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Summary Statement of Deficiencies

FACILITIES
CFR(S): 493.1101(a)(1)

The laboratory must be constructed, arranged, and maintained to ensure the space,
ventilation, and utilities necessary for conducting all phases of the testing process.

This STANDARD is not met as evidenced by:

Based on direct observation, review of the current, approved standard operating
procedures (SOP), and interview with the general laboratory supervisor (GLS), the
laboratory failed to maintain adequate ventilation and air quality in the areas where
patient specimen processing occurred. FINDINGS: 1. Surveyors detected Xylene odor
in suite 1606 on January 30, 2024, at 9:57 A.M. a. Three HEPA 1,000 CFM grade Air
Scrubbers were observed in the main laboratory area. 2. Current, approved V apor
Monitoring SOP specified, "the laboratory monitors staff and/or workstations for
formalin and xylene vapor exposure.” Monitoring was performed on an annual basis
or requested by personnel and reports were retained in the Histology laboratory. a.
Stat Lab Medical Products formaldehyde and xylene vapor concentration detection
badges were utilized to evaluate air quality for an eight hour period. The Stat Lab
Medical Products vendor was not indicated in the current, approved SOP. b. Air
quality test was performed for the main laboratory, outdoor air 65 Broadway 1606,
grossing area, and histology area on September 6, 2022, and May 26, 2023. Test
results included carbon monoxide, carbon dioxide, humidity, total volatile organic
compound (TVOC), volatile organic compound (VOC) including acetone, benzene,
ethanol, formaldehyde, styrene, toluene, turpentine, and xylene. 3. Detection badges
were processed by L eica Biosystems on January 3, 2024, and results were reported
January 15, 2024. 4. On January 30, 2024, at 9:30 A.M., the surveyors observed two,
ten gallon drums featuring flammabl e/solvent waste |abels as well as one, five gallon
drum labeled with a barcode dated January 29, 2024, phone 646-604-4341, address 65
Broadway Suite 1606 retained in Storage Area Room #4. a. No hazardous materials or
chemical safety labels were adhered to the respective drums. 5. GL S confirmed that



D3011

D5291

one ten gallon drum contained formal dehyde and alcohol waste and the second ten
gallon drum contained xylene and alcohol waste. The five gallon drum contained stain
waste. 6. Surveyors observed one red biohazard container contained specimen bottles
and vials. The LS explained that specimens were retained for weeks and subsequently
discarded. Two boxes of container and vial specimens were located on a shelf. 7.
Surveyors observed that Tanner Scientific Cryostat TN50 S/N E225006 was |located
beside the waste drums. 8. GL S confirmed that the respective Cryostat was utilized
for processing frozen sections. Refer to D6083 and D6084.

FACILITIES
CFR(s): 493.1101(d)

Safety procedures must be established, accessible, and observed to ensure protection
from physical, chemical, biochemical, and electrical hazards, and biohazardous
materials.

This STANDARD is not met as evidenced by:

Based on direct observation, review of the SOPs, and interview with the GLS, the
laboratory failed to maintain adequate ventilation and air quality in the areas where
patient specimen processing occurred. FINDINGS: 1. Surveyors detected Xylene odor
in suite 1606 on January 30, 2024, at 9:57 A.M. a. Three HEPA 1,000 CFM grade Air
Scrubbers were observed in the main laboratory area. b. Three grossing areas included
three fume hoods located over the workbenches. 2. Current, approved V apor
Monitoring SOP specified, "that every 4 weeks/monthly charcoal filter is changed out
by Degmor Inc. (112 St. Brooklyn)." 3. On January 30, 2024, at approximately 11:00
A.M., GLM confirmed that filters were changed every four weeks/monthly and
invoices were sent to SDG Corporate office located at 27-01 Queens Plaza, 10th
Floor, Long Island City, New York 11101. The following invoices were reviewed:
DET11879, date of service August 31, 2022; DET1906, date of service September 21,
2022; DET1943, date of service October 25, 2022; DET2006, date of service
December 14, 2022; DET2082, date of service January 26, 2023; DET 22139, date of
service March 1, 2023; No documentation for February 23, 2023 filter change;
DET2176 date of service March 28, 2023; DET2301, date of service April 28, 2023;
DET2331, date of service May 31, 2023; No documentation for June 23, 2023 filter
change; DET2365, date of service July 6, 2023; DET-22301, date of service July 25,
2023; DET2398, date of service July 28, 2023; Last day of filter change indicated
survey date. 4. No documentation of July 2023 through January 2024 filter changes. 5.
Fume hoods S/N 90630, S/N 90640, and S/N 90112 velocity and uniformity annual
testing was performed by Avantik Co. Air Flow. Results were satisfactory. Refer to
D6083 and D6084.

