Process Validation Summary Report

1. Report Overview

Document Number:

Product Name:

Process:

Date:

2. Objective

Summarize the objective of process validation for the identified product and process.

3. Summary of Validation Activities

Review of protocol(s) and test plans
Scope and acceptance criteria
Conducted validation runs/batches
Data collection and analysis methods

4. Results

Batch/Lot Date Key Parameters Observed Acceptance Criteria Result

5. Deviations and Investigations

List and summarize any deviations, exceptions, or non-conformances observed during validation, including
investigations and resolutions.

6. Conclusions
State if the process meets all predefined acceptance criteria and is validated for its intended purpose.

Summarize notable findings.

7. Recommendations

Recommendations for routine monitoring, ongoing process verification, or any improvements.

8. Approval

Prepared by (Name / Signature / Date)

Reviewed by (Name / Signature / Date)

Approved by (Name / Signature / Date)
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