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Summary Statement of Deficiencies

SYPHILIS SEROLOGY
CFR(s): 493.1207

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

This CONDITION is not met as evidenced by:

Based on manufacturer instructions, syphilis serology quality control records, patient's
reports worksheets review (years 2022-2023) and laboratory general supervisor
interview on February 8, 2023 at 11:00 AM, it was determined that the laboratory
failed to ensure compliance with the analytic system requirements for syphillis
serology tests. Refer to D5411 (the laboratory failed to perform syphilis serology test
as required by the manufacturer's instruction when reported and performed 128 out of
128 syphilis serology patient's samples by Aim Rapid plasmareagin (RPR) method in
37 out of 37 days.) Refer to D5471 (the laboratory did not evaluate the new lot of
Rapid Plasma Reagin (RPR) test by Aim RPR Method for reactive and non-reactive
prior to placed it in routine use when reported and performed 122 out of 122 syphilis
serology patient's samples).

TEST SYSTEMS, EQUIPMENT, INSTRUMENTS, REAGENT
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:
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A. Based on manufacturer's instructions, syphilis serology quality control records,
patient's reports worksheets review (years 2022-2023) and laboratory general
supervisor interview on February 8, 2023 at 10:35AM, it was determined that the
laboratory failed to perform syphilis serology test as required by the manufacturer's
instruction when reported and performed 128 out of 128 syphilis serology patient's
samples by Aim Rapid plasmareagin (RPR) method in 37 out of 37 days. The
findingsinclude: 1. The laboratory uses Aim Rapid plasma reagin (RPR) method to
perform RPR (rapid plasmareagin) syphilis serology patient's samples tests.
Reviewed on February 8, 2023 at 10:35 AM. 2. The manufacturer requires that the
laboratory must perform the needle calibration and rinsed with distilled water each
day of testing and allowed to air dry. In addition, the laboratory should be adjusted
and verify the mechanical rotator at 100 5 rpm for eight (8) minutes and monitor the
room temperature (20 to 30 C) inthe laboratory. Reviewed on February 8, 2023 at
10:40 AM. 3. From October 5, 2022 to February 6, 2023 (37 days out of 37 days), the
syphilis serology quality control records showed that the laboratory did not document
nor verify the needle calibration, needle clean, rotator rpm and did not monitor the
room temperature in the RPR (Rapid plasma reagin) testing area the following days: (
Reviewed on February 8, 2023 at 10:45 AM.) Date #samples 10/5/22 2 10/12/22 1 10
117/22 3 10/19/22 1 10/22/22 2 10/28/22 1 11/3/22 1 11/12/22 1 11/14/22 2 11/15/22
3911/16/22 2 11/17/22 1 11/18/22 2 11/19/22 1 11/22/22 3 11/28/22 1 11/29/22 8 11
130122 2 12/1/22 2 12/5/22 1 12/6/22 1 12/14/22 1 12/15/22 1 1/4/23 1 1/9/23 1 1/11
1231 1/12/23 4 1/13/23 3 1/16/23 1 1/17/23 1 1/18/23 16 1/19/23 4 1/20/23 2 1/23/23
3 2/2/23 10 2/4/23 1 2/6/23 1 4. The laboratory processed and reported one hundred
twenty-eight (128) RPR (Rapid plasma reagin) patient's samples tests those days.
Reviewed on February 8, 2023 at 10:45 AM. 5. The laboratory general supervisor
stated on February 8, 2023 at 10:55 AM, that the laboratory did not document nor
verify the needle calibration, clean needle, rotator rpm nor the room temperature
monitoring in the RPR (Rapid plasma reagin) testing area those days. B. Based on
manufacturer's instructions, syphilis serology quality control records, patient's reports
worksheets review (years 2022-2023) and laboratory general supervisor interview on
February 8, 2023 at 10:35AM, it was determined that the laboratory failed to follow
the manufacturer's instruction when reported and performed 128 out of 128 syphilis
serology patient's samples by Aim Rapid plasma reagin (RPR) method in 37 out of 37
days. The findingsinclude: 1. The laboratory uses Aim Rapid plasmareagin (RPR)
method when patient specimen were tested for syphilis serology since January 2021.
Reviewed on February 8, 2023 at 10:35 AM. 2. The manufacturer's instruction
establishes that three levels of control material (non-reactive, minimal to moderate
and reactive) must be included each day of testing. Reviewed on February 8, 2023 at
10:40 AM. 3. From October 5, 2022 to February 6, 2023 (37 days - thirty seven days),
the syphilis serology quality control records showed that the laboratory did not
include the three levels of control material when it processed and reported 128 out of
128 patients specimens for syphilis serology by Aim RPR method. Reviewed on
February 8, 2023 at 10:45 AM. 4. The laboratory general supervisor stated on
February 8, 2023 at 10:55 AM that the laboratory did not include the three levels of
control material when it processed and reported patients specimens for syphilis
serology by Aim RPR method those days.

