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Summary Statement of Deficiencies

PROCEDURE MANUAL
CFR(s): 493.1251(d)

Procedures and changes in procedures must be approved, signed, and dated by the
current laboratory director before use.

This STANDARD is not met as evidenced by:

Based on review of the written procedure manual and interview with the histologist,
the laboratory did not update the immunohistochemistry (IHC) quality control (QC)
procedure to reflect the change in the way QC is performed for patient testing.
Finding: 1. The laboratory did not document the antigen retrieval steam bath
temperature nor the pH of the buffer solution used to perform the patient test on the
IHC analyzer. 2. The histologist stated that the manufacturer now have prediluted
materials for testing and there is no mixing of reagents that require the antigen
retrieval steam bath temperature and the pH of the buffer solution to be documented.
3. The histologist confirmed that the IHC QC procedure was not updated to reflect the
change in the way QC is performed.

TEST SYSTEMS, EQUIPMENT, INSTRUMENTS, REAGENT
CFR(S): 493.1252(b)

The laboratory must define criteria for those conditions that are essential for proper
storage of reagents and specimens, accurate and reliable test system operation, and
test result reporting. The criteria must be consistent with the manufacturer's
instructions, if provided. These conditions must be monitored and documented and, if
applicable, include the following: (1) Water quality. (2) Temperature. (3) Humidity.
(4) Protection of equipment and instruments from fluctuations and interruptionsin
electrical current that adversely affect patient test results and test reports.



D5417

This STANDARD is not met as evidenced by:

Based on review of the written procedure manual and interview with the histologist,
the laboratory did not document the temperature of the over flow refrigerator
purchased during the year 2017. Findings. 1. The laboratory installed a new
refrigerator at the end of the year 2017. 2. The histologist stated that the refrigerator
was needed for over flow laboratory material. Observation of the refrigerator at 11:00
AM showed immunohistochemical reagents used for performing patient testing stored
in the refrigerator. 3. The laboratory did not document the refrigerator temperature
once it was put into place to store test reagents and supplies. 4. The histologist
confirmed that temperatures were not documented on the over flow refrigerator.

TEST SYSTEMS, EQUIPMENT, INSTRUMENTS, REAGENT
CFR(9): 493.1252(d)

Reagents, solutions, culture media, control materials, calibration materials, and other
supplies must not be used when they have exceeded their expiration date, have
deteriorated, or are of substandard quality.

This STANDARD is not met as evidenced by:

Based on review of the written procedure manual, laboratory stain material log, and
interview with the histologist, the laboratory did not ensure that staining material
needed to prepare patient slides for review did not exceed the intended expiration
date. Findings. 1. The laboratory stain material log did not show the lot numbers and
expiration dates of the material needed to prepare patient slides for review. 2. The
histologist stated that when stain reagents are opened laboratory personnel pays
attention to the expiration date, but the lot and expiration date of the material is not
documented anywhere in the laboratory in the event of arecall or problem and when
empty containers are discarded. 3. The histologist confirmed that stain material lot
numbers and expiration dates were not documented.



