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Medical Device Development

ITERATIVE advancements 
supported by

AGILE processes foster

INNOVATION and benefit 
PATIENTS
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CHANGES ELIGIBLE FOR PREDETERMINED CHANGE 
CONTROL PLAN (PCCP)

Initial 
Submission

Component

Software update

Manufacturing

IVD tube type

NGS test 
variants

Subset of changes 
requiring 
notification and 
approval before 
implementation 
become eligible for 
PCCP.

New 
Submission



AGILE CHANGE MANAGEMENT

Without 
PCCP

• Premarket 
submission/Approval

• Device to patient
• Test/validate change
• Document in QS

• Premarket submission
• Review
• Approval
• Enhanced device to patient

With 
PCCP

• Premarket 
submission/Approval
• Change control plan

• Device to patient
• Test/validate change per 

PCCP
• Document in QS

• Enhanced device to patient



COMPONENTS OF A PCCP

Description of Change

Modifications Protocol

• Validation plan
• Acceptance criteria

Impact Assessment

• Benefit-Risk assessment

Labeling (if applicable)



Harmonized PCCP for Machine Learning Enabled Devices

November 2023

Total Product Life 
Cycle (TPLC)

Focused and 
Bounded

Risk-Based

Evidence-
Based

Transparent
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Predetermined Change Control Plan (PCCP)

ITERATIVE advancements 
supported by

AGILE processes foster 
GLOBAL

INNOVATION and benefit 

PATIENTS GLOBALLY
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