
TO MEET MEDTECH INTERNATIONAL MARKET PLANNING AND INVESTMENT NEEDS
“Annex XIV of the Medical Devices Regulation (EU) 2017/745 (MDR), section 1(a), 8th indent, requires a Clinical Development Plan 

(CDP). Some manufacturers may need more clarity, though, in order to meet CDP requirements as part of their broader MDR 

compliance effort
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Medical Field Concerned with the Devices Under Evaluation

Conditions and Procedures Associated with the Device

Consequences of Unsuccessful/Successful Treatment

Vulnerable Populations

Similar Devices to Target Device 

Residual Risks and Benefits associated with the SoTA

Current  competing Treatment Options 

Unmet Market Need(s)

Market Assumptions and Projections

Product Profiles: Optimal versus Minimal Acceptable

Potential Bench Testing Properties and Key Outputs

Maturity of Technology

Competitive Situation (Existing and Potential)

Payer and Healthcare System Authorisation

Pathway for payment (Private and Government)

Value Proposition – Scientific Evidence Case

Distribution Needs

Contract regulatory needs for economic players 

(distributors and 3rd party) 

Clinical Data Needs

Pre-Market

Post-Market

Trial design considerations

Clinical Development Stage/Pilot Stage/Pivotal Stage/ 

Post-Market Clinical Investigation

Clinical Investigation Regulatory Submissions Planning 

CE marking Regulatory Submissions Planning

International Regulatory Planning

Country Specific [USA, Europe, Canada, Australia…]

Clinical coding

Hospital Business case – BD managers
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