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

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
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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.

This STANDARD is not met as evidenced by:

Based on ImmunoCard Mycoplasma (Meridian) manufacturer's instructions, general
immunology quality control records review (years 2022-2023) and |aboratory general
supervisor review on February 8, 2023 at 9:50 AM, it was determined that the
laboratory failed to follow the manufacturer's instruction when patient' s were tested
for Mycoplasma by ImmunoCard Meridian in 58 out of 152 days. The laboratory
performed Mycoplasma tests outside the established temperature range and did not
monitor the temperature range. The findings include: 1. The laboratory uses
ImmunoCard Mycoplasma (Meridian) to perform Mycoplasma patient's sampl es tests.
Reviewed on on February 8, 2023 at 9:50 AM. 2. The ImmunoCard Mycoplasma
(Meridian) manufacturer's instructions establishes that the Mycoplasma test must be
performed at room temperature between 22 C to 25 C. Reviewed on on February 8,
2023 at 9:55 AM. 3. Review of general immunology records from January 2022 to
February 8, 2023, showed that the laboratory processed and reported one hundred
twenty three (123) Mycoplasma patient's sampl es tests when the temperature range
was outside the established temperature range ( 22C - 25 C) in the following days. (
Reviewed on on February 8, 2023 at 10:05 AM.) Date Temp # Mycoplasma samples 1
1712022 21C 2 1/14/2022 21C 1 1/17/2022 21C 1 1/20/2022 21C 2 2/10/2022 21C 1 4
126/2022 21C 2 5/2/2022 21C 10 5/3/2022 20C 2 5/4/2022 21C 3 5/13/2022 20C 35
131/2022 27C 1 6/3/2022 28C 3 6/8/2022 20C 1 6/21/2022 20C 3 6/22/2022 21C 1 6
123/2022 21C 1 8/2/2022 26C 1 8//8/2022 21C 1 8/18/2022 21C 2 9/13/2022 20C 3 10
14/2022 21C 1 10/6/2022 20C 3 10/11/2022 21C 1 10/13/2022 21C 1 11/1/2022 21C 3
11/2/2022 21C 5 11/3/2022 20C 3 12/6/2022 21C 2 12/9/2022 21C 1 12/12/2022 20C
412/13/2022 21C 3 12/14/2022 21C 5 12/15/2022 21C 4 12/16/2022 21C 3 12/19
/2022 21C 1 12/21/2022 21C 3 4. Review of general immunology records from
January 2022 to February 8, 2023, showed that the laboratory did not monitor nor
document the room temperature when processed and reported 37 out of 37
Mycoplasma patient's samples tests the following days. ( Reviewed on on February 8,
2023 at 10:05 AM.) Date Temp # Mycoplasma samples 4/4/2022 ND 3 4/7/2022 ND
1 4/8/2022 ND 1 5/14/2022 ND 2 6/11/2022 ND 1 8/6/2022 ND 1 9/17/2022 ND 19
/30/2022 ND 1 11/23/2022 ND 3 1/9/2023 ND 2 1/10/2023 ND 3 1/11/2023ND 11
/12/2023 ND 3 1/13/2023 ND 1 1/16/2023 ND 1 1/17/2023 ND 3 1/18/2023ND 11
124/2023 ND 4 1/25/2023 ND 1 1/26/2023 ND 1 1/30/2023 ND 1 2/6/2023 ND 1 ND
= Not documented 4. The laboratory general supervisor confirmed on February 8,
2023 at 10:30 AM that the laboratory performed Mycoplasma patient's samples tests
at temperature outside the established range and did not monitor the room
temperature.

