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ABSTRACT

With a growing interest and investment in biotechnology industry and precision medicine in
recent years, the importance of biorepository is being emphasized and heightened the needs for
standardized operation and certification system. In the United States, College of American Pathologists
(CAP) has been developing and distributing guidelines for hospital laboratory management and
launched Biorepository Accreditation Program (BAP) in 2012. To improve the quality and consistency
of human derived materials and genetic resources, CAP BAP is designed to standardize collection,
analysis, storage, preservation and computerizing information processes. CAP provides a checklist
for an institute that applied for certification to prepare on-site inspections. After the initial certification,
self-assessment and on-site assessment by the CAP are repeated every three years. Here, we provide
a review of biorepository certification cases in the United States, ISO Standards for medical
laboratories and the recent developments of international standards for the general requirements of
biobanking. And we discuss about the points to consider on the introduction and implementation of

the certification system in Korea.

Key words: human derived material, biorepository, College of American Pathologists, Biorepository

Accreditation Program
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Focus is on process—the overarching QMS, and the
organization's ability to sustain an integrated QMS
approach across all parts of an organization with which
the laboratory interacts
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Focus is on procedures—by integrating more stringent
general and discipline specific requirements developed
by our member experts with an emphasis on technical
and procedural aspects in the laboratory
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Accreditation staffing
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Accreditation staffing
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Once the laboratory is accredited, the re-accreditation
cycle is a three-year cycle:
- In the first and second years of this program, two
surveillance assessments are scheduled.
During the third year, a re-accreditation onsite
assessment takes place.
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Once laboratory is accredited, the re-accreditation cycle
is a two-year cycle:
- Laboratory is required to perform self-evaluation 12
months after initial accreditation.
- Inspectors will ask to see self-evaluation during the
re-accreditation inspection
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