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	SUBJECT:
	RECORD MAINTENANCE


I. POLICY:

Hematopoietic progenitor cell processing laboratory records are to be maintained at least 10 years according to FACT standards.

II. PURPOSE:

To define the requirements necessary for record maintenance.

III. POLICY SCOPE
The scope of this policy applies to all Laboratory staff that prepares or performs testing on laboratory specimens at UnityPoint Methodist.
IV. GENERAL INFORMATION:

A. Certain patient records are maintained electronically, on hard copy records, on microfiche, microfilm, or discs.

B. All records pertaining to cell processing, cryopreservation, storage, release, and infusion, along with all other paperwork generated in the Cell Processing Laboratory are paper records stored in the Cell Processing Laboratory files.

V. PROCEDURE:
A. Records related to quality control, quality management, and personnel training and competency are maintained at least 10 years by the Cell Processing Laboratory. Facility maintenance, facility management, and other general facility issues are maintained 3 years by the Facility Services department. 

B. Records related to the processing, testing, cryopreservation, storage, and release of the hematopoietic progenitor cell products are maintained at least 10 years after their creation. 

C. Records pertaining to the hematopoietic progenitor cell products are maintained at least 10 years after the date of their administration. If the date of administration is not known, records are kept at least 10 years after the date of the HPC product’s distribution, disposition, or expiration, whichever is latest.

D. Archived policies, procedures, forms, and labels, including inclusive dates of use and their historical sequence, are maintained at least 10 years from their archival.

E. Records of errors, accidents, adverse events, adverse reactions, and complaints are maintained at least 10 years.

F. Records are kept in the cell processing laboratory until space no longer permits. When alternative storage is needed for records that are kept 10 years, records are moved to an offsite location whose address and phone number is located on file marked “Archived Warehouse Records”.
1. Records to be stored are put into a Banker’s Box or similar box available in the laboratory storeroom. Label box with UnityPoint Health Methodist Cell Processing Lab, address, lab phone number, keep X number of years, summary of information included, current date, and initials of packer. The summary of any patients being placed into storage is maintained in the above named file.

VI.  REFERENCES:

FACT-JACIE International Standards for Cellular Therapy Product Collection, Processing and  Administration, Fourth Edition, October 2008
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