversight
- Guidelines for interoperability with existing information systems
O5 – Recommendations for Sustainability and Implementation Phase
- Sustainability plan for the testbed environment in subsequent phases
- Recommendations for involvement of public and private sectors
- Defining potential regulatory sandbox zones
- Proposal of an institutional host for the testbed
d) Timeframe and duration
The project will be implemented over a period of four (4) months, with an additional month reserved for documentation and support activities for next steps.
e) Deliverables 
	No.
	Deliverable
	Deadline

	1
	Inception Report – includes defined methodology, stakeholder map, communication plan, and work plan
	3 weeks from contract signing

	2
	Regulatory and Institutional Analysis Report – covers national and EU guidelines, best practices, and identified barriers
	7 weeks from contract signing

	3
	Draft Proposal of the Testbed System Model – includes technical, regulatory, and institutional model
	12 weeks from contract signing

	4
	Final Testbed System Model – includes sustainability, operational protocols, budget estimates, and next steps recommendations
	16 weeks from contract signing

	5
	Report: Recommendations for the Next Steps – advisory and technical support for MVP implementation phase
	During the additional 2-month MVP support period



f) Required Qualifications of the Consulting Firm
The consulting firm should demonstrate:
· Proven expertise in digital transformation of sectors with complex regulatory frameworks, including experience in working with public institutions and regulatory bodies;
· Experience in implementing at least two projects of comparable scale and complexity within the past six years, preferably in highly regulated domains (e.g. healthcare, biotechnology, agriculture);
· Demonstrated experience in introducing AI solutions into real-world and regulated environments, including solutions that process sensitive and unstructured data;
· Experience with the implementation of European and national legislation, including GDPR, the Law on Personal Data Protection, the Law on Healthcare, and other relevant regulations related to sensitive data processing.
Preferable qualifications include:
· Experience in developing regulatory roadmaps and assessing Technology Readiness Levels (TRL);
· Experience in designing and managing national sandbox/testbed environments;
· Previous involvement in international projects in partnership with technology or advisory firms (e.g., as part of a consortium with IT or biotech partners);
· Familiarity with classification procedures and risk assessment of software and digital solutions in regulated sectors.
g) Team and Technical Requirements
1. Key Expert 1: Project Manager 
· Minimum 10 years of experience in complex digital transformation projects
· Proven experience working with public institutions, regulators, and international stakeholders (e.g., WEF, EU bodies)
· Understanding of public policy and budgeting processes
· Preferable: Prior involvement in designing or managing national-level innovation or regulatory infrastructure projects
· Academic degree: BSc required; MSc/PhD preferable
2. Key Expert 2: Regulatory Expert for SaMD and MDR
· Legal, policy, or technical background with specialization in EU regulations, MDR, and classification of digital products
· Experience in regulatory strategy development and gap analysis
· Previous collaboration with national or European regulatory bodies
· Preferable: Experience in preparing documentation for CE marking or regulatory sandbox pilots
· Academic degree: BSc required; MSc in law, medicine, or tech regulation preferable
3. Key Expert 3: Technical Expert for AI Solutions in Healthcare
· Engineering or informatics background with proven work on AI-based software solutions
· Experience working with complex data systems, API/PACS integration, algorithm testing and validation
· Familiarity with TRL methodology and model explainability tools
· Preferable: Involvement in at least one project including real-world AI deployment and risk classification
· Academic degree: BSc required; MSc/PhD in AI or data science preferable
4. Non-Key Expert 1: Business Process Analyst
· Experience in requirements gathering and modeling (e.g., BPMN, user stories, as-is/to-be diagrams)
· Proven ability to translate stakeholder input into technical documentation
· Experience with workshops and agile co-design
· Preferable: Participation in public sector digital transformation projects or digital public service delivery
· Academic degree: BSc required; preferably with specialization in systems engineering or business analysis
5. Non-Key Expert 2: Systems and Planning Analyst
· Experience in analyzing organizational workflows and planning technology rollouts
· Capacity to evaluate impacts on interoperability, system readiness, and institutional uptake
· Preferable: Prior work with TRL assessments or introduction of new tech into regulated environments
· Academic degree: BSc required; MSc preferable
6. Non-Key Expert 3: Stakeholder Engagement and Facilitation Expert
· Experience in leading participatory sessions and multi-stakeholder process mapping
· Strong communication and facilitation skills across diverse technical and policy audiences
· Preferable: Experience in projects with both national and local-level institutions across sectors
· Academic degree: BSc required; preferably in communication, public policy, or organizational development
i) Evaluation
The firm obtaining the highest score during the evaluation of expressions of interest will be invited to submit technical and financial proposals. 
j) Organization of the Assignment 
The selected firm shall undertake the assignment in close consultation with Office for IT and eGovernment (OITeG), which shall follow and support the assignment. The firm will report to the PIU for contract administration. All deliverables and reports shall be submitted to Office for IT and eGovernment (OITeG) with the PIU in copy. The Reports shall be submitted in English language. The working language is Serbian. 
k) Contract Type
A Lump-Sum contract shall be executed, with payments contingent on deliverable approvals and performance evaluations. Travel and accommodation expenses will be reimbursed in compliance with World Bank procurement regulations, requiring submission of supporting documentation.
l) Intellectual Property
The Government of Serbia retains full ownership and exclusive rights to all intellectual property developed under this contract. The firm is prohibited from reproducing, distributing, or using any work product without explicit written authorization from the Government of Serbia.
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