


DOCUMENTATION OF RECORDS REVIEWED DURING THE INSPECTION (HEMATOPOIETIC CELLULAR THERAPY) INSPECTOR TOOL
FACT inspectors review records provided on site to verify compliance with FACT Standards. For some requirements, the Compliance Application specifically requests references to the source records used to verify compliance. This tool lists those standards and can be used by inspectors to notate which records were reviewed during the inspection. The inspector must enter information from this tool into the Compliance Application as a FACT Only comment under each applicable standard and question. The completed tool will be uploaded with the completion of the inspection report in the FACT Accreditation Portal.
Inspectors should use their judgment in the number of records to include, considering the size and scope of the program and any systematic issues detected.  Additional information regarding issues can be recorded with a comment in the FACT Accreditation Portal.A. General Questions


Inspector Name:  _________________________	Program Name:  _________________________
Inspection Date:  _________________________	Site Inspected:  _______________________B. Records Reviewed


Clinical 
Staff Training and Competency [B3.6.2]
Names: ___________________     _____________________     _____________________
Water Bath [B7.6], Identifier): __________________ ☐ Clinical Program not responsible for product thaw
 Marrow Collection 
Temperature and Humidity Records [CM2.4.1, CM2.4.2] 
Dates: ____________________     ____________________
Health Care Practitioners Training and Competency [CM3.3.1]
Names: ____________________     _____________________     _____________________
Transport Container Validation [CM10.3], Identifier: ____________________

Apheresis Collection 
Temperature and Humidity Records [C2.4.1, C2.4.2]
Dates: ____________________     ____________________
Staff Training and Competency [C3.4.1] 
Names: __________________     __________________     __________________
Collection Validation [C4.14.1], Identifier: ____________________
Equipment Records [C8.2.1]
Identifiers: ____________________     ____________________     ____________________
Transport Container Validation [C10.3], Identifier: ____________________

Processing 
Temperature and Humidity Records [D2.4.1, D2.4.2]
Dates: ____________________     ____________________
Staff Training and Competency [D3.4.1] 
Names: ___________________     _____________________     _____________________
Storage Validation (LN2 Freezers) [D4.14.1], Identifier: ____________________
Transport Container Validation [D4.14.1], Identifier: ____________________
Thawing Procedure Validation [D5.1.3.1], Identifier: ____________________
Water Bath [D5.1.3.1], Identifier: _____________  ☐ Processing Facility not responsible for product thaw
Equipment Records [D6.1]
Identifiers: ____________________     ____________________     ____________________
Storage Freezer Monitor and Alarm System Calibration [D6.7.1], Identifier: ____________________
Alarm System [D9.6.3], Identifier: ____________________
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