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• Helpful Websites

– Navigating the FDA website

• How to access Guidance Documents

– Review a list of helpful guidance documents and the 
HCT/P compliance program 

• FDA Email List and how to join and receive updates

www.fda.gov

Objectives
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• HCT/Ps – Human cell, tissues, and cellular and tissue-
based products

• CBER – Center for Biologics Evaluation and Research

• CFR – Code of Federal Regulations

Abbreviations



Helpful Websites on www.fda.gov

www.fda.gov
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Main Page
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Vaccines, Blood & Biologics Page
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Vaccines, Blood & Biologics Page 
(Continued)
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Vaccines, Blood & Biologics Page 
(Continued)
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Vaccines, Blood & Biologics Page 
(Continued)
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Tissue and Tissue Products Page
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Tissue and Tissue Products Page (Continued)
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Testing Donors of HCT/Ps: Specific 
Requirements Page

www.fda.gov
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Testing Donors of HCT/Ps: Specific 
Requirements Page (Continued) 
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Tissue and Tissue Products Page - Subscribe

At the bottom of the page you will see where you 

can subscribe to “What’s New at CBER” email list.
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“What’s New at CBER” Email Example

www.fda.gov
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Tissue and Tissue Products Page - Questions
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Donor Eligibility Final Rule and Guidance 
Questions and Answers Page

www.fda.gov
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Donor Eligibility Final Rule and Guidance 
Questions and Answers Page (Continued)

www.fda.gov



www.fda.gov

Compliance Program Guidance 
Manual on www.fda.gov
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Vaccines, Blood & Biologics Page
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Compliance Program
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Compliance Program Guidance Manual 
Inspection of HCT/Ps



www.fda.gov

Guidance Documents on 
www.fda.gov
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Tissue and Tissue Products Page

www.fda.gov
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Guidance Documents
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Guidance for Industry
Eligibility Determination for Donors of HCT/Ps (Dated 8/2007)
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Guidance for Industry
Use of Nucleic Acid Tests to Reduce the Risk of Transmission of West Nile 

Virus from Living Donors of HCT/Ps (Dated 9/2016)
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Guidance for Industry
Donor Screening Recommendations to Reduce the Risk of Transmission of 

Zika Virus by HCT/Ps (Dated 5/2018); This document supersedes the 

guidance of the same title dated March 2016.
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eCFR Website: www.ecfr.gov

www.fda.gov
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eCFR Website: www.ecfr.gov

www.fda.gov
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• Division of Manufacturers Assistance and Training, Office of 
Communications, Outreach, and Development (CBER)

– industry.biologics@fda.hhs.gov

– Use this email address for industry questions outside of an 
inspection. The office tries to respond within 5 business days.

• 483 Responses Email (ORA)

– orabioinspectionalcorrespondence@fda.hhs.gov

– Use this email address for responses to 483 observations 
after an inspection or any questions/concerns you may have 
regarding the inspection.

Email Contacts

www.fda.gov

mailto:industry.biologics@fda.hhs.gov
mailto:orabioinspectionalcorrespondence@fda.hhs.gov
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Email Contacts: FDA Inspections Handout

www.fda.gov




