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D5411 | TEST SYSTEMS, EQUIPMENT, D5411

INSTRUMENTS, REAGENT
510M | CFR(s): 493.1252(a)

Test systems must be selected by the laboratory.
The testing must be performed following the
manufacturer's instructions and in a manner that
provides test results within the laboratory's stated
performance specifications for each test system
as determined under §493.1253.

This STANDARD is not met as evidenced by:
Review of manufacturer's product instructions
and observation of reagents reveals that the
laboratory fails to follow manufacturer's
instructions for test system operation. The
findings:

On June 16, 2016 at 4:00 pm, patient testing for
the day was finished and the surveyor observed
the following:

a) A package of Eldon Cards in a drawer in the
work area.

a) The package was open and contained 28
individual cards for performing Rh typing.

b) The "Date of First Opening" was not
recorded.

The Eldon Card Manufacturer's instructions
specify the following storage and handling criteria:
a) "Keep bag closed at all times. Do not remove
desiccant sachet."

b) Record "date of first opening" in box provided
on bag.

c) "Expires 6 months after first opening and not
later than: ....... g

D6070 | TESTING PERSONNEL RESPONSIBILITIES D6070
CFR(s): 493.1425(b)(1)

Each individual performing moderate complexity
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D6070 | Continued From page 1 D6070
testing must follow the laboratory's procedures for
specimen handling and processing, test analyses,
reporting and maintaining records of patient test
results.
This STANDARD is not met as evidenced by:
Review of laboratory procedures and observation
of laboratory reagents reveals that testing
personnel fail to adhere to the requirements for
test system operation. The Rh typing reagents
are not being handled and stored as specified in
the laboratory procedure. (See D 5411)
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D 000 | INITIAL COMMENTS D 000
South Wind Women's Center's laboratory was
found to be in substantial compliance with 42
CFR Part 493, Requirements for Laboratories as
a result of an onsite survey on 9 September
2020.
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