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Process Validation Protocol

Use this template to protocol validating [manufacturing_process] for [device_name].

Template Metadata

Field Details

Category Medical Devices

Owner [Team or owner]

Version [Version number]

Effective Date [Date]

Review Cycle [Monthly / Quarterly / Annual / Event-based]

Status [Draft / In Review / Approved]

Objective

State the process, product, validation stage, and reason validation is required.

Item Details Owner Status

[Item or

requirement]

[Describe the relevant detail, evidence, or

decision]

[Owner] [Open /

Complete]

[Item or

requirement]

[Describe the relevant detail, evidence, or

decision]

[Owner] [Open /

Complete]

Notes

[Add context, assumptions, exceptions, evidence links, screenshots, calculations, or reviewer

comments.]
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Process Scope

Define equipment, materials, operators, shifts, lots, process flow, and exclusions.

Item Details Owner Status

[Item or

requirement]

[Describe the relevant detail, evidence, or

decision]

[Owner] [Open /

Complete]

[Item or

requirement]

[Describe the relevant detail, evidence, or

decision]

[Owner] [Open /

Complete]

Notes

[Add context, assumptions, exceptions, evidence links, screenshots, calculations, or reviewer

comments.]

Critical Parameters

List process parameters, control ranges, monitored outputs, and linkage to product requirements or

risks.

Item Details Owner Status

[Item or

requirement]

[Describe the relevant detail, evidence, or

decision]

[Owner] [Open /

Complete]

[Item or

requirement]

[Describe the relevant detail, evidence, or

decision]

[Owner] [Open /

Complete]

Notes

[Add context, assumptions, exceptions, evidence links, screenshots, calculations, or reviewer

comments.]

Sampling Plan

Define sample size, locations, lots, destructive tests, attribute tests, and statistical rationale.
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Item Details Owner Status

[Item or

requirement]

[Describe the relevant detail, evidence, or

decision]

[Owner] [Open /

Complete]

[Item or

requirement]

[Describe the relevant detail, evidence, or

decision]

[Owner] [Open /

Complete]

Notes

[Add context, assumptions, exceptions, evidence links, screenshots, calculations, or reviewer

comments.]

Acceptance Criteria

Specify product, process, packaging, sterilization, or software output criteria as applicable.

Item Details Owner Status

[Item or

requirement]

[Describe the relevant detail, evidence, or

decision]

[Owner] [Open /

Complete]

[Item or

requirement]

[Describe the relevant detail, evidence, or

decision]

[Owner] [Open /

Complete]

Notes

[Add context, assumptions, exceptions, evidence links, screenshots, calculations, or reviewer

comments.]

Execution Plan

Describe run sequence, prerequisites, data recording, hold points, deviations, and change

restrictions.

Item Details Owner Status

[Item or

requirement]

[Describe the relevant detail, evidence, or

decision]

[Owner] [Open /

Complete]
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Item Details Owner Status

[Item or

requirement]

[Describe the relevant detail, evidence, or

decision]

[Owner] [Open /

Complete]

Notes

[Add context, assumptions, exceptions, evidence links, screenshots, calculations, or reviewer

comments.]

Report and Release

State final report content, approval requirements, and criteria for routine production release. Use

medical device validation terminology and include parameter and sampling tables.

Item Details Owner Status

[Item or

requirement]

[Describe the relevant detail, evidence, or

decision]

[Owner] [Open /

Complete]

[Item or

requirement]

[Describe the relevant detail, evidence, or

decision]

[Owner] [Open /

Complete]

Notes

[Add context, assumptions, exceptions, evidence links, screenshots, calculations, or reviewer

comments.]

Review and Signoff

Document review conclusions, approvals, unresolved items, and next review date.

Role Name Date Notes

Preparer [Name] [Date] [Notes]

Reviewer [Name] [Date] [Notes]

Approver [Name] [Date] [Notes]
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