
 

Patient Engagement Certification – Course Overview 

The Patient Engagement Certification (PEC) is designed to strengthen your ability to integrate the patient 

voice across the full healthcare product lifecycle. This program equips participants with practical 

strategies, regulatory understanding, and implementation tools to ensure patient-centric development 

that improves relevance, outcomes, and adoption. 

What You Will Learn 

• Practical ways to embed patient perspectives from research through commercialization   

• Understanding of US and EU regulatory expectations and guidance   

• Tools and methodologies to implement effective patient engagement   

• Awareness of legal and compliance considerations   

• Insight into how patient-centric strategies improve outcomes, access, and adoption   

Course Structure 

The certification consists of 7 modules plus a final assessment, covering the product lifecycle:  

1. Foundations of Patient Engagement   

Core definitions, evolution, and the value of patient-centric approaches 

2. Pre-Clinical & Clinical Development   

Early patient involvement to improve study design, relevance, and outcomes 

3. Regulatory Engagement   

How patient input shapes regulatory strategies and decision-making 

4. Market Access   

The role of patient insights in HTA, access strategies, and value demonstration 

5. Commercialization   

Ensuring therapies reach patients effectively through patient-informed launch strategies 

6. Tools & Methodologies   

Practical techniques such as advisory boards, interviews, surveys, and social listening 

7. Legal & Compliance   

Key principles and frameworks for ethical and compliant patient engagement 

Learning Experience 

• Interactive, eLearning-based modules with voice-over content   

• Real-world case studies across multiple therapeutic areas   

• Knowledge checks at the end of each module   

• Final certification quiz (80% passing score required)   

Outcome 

By completing this program, participants will be able to design and implement patient engagement 

strategies that align with regulatory expectations, enhance product development, and position their 

organization as a leader in patient-centered innovation. 


