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Summary Statement of Deficiencies

D0000 A Recertification Survey was conducted December 18, 2024 at The Family Doctors - 
CLIA ID # 19D0463919. The laboratory was found in compliance with 42 CFR 493 
Requirement for Laboratories; however, standard deficiencies were cited.

D5413 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 interruptions in 
electrical current that adversely affect patient test results and test reports.

This STANDARD is not met as evidenced by:
Based on observation by surveyor, review of laboratory policy, manufacturer 
instructions and laboratory freezer temperatures, as well as interview with personnel, 
the laboratory failed to define acceptable freezer temperature limits within the 
manufacturer's acceptable ranges. Findings: 1. Observation by surveyor during the 
laboratory tour on December 18, 2024 at 2:47 pm revealed the laboratory stores the 
following supplies in the freezer: a) BioRad Liquid Unassayed Multiqual Control (1) - 
Lot 56741 Expiration 8/31/26 b) BioRad Liquid Unassayed Multiqual Control (3) - 
Lot 56743 Expiration 8/31/26 c) BioRad Liