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I. POLICY STATEMENT
Protocols shall be developed, implemented, and documented for the validation of significant
components of facilities, processes, equipment, regents, labels, containers, packaging materials, and
computer systems.

II. PURPOSE:
Validation establishes documented evidence that a specific process will consistently produce a
product meeting its predetermined specifications and quality attributes.

III. EQUIPMENT:
Validation Protocol Form

IV. POLICY SCOPE:
All personnel involved in the Cell Processing Laboratory.

V. GENERAL INFORMATION:
A. Determination of which program elements are to be validated shall be made by the Cell
Processing Laboratory Director.
B. Validation may be prospective or retrospective
C. The Validation Protocol should include the purpose, system (or process/equipment)
description, study plan, study procedure, acceptance criteria, results, conclusions,
recommendations, approval signatures, references, and any attachments.

VI. PROCEDURE:
A. Obtain and complete a “Validation Protocol Form” (CP:056)
B. At the completion of the Validation study, the documented results will be reviewed by the
Cell Processing Laboratory Director.

VII. DISTRIBUTION
A hard copy of this procedure is located in the Cell Processing manual at the Cell Processing
bench
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