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Documentation Storage

Records

The following routine records must be retained and available as required by applicable national,
federal, provincial or local law; but, in no instance for fewer than five years after the records for
processing have been completed, or six months after the latest expiration date for an individual
component (whichever is later), in accordance with 21 CFR 606.160 and 42CFR493.1103
through 493.1105.

Inspector Instructions:

READ * Record retention policy
/ *  Applicable FDA registration or license

DISCOVER ¢ Review a sampling of units (one or more component types) to ensure that all steps
o ’, from donor draw or receipt of blood components, through storage and testing to
H s final disposition, including transfusion, are recorded. Determine if records provide an
¢ adequate audit trail of all activities.
**Revised** 08/24/2023

TRM.32250 Record Retention — Transfusion Medicine

Records are retained for an appropriate period.

NOTE: Records must be retained per current CAP requirements, and in conformity with
national, federal, provincial and local laws and regulations. At the time of checklist
edition, the requirements are as listed in the table below.

Extension of retention periods may be appropriate for optimal patient care in certain
circumstances.
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These requirements apply only to donor and transfusion-related testing and
activities.

Refer to the general retention guidelines in the Laboratory General Checklist
(GEN.20377) for testing not related to transfusion.

TYPE OF RECORD RETENTION PERIOD

Donor Records

¢ Blood/component donor information, consent and | 10 years
collection

Donor blood testing

Donor notification of significant findings
Component production

Look back investigation/disease reporting
Final unit disposition

Irradiation of cellular components
Acceptability of returned units into inventory

¢ Donor collection package inserts 10 years beyond donor unit
disposition or expiration, whichever
is longer

® Indefinitely and permanently deferred donors Indefinitely
® Donors placed under surveillance (for recipient
protection

Patient Records

® Transfusion administration records (TRM.41450) | 10 years
¢ Therapeutic phiebotomy/apheresis records
¢ Final unit disposition

¢ Patient pre-transfusion testing results/ 10 years
interpretation

¢ |mmediate evaluation/interpretation of transfusion
reactions

¢ Evaluation/interpretation of delayed transfusion
reactions

® Emergency release of blood, including signature
of requesting physician obtained before or after
release

¢ Transfusion problems such as difficulty in Indefinitely
blood typing, transfusion reactions, unexpected
antibodies, and special transfusion requirements.

(College of American Pathologists, 2023)
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