
            

Gstudy Contact Information- Phone: 052-3610566   E-mail:  gstudy@gsap.co.il 

Medical Device Verification & Validation (V&V) 

Essentials 
 

 Syllabus, Rev.2 

Course Overview: 

Two-day seminar, 09:30-15:30    

 

By the end of this course, you will be able to confidently plan and execute V&V activities . 

This training is designed to bridge the gap between theory and practical application in medical 

device development. 

 

# Session  Topic 

 

Medical 

Device 

Verification & 

Validation 

(V&V) 

Essentials – 

Day 1 

Session Kick-Off • Welcome & introductions 

Module 1: Foundations 

of V&V 

• V&V fundamentals and definitions 

• The V&V model: Understanding the relationship 

between design inputs, outputs, and testing 

• Requirements that can be verified:  

• Developing Testable Requirements: Moving 

from vague ideas to measurable metrics. 

• User Needs and Design Inputs – defining my 

product 

• Characteristics of good, verifiable 

requirements  

• Verification vs. Validation: Defining the critical 

difference (Did we build the system right? vs. 

Did we build the right system?) 

• Design verification vs design validation vs 

process validation (IQ/OQ/PQ) - The difference 

between validating the design and validating 

the manufacturing process.  

• Integrating ISO 14971 (Risk Management) into 

the V&V strategy: Risk Management Link to 

Design Input 

Module 2: Planning the 

V&V Strategy 

• The Design Verification and Validation Master 

Plan (DVMV) 

• Statistical rationale based on risk levels: 

Determining sample sizes based on risk levels 
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and confidence/reliability intervals. 

• Test Method Validation (TMV): Ensuring your 

measurement system is accurate 

Module 3: Regulatory 

and standards 

expectations 

• Regulatory Framework: V&V expectations 

• Use of Standards and Guidance document in 

V&V 

Medical 

Device 

Verification & 

Validation 

(V&V) 

Essentials – 

Day 2 

Module 4: 

Documentation and 

Traceability 

• The Traceability Matrix (RTM): Mapping User 

Needs, Design Inputs, Risks, 

Verification/Validation Results. 

• Protocol and Report Structure: Best Practices & 

Essential Elements 

• Handling deviations, non-conformances, and 

"failed" tests. 

Module 5: Types of 

Verification and 

Validations Testing at 

a High Level 

• Bench Performance Testing, simulated use 

functional testing 

• Electrical Safety Testing 

• Software Validation 

• Biological Safety 

• Sterilization Validation 

• Packaging Validation 

• Shelf Life 

• Environmental and Distribution Simulation 

• Lifetime Reliability  

• Cleaning and Reprocessing 

• Usability/Human Factors 

• Animal testing 

• Clinical Testing 

 


