FOUNDATION FoR THE
ACCREDITATION of
CELLULAR THERAPY

Online Resources and Links for the
First Edition FACT Community IEC Standards and Accreditation Manual

This guide provides the most up-to-date links to resources referenced in the Accreditation Manual.
The information below is current as of April 23, 2026.

Location
Resource Name/URL Regular font indicates that the resource appears in the Accreditation Manual.
Bold font indicates that the resource appears in both the Standards and the Accreditation Manual.

FACT Email Contact Information, Introduction

mailto:fact@factglobal.org

FACT Home Page Contact Information, Introduction

https://www.factglobal.org

21 CFR 1271.3(d)(4) B1.2

https://www.ecfr.gov/current/title-21/part-1271/section-1271.3#p-1271.3(d)(4)

FACT Educational Activities Form (located under Accreditation Resource Center and Documents, Universal Documents) B3.1.5,B3.9.2

http://www.factglobal.org/accreditation-resources

ASTCT — The Learning Center B3.1.5

https://learn.astct.org

ASTCT Special Interest Groups B3.4.2

https://www.astct.org/Membership/Special -Interest-Groups

ONCC - Transplantation and Cellular Therapy Certified Nurse (TCTCN™) B3.5.1

https://www.oncc.org/transplantation-cellular-therapy-certified-nurse-tctcn
NOTE: The Oncology Nursing Certification Corporation (ONCC) announced its Blood and Marrow Transplant Certified Nurse (BMTCN® ) program has
been renamed to the Transplantation and Cellular Therapy Certified Nurse (TCTCN™) program beginning in 2026.

American Nurses Association — Nurse Staffing B3.5.4

https://www.nursingworld.org/practice-policy/nurse-staffing
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American Society for Quality (ASQ) — Certification Pathway Tool B3.8.1

https://www.asg.org/cert

FACT Quality Handbook B3.8.1, B4.8, B4.14, B5.1

https://www.factglobal.org/store

FACT Quality Management Series webinars B3.8.1

https://learn.factglobal.org/quality

FACT Data Management Resource Center B3.9.2

https://www.factglobal.org/dm-resource-center,

I1SO 9001:2015 B4.4.2.5

https://www.iso.org/standard/62085.html

21 CFR PART 211—CURRENT GOOD MANUFACTURING PRACTICE FOR FINISHED PHARMACEUTICALS B4.4.2.5

https://www.ecfr.gov/current/title-21/chapter-l/subchapter-C/part-211

CIBMTR Data Collection Forms (Cellular Therapy Essential Data [CTED] forms) B4.8.5.1,B9.2

https://cibmtr.org/CIBMTR/Data-Operations/Data-Collection-Forms

21 CFR 1271.350 Reporting B4.10.4

https://www.ecfr.gov/current/title-21/section-1271.350

E2E Pharmacovigilance Planning B4.11.4.2

https://www.fda.gov/requlatory-information/search-fda-guidance-documents/e2e-pharmacovigilance-planning

Good Pharmacovigilance Practices and Pharmacoepidemiologic Assessment B4.11.4.2

https://www.fda.gov/requlatory-information/search-fda-guidance-documents/good-pharmacovigilance-practices-and-pharmacoepidemiologic-
assessment
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21 CFR PART 1271—HUMAN CELLS, TISSUES, AND CELLULAR AND TISSUE-BASED PRODUCTS B4.11.5.1
https://www.ecfr.gov/current/title-21/chapter-l/subchapter-L/part-1271
ICCBBA Home Page B4.12
https://www.iccbba.org
The science and practice of current environmental risk assessment for gene therapy: a review B5.1.15
https://www.isct-cytotherapy.org/article/S1465-3249(24)00677-7/abstract
Preparing for the Unthinkable: Emergency Preparedness for the Hematopoietic Cell Transplant Program B5.1.16
https://pmc.ncbi.nim.nih.gov/articles/PMC7129195
Impact of Severe Weather Conditions on Biological Products B5.1.16
https://www.fda.gov/vaccines-blood-biologics/safety-availability-biologics/impact-severe-weather-conditions-biological -products
The Art of Writing and Implementing Standard Operating Procedures (SOPs) for Laboratories in Low-Resource Settings: B5.3
Review of Guidelines and Best Practices
https://journals.plos.org/plosntds/article?id=10.1371/journal.pntd.0005053
CLSI Home Page B5.3
https://clsi.org/
Adolescents and Young Adults with Cancer B5.3.6
https://www.cancer.gov/types/aya
Integrating Geriatric Assessment into Cancer Care: A Conversation with Dr. Supriya Mohile B5.3.6
https://www.cancer.gov/news-events/cancer-currents-blog/2018/geriatric-assessment-cancer-care-mohile
Circular of Information for the Use of Cellular Therapy Products, May 2024 (under Applicant and Inspector Resources, B7.5.4
Forms and Tools)
https://www.factglobal.org/resources
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The why, what, and how of the new FACT standards for immune effector cells B7.7

https://jitc.biomedcentral.com/articles/10.1186/s40425-017-0239-0

Production of chimeric antigen receptor (CAR) T cells B7.7

https://www.nature.com/nprot/posters

ASTCT Consensus Grading for Cytokine Release Syndrome and Neurologic Toxicity Associated with Immune Effector Cells B7.7
https://pubmed.ncbi.nim.nih.gov/30592986

FACT Immune Effector Cell Resource Center B7.7

https://www.factglobal.org/education-and-resources/general/immune -effector-cell-resource-center

CDC - Adult Immunization Schedule Notes B7.9.1

https://www.cdc.gov/vaccines/hcp/imz-schedules/adult-notes.html

21 CFR PART 54—FINANCIAL DISCLOSURE BY CLINICAL INVESTIGATORS B8.4

https://www.ecfr.gov/current/title-21/chapter-l/subchapter-A/part-54

U.S. Pharmacopeia B10.2

https://www.usp.org/
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