GENERAL LABORATORY SYSTEMS QUALITY ASSESSMENT
CFR(s): 493.1239(a)

The laboratory must establish and follow written policies and procedures for an
ongoing mechanism to monitor, assess, and, when indicated, correct problems
identified in the general laboratory systems requirements specified at 493.1231
through 493.1236.

This STANDARD is not met as evidenced by:
Based on review of the current, approved SOPs, and interview with the GLS, the
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laboratory failed to perform monthly quality assurance (QA) as well as annual
evaluation in compliance with QA policy. Findings. 1. There was no documentation
of November 2023 and annual 2023 QA review. Thisis contrary to instructions
included in the Schweiger Dermatology policy S304 Quality Management Plan. 2.
Confirmed findings by interview with the GLS on January 30, 2024, at approximately
12:00 P.M.

TEST SYSTEMS, EQUIPMENT, INSTRUMENTS, REAGENT
CFR(s): 493.1252(c)

Reagents, solutions, culture media, control materials, calibration materials, and other
supplies, as appropriate, must be labeled to indicate the following: (1) Identity and
when significant, titer, strength or concentration. (2) Storage requirements. (3)
Preparation and expiration dates. (4) Other pertinent information required for proper
use.

This STANDARD is not met as evidenced by:

Based on direct observation, the laboratory failed to document aliquot bottle reagent
concentrations, lot numbers, preparation dates, and expiration dates. Findings: 1.
There was no documentation of 1 - EZ Prep aliquot bottle dilution concentration, lot
number, preparation date, and expiration date. 2. There was no documentation of 1 -
Buffer Wash aliquot bottle concentration dilution, lot number, preparation date, and
expiration date. 3. Confirmed findings by interview with the GLS on January 30,
2024, at approximately 11:00 A.M.

LABORATORY DIRECTOR RESPONSIBILITIES
CFR(s): 493.1445(e)(2)

The laboratory director must ensure that the physical plant and environmental
conditions of the laboratory are appropriate for the testing performed.

This STANDARD is not met as evidenced by:

Based on direct observation and interview with the GLS, the laboratory director (LD)
failed to ensure that the laboratory physical and environmental conditions were
suitable for testing personnel. Refer to D3001 and D3011.

LABORATORY DIRECTOR RESPONSIBILITIES
CFR(S): 493.1445(e)(2)

The laboratory director must ensure that the physical plant and environmental
conditions provide a safe environment in which employees are protected from
physical, chemical, and biological hazards.

This STANDARD is not met as evidenced by:

Based on review of the Vapor Monitoring SOP, air quality reports, and interview with
the GLS, the LD failed to ensure that the laboratory physical and environmental
conditions were safe for laboratory personnel. Refer to D3001 and D3011.

LABORATORY DIRECTOR RESPONSIBILITIES
CFR(s): 493.1445(e)(5)
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The laboratory director must ensure that the quality assessment 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 review of monthly and annual 2023 QA documentation as well as interview
with the GLS, the LD failed to comply with current, approved QA policy S304
Quality Management Plan. Refer to D5415.

LABORATORY DIRECTOR RESPONSIBILITIES
CFR(s): 493.1445(e)(13)

The laboratory director must ensure that policies and procedures are established for
monitoring individuals who conduct preanalytical, analytical, and postanalytical
phases of testing to assure that they are competent and maintain their competency to
process specimens, perform test procedures and report test results promptly and
proficiently, and whenever necessary, identify needs for remedial training or
continuing education to improve skills.

This STANDARD is not met as evidenced by:

Based on direct observation, review of the current, approved SOPs, aswell as
interviews with the GL S and data entry personnel, the LD failed to perform and
document employee competency evaluations. FINDINGS: 1. GL S confirmed that data
entry personnel occasionally assisted with accessioning of patient specimens. 2. Lab
aides responsible for patient specimen accessioning completed an accessioning
knowledge assessment quiz and sign-off sheet. There was no documentation of
knowledge assessment quiz or completed sign-off sheet for data entry personnel
performing patient specimen accessioning. 3. It was noted that data entry personnel
initialed and dated " Specimen Receiving" as per S103 in the SOP. 4. The findings
were confirmed by interview with the GL S on January 30, 2024, at 2:00 P.M.



