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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
D5002 BACTERIOLOGY

CFR(s): 493.1201

If the laboratory provides services in the subspecialty of Bacteriology, the laboratory
must meet the requirements specified in 493.1230 through 493.1256, 493.1261, and
493.1281 through 493.1299.

This CONDITION is not met as evidenced by:

Based on Chlamydia/Gonorrhoeae quality control records review and interview with
the laboratory director on January 28, 2021 at 12:07 PM, it was determined that the
laboratory failed to comply with the analytic system requirements of bacteriology for
the Chlamydia/Gonorrhoeae qualitative tests . The finding includes: 1. The laboratory
did not include each day of testing a negative and a positive control materials when 34
out of 34 patients specimens were tested and reported for qualitative Chlamydia
/Gonorrhoeae from July 20, 2020 to September 22, 2020 by the Gen XPERT system.
Refer to D 5449.

D5449 CONTROL PROCEDURES
CFR(S): 493.1256(d)(3)(ii)(q)

Unless CMS Approves a procedure, specified in Appendix C of the State Operations

Manual (CMS Pub. 7), that provides equivalent quality testing, the laboratory must--

At least once a day patient specimens are assayed or examined perform the following
for-- Each qualitative procedure, include a negative and positive control material; ()

The laboratory must document all control procedures performed.

This STANDARD is not met as evidenced by:
Based on Chlamydia/Gonorrhoeae quality control records review and interview with



D6076

D6093

the laboratory director on January 28, 2021 at 12:07 PM, it was determined that the
laboratory failed to include each day of testing a negative and a positive control
materials when 34 out of 34 patients specimens were tested and reported for
qualitative Chlamydia/Gonorrhoeae from July 20, 2020 to September 22, 2020 by the
Gen XPERT system. The findingsinclude : 1. On January 28, 2021 at 12:07 PM, the
Chlamydia/Gonorrhoeae quality control records showed that the laboratory did not
include each day of testing the negative nor the positive control materials when 34 out
of 34 patients specimens were tested and reported for Chlamydia/Gonorrhoeae from
July 20, 2020 to September 22, 2020 by the Gen XPERT system. 2. The laboratory
includes the negative and the positive control materials when it placed in routine use
the following BOX lots numbers Gen XPERT Chlamydia/Gonorrhoeae reagents kit:
a BOX lot 100018175 on July 20, 2020. b. BOX lot 1000203116 on August 13, 2020.
3. Thelaboratory director confirmed on January 28, 2021 at 12:07 PM, that the
guality control records showed that the laboratory did not include the negative and the
positive control materials each day of qualitative Chlamydia/Gonorrhoeae testing,
instead the laboratory includes a negative and a positive control materials when it
places in routine use every new BOX lot or new shipping of the Chlamydia
/Gonorrhoeae Gen XPERT reagents Kit. 4. The laboratory tested and reported 34 out
of 34 patients specimens patients specimens for qualitative Chlamydia/Gonorrhoeae
tests from July 20, 2020 to September 22, 2020 by the Gen XPERT system.

LABORATORY DIRECTOR
CFR(s): 493.1441

The laboratory must have a director who meets the qualification requirements of 493.
1443 of this subpart and provides overall management and direction in accordance
with 493.1445 of this subpart.

This CONDITION is not met as evidenced by:

Based on Chlamydia/Gonorrhoeae quality control records review and interview with
the laboratory director on January 28, 2021 at 12:07 PM, it was determined that the
laboratory director failed to fulfill her responsibilities and duties to ensure compliance
with the laboratory analytical system of bacteriology for the Chlamydia/Gonorrhoeae
gualitative tests . The finding includes. 1. The |aboratory director failed to comply
with the analytic system requirements of bacteriology for the Chlamydia/Gonorrhoeae
qualitative tests Refer to D 6093.

LABORATORY DIRECTOR RESPONSIBILITIES
CFR(S): 493.1445(e)(5)

The laboratory director must ensure that the quality control programs are established
and maintained to assure the quality of laboratory services provided and to identify
failuresin quality asthey occur.

This STANDARD is not met as evidenced by:

Based on Chlamydia/Gonorrhoeae quality control records review and interview with
the laboratory director on January 28, 2021 at 12:07 PM, it was determined that the
laboratory director failed to comply with the analytic system requirements of
bacteriology for the Chlamydia/Gonorrhoeae qualitative tests . The finding includes:
1. The laboratory failed to comply with the analytic system requirements of
bacteriology for the Chlamydia/Gonorrhoeae qualitative tests. Refer to D 5002.



