InfoCard #: COMM-PAS-002 Rev. 05 Effective Date: 16 Sep 2020

CONFIDENTIAL - Printed on 16 Sep 2020



InfoCard #: COMM-PAS-002 Rev. 05 Effective Date: 16 Sep 2020

LsuLLIGLLLy LY 1Lugv 1 v v

CONFIDENTIAL - Printed on 16 Sep 2020



InfoCard #: COMM-PAS-002 Rev. 05 Effective Date: 16 Sep 2020

LsuLLIGLLLy LY 1L ugv & vi v

CONFIDENTIAL - Printed on 16 Sep 2020



InfoCard #: COMM-PAS-002 Rev. 05 Effective Date: 16 Sep 2020

LsuLLIGLLLy LY 1Lugv v v v

CONFIDENTIAL - Printed on 16 Sep 2020



InfoCard #: COMM-PAS-002 Rev. 05 Effective Date: 16 Sep 2020

LsuLLIGLLLy LY 1Lugv T UL v

CONFIDENTIAL - Printed on 16 Sep 2020



InfoCard #: COMM-PAS-002 Rev. 05 Effective Date: 16 Sep 2020

LsuLLIGLLLy LY 1Lugv v v v

CONFIDENTIAL - Printed on 16 Sep 2020



InfoCard #: COMM-PAS-002 Rev. 05 Effective Date: 16 Sep 2020

LsuLLIGLLLy LY 1L ugv v vl v

CONFIDENTIAL - Printed on 16 Sep 2020



InfoCard #: COMM-PAS-002 Rev. 05 Effective Date: 16 Sep 2020

CONFIDENTIAL - Printed on 16 Sep 2020



	Records Retention Schedule
	1 PURPOSE
	1.1 To describe the records retention schedule for the documents utilized in both the adult and pediatric transplant and cellular therapy programs, as well as those of the integrated cell collection program

	2 INTRODUCTION
	2.1 The clinical program, including the integrated collections program shall maintain documents according to the retention schedule detailed in this procedure.
	2.2 The Stem Cell Laboratory, which is the processing facility for the program, retains records in compliance with related procedure STCL-GEN-015 Records Management.

	3 SCOPE AND RESPONSIBILITIES
	3.1 The clinical and collections programs’ Medical Directors, and the Quality System Unit (QSU) are responsible for ensuring the requirements of this procedure are successfully met.

	4 DEFINITIONS/ACRONYMS
	4.1 CBU Cord Blood Units
	4.2 FACT Foundation for the Accreditation of Cellular Therapy
	4.3 STCL Stem Cell Laboratory
	4.4 QA  Quality Assurance
	4.5 QSU Quality Systems Unit

	5 MATERIALS
	5.1 N/A

	6 EQUIPMENT
	6.1 N/A

	7 SAFETY
	7.1 N/A

	8 PROCEDURE
	8.1 Requirements
	8.1.1 Records that shall be retained indefinitely:
	8.1.1.1 Donor Records
	8.1.1.2 Autologous Donors
	8.1.1.3 Allogeneic Donors
	8.1.1.4 Cord Blood Donors
	8.1.1.5 Donor found unsuitable by the collection/processing service
	8.1.1.6 Facility Records
	8.1.1.7 Processing Records
	8.1.1.8 Details of product processing, including the following:
	8.1.1.9 Labeling, including initials of personnel performing any container transfer.
	8.1.1.10 Verification of the accuracy of the final container label before issue.
	8.1.1.11 Name and address of the processing facility.
	8.1.1.12 Quarantine Records
	8.1.1.13 Storage and Distribution Records
	8.1.1.14 The following records related to the administering of cellular therapy products are retained indefinitely:
	8.1.1.15 General Records


	8.2 All records are maintained indefinitely.

	9 RELATED DOCUMENTS/FORMS
	9.1 STCL-GEN-015 Records Management

	10 REFERENCES
	10.1 American Association of Blood Banks, Standards for Hematopoietic Progenitor Cell and Cellular Product; current edition.
	10.2 Foundation for the Accreditation of Cell Therapy (FACT) and Netcord.  International Standards for Cord Blood Collection, Processing, Testing, Banking, Selection and Release; current edition.
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