2. RESOURCES

2.0 Resources
The laboratory shall have policies, processes, and procedures
to ensure the provision of adequate resources to perform, verify,
and manage all activities in the laboratory.

~~ 21 Human Resources
The laboratory shall have a process to ensure the employ-
ment of an adequate number of qualified (by education,
training, and/or experience) individuals. Current job
descriptions shall be maintained and shall define appropriate
qualifications for each job position.

Z 211 Qualification
Personnel performing critical tasks shall be quali-
fied on the basis of appropriate education, training,
and/or experience.

s 21.2  Training
The laboratory shall have a process for identifying
training needs and shall provide for the training of
allpersonnel performingcritical tasks.

s 213 Competence
Evaluation of competence shall be performed
before independent performance of assigned activ-
ities and at specified intervals.”

21.3.1  Action shall be taken when competence has
not been demonstrated.

*42 CFR 493.1235 and 42 CFR 493.1451(b)(8)(9).



https://www.ecfr.gov/cgi-bin/text-idx?SID=097a2fcfce4a9adeaaf5a4843c2b64c3&mc=true&node=se42.5.493_11235&rgn=div8
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e 214  Continuing Education
Employees performing and/or reviewing specific
testing methods as defined by Standards 5.3 and
5.4 shall participate in a minimum of 24 hours of
relevant continuing education biennially. The labo-
ratory director shall define the continuing educa-
tion needs of these personnel.

s 21.5  Personnel Records
Personnel records for each employee shall be
maintained.

Z 21.51  For those authorized to perform or review
critical processing steps, records of names,
signatures, initials or identification codes,
and inclusive dates of employment shall be
maintained.

2.2 DNA Resources

The laboratory shall use previously characterized DNA sam-
ples to validate the reported test. Previously characterized
samples containing variants that the laboratory reports
shall be available for use as detailed in Reference Standard
2.2A, Minimum DNA Resources - Red Blood Cells; Refer-
ence Standard 2.2B, Minimum DNA Resources - Platelets;
and Reference Standard 2.2C, Minimum DNA Resources —
Neutrophils.

221 Previously characterized samples shall have been
tested by available serologic and/or molecular
methods and be concordant.
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