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Introduction

Objective
Overview of essential conditions for 
effective regulation of medical devices, 
including IVDs

Importance
Ensuring the safety, effectiveness, and 
quality of medical devices



Legal requirements

Clear legal framework for 
regulating medical devices

Components
Specific laws, regulations, and 
guidelines defining standards

Key points
Transparency, continuous updates, 
alignment with international 
standards



Gap analysis of existing controls

Evaluation of gaps in current 
existing controls to identify 
deficiencies

Steps in gap analysis
1. Identify existing regulatory controls
2. Compare with WHO and other 

international benchmarks
3. Engage stakeholders including 

healthcare professionals and 
industry representatives

4. Identify gaps and areas for 
improvement



Implementation plan

Detailed plan for implementing 
regulatory improvements

Steps to implementation
1. Prioritization: focus on high-risk areas and 

public health priorities
2. Stakeholder engagement: continuous 

involvement of relevant parties
3. Resource allocation: ensure adequate 

funding, staffing, and training
4. Transition periods: allow time for 

adaptation to new regulations



Stakeholder involvement

Considerations

 Who would be impacted by the 
regulatory controls, implementation 
process and policy, and in what way

 Who has or may have influence 
over the regulatory controls, 
implementation process and policy

 Who has or may have an interest in 
whether regulatory control 
implementation is successful or 
unsuccessful



Monitoring implementation

Ongoing monitoring
 Establish clear metrics for success
 Regular audits and inspections
 Continuous stakeholder feedback
 Adaptation and improvement 

based on monitoring results

Competencies
 Recruit and train regulatory staff
 Ensure staff has mandatory and 

core competencies
 Use advisory committees for 

specialized expertise



Organization responsible for 
regulating medical devices

Functions
 Licensing
 Oversight
 Compliance enforcement

Governance structure
 Checks and balances
 Periodic public reports on 

performance

Regulatory Authority



Challenge
Ensuring adequate financial 
resources for regulation

Funding sources
 Regulatory fees
 Government budget

Considerations
 Financial sustainability
 Transparency in resource use

Funding the Regulatory System

Fees
Predictable
Transparent
Reasonable in relation to the 

services

Ways to increase efficiency 
and reduce costs

Consider outputs of other NRAs
Reliance or recognition



Importance
Maintaining the integrity of the 
regulatory system

Strategies
 Conflict of interest policies
 Staff training

Benefit
Public and industry trust in the 
regulatory system

Conflict of interest and impartiality



Capacitating human and material 
resources for effective regulation

Components
 Continuous training
 Adequate infrastructure
 Technology

Objective
Develop specific competencies to meet 
regulatory demands

Regulatory competencies and resources



Effective regulatory controls are crucial for 
ensuring the safety and efficacy of medical 
devices

A systematic approach from gap analysis to 
roadmap development is essential

Continuous engagement, monitoring, and 
adaptation are key to successful 
implementation

Conclusion
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