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Per CLIA, the number one cited regulation is 493.1235 at 3.2%

aabb.org | 2



Top 5 AABB Non-Conformances

BBTS 2.1.3 5.6%
Evaluations of competence shall be performed before independent performance of assigned 
activities and at specified intervals.

BBTS 1.3 5.6%
Quality and operational policies, processes, and procedures shall be developed and implemented to ensure that the 
requirements of these BB/TS Standards are satisfied. All such policies, processes, and procedures shall be in writing or 
captured electronically and shall be followed. Standard 5.1.1 applies.

CT 5.0 4.8%
The facility shall identify, design, modify, and validate the policies, processes, and procedures that affect the quality of 
cellular therapy products, services, and patient care.

BBTS 5.0 4.3%
The BB/TS shall have policies and validated processes and procedures that ensure the quality of the blood, blood 
components, tissue, derivatives, and services. The BB/TS shall ensure that these policies, processes, and procedures 
are carried out under controlled conditions.

BBTS 3.5 3.3%
The BB/TS shall have a process for scheduled monitoring and maintenance of equipment that at a minimum is in accordance 
with manufacturer’s written instructions. The process shall include frequency of checks, check methods, acceptance criteria, and
actions to be taken for unsatisfactory results.

CLIA 

CLIA 
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Examples of actual Nonconformance Statements for BBTS 

Standard 2.1.3

Standards 2.1.3: Evaluations of competence shall be performed before independent performance of 
assigned activities and at specified intervals.*
*42 CFR 493.1235 and 42 CFR 493.1451(b)(8)(9).
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https://www.ecfr.gov/current/title-42/chapter-IV/subchapter-G/part-493/subpart-K/subject-group-ECFR6b8923402db3f2f/section-493.1235
https://www.ecfr.gov/current/title-42/chapter-IV/subchapter-G/part-493/subpart-M/subject-group-ECFR2640b368593bdb0/section-493.1451#p-493.1451(b)(8)(9)


Examples of actual Nonconformance Statements for BBTS 

Standard 1.3
Quality and operational policies, processes, and procedures shall be developed and implemented to 
ensure that the requirements of these BB/TS Standards are satisfied. All such policies, processes, and 
procedures shall be in writing or captured electronically and shall be followed. 
Standard 5.1.1 applies.
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http://standards.aabb.org/pages/external/standard.aspx?catalogId=225


AABB Efforts to Mitigate these Common Nonconformances 1
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AABB Efforts to Mitigate these Common Nonconformances 2
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AABB Efforts to Mitigate these Common Nonconformances 3

Participation in  

Sponsored by:

Educational Offerings: 
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2023 AABB Annual Meeting Session: 
A Quality Toolkit to Aid in 
Conformance to AABB Standard 5.0
The AABB Accreditation Staff will introduce the tools and 
use these quality concepts, and will dissect actual objective 
evidence cited for non-conformance to Standard 5.0: 
Process Control
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Thank you!
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