CONTROL PROCEDURES
CFR(s): 493.1256(e)(1)(0)

(e) For reagent, media, and supply checks, the laboratory must do the following: (e)(i)
Check each batch (prepared in-house), lot number (commercially prepared) and
shipment of reagents, disks, stains, antisera, (except those specifically referenced in
493.1261 (a)(3)) and identification systems (systems using two or more substrates or
two or more reagents, or a combination) when prepared or opened for positive and
negative reactivity, as well as graded reactivity, if applicable. (g) The laboratory must
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document al control procedures performed.

This STANDARD is not met as evidenced by:

Based on syphilis serology quality control records, patient's reports worksheets review
(years 2022-2023) and laboratory general supervisor interview on February 8, 2023 at
10:35AM, it was determined that the laboratory did not evaluate the new lot of Rapid
Plasma Reagin (RPR) test by Aim RPR Method for reactive and non-reactive prior to
placed it in routine use when reported and performed 122 out of 122 syphilis serology
patient's samples. The findings include: 1.The laboratory syphilis serology quality
control records were review from January 2022 to February 7, 2023. Reviewed on
February 8, 2023 at 10:35AM. 2. The patient's reports worksheets (years 2022-2023)
showed on February 8, 2023 at 10:45AM, that the laboratory received the following
reagent kit for RPR Method and no evaluation of their reactivity was performed: Test
New Lot RPR 20554 Exp. 9/30/2023 3. The laboratory had in use the lot 20554 exp. 9
/30/2023 from July 1, 2022 to present and processed and reported one hundred twenty
two (122) syphilis patient's samples (RPR). ( Reviewed on February 8, 2023 at 10:55
AM.) 4. The laboratory general supervisor confirmed on February 8, 2023 at 10:
55AM that the laboratory did not evaluate the new lot of Rapid plasma reagin (RPR)
test for reactive and non-reactive prior to placed it in routine use.

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 manufacturer's instructions, general immunology and syphilis serology
quality control records, patient's reports worksheets review (years 2022-2023) and
laboratory general supervisor interview on February 8, 2023 at 11:00 AM, it was
determined that the laboratory director failed to fulfill his responsibilities and dutiesto
ensure compliance with the laboratory quality control requirements. 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 manufacturer instructions, general immunology and syphilis serology
quality control records, patient's reports worksheets review (years 2022-2023) and
laboratory general supervisor interview on February 8, 2023 at 11:00 AM, it was
found that the laboratory director did not assure that quality control procedures related
to follow manufacturer instructions and evaluation of new reagents lots were
followed. The findingsinclude: 1. The laboratory failed to perform syphilis serology
test as required by the manufacturer's instruction when reported and performed 128
out of 128 syphilis serology patient's samples by Aim Rapid plasmareagin (RPR)
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method in 37 out of 37 days. Refer to D5411. 2. The laboratory failed to follow the
manufacturer's instruction when patient' s were tested for Mycoplasma by
ImmunoCard Meridian in 58 out of 152 days. Refer to D5413. 3. The laboratory did
not evaluate the new lot of Rapid Plasma Reagin (RPR) test by Aim RPR Method for
reactive and non-reactive prior to placed it in routine use when reported and
performed 122 out of 122 syphilis serology patient's samples. Refer to D5471.

GENERAL SUPERVISOR RESPONSIBILITIES
CFR(s): 493.1463

The general supervisor isresponsible for day-to-day supervision or oversight of the
laboratory operation and personnel performing testing and reporting test results.

This STANDARD is not met as evidenced by:

Based on manufacturer instructions, general immunology and syphilis serology
guality control records, patient's reports worksheets review (years 2022-2023) and
laboratory general supervisor interview on February 8, 2023 at 11:00 AM, it was
determined that the general supervisor did not assure that quality control procedures
were followed by the testing personnel. Refer to D5411, D5413 and D5471.



