
1

Blood Banking & 
Transfusion Medicine 101

Regulatory Bodies 

www.aabb.org

Presented by:

Anne Chenoweth, MBA, MT(ASCP)CM, CQA(ASQ)
Senior Director, Accreditation & Quality

AABB
Bethesda, MD

Learning Objectives

After attending this program you should be able to….

• Define and distinguish the regulatory agencies that
oversee transfusion services (FDA, CMS, HRSA,
State).

• Describe the requirements of all applicable regulatory
and accrediting agencies.

• Explain the difference between regulatory oversight and
voluntary accreditation.
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FDA

• Food and Drug Administration

manufacturing 
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Code of Federal Regulations Part 600

• Blood Manufacture
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HRSA

• Health Resources and 
Services Administration

C.W. Bill Young Cell 
Transplantation Program
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US States
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CMS

• Centers for Medicare and Medicaid Services
Clinical Laboratory Improvement Amendments (CLIA)
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Code of Federal Regulations Part 493

• Laboratory Regulations
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Organizations

Regulatory Voluntary
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Voluntary Accreditation

www.aabb.org 12

11

12

AABB Blood Banking & Transfusion Medicine 101 Course

Copyright 2020 by AABB with All Rights Reserved



7

IEEA
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Questions?

Contact 

AABB eLearning Team

eLearning@aabb.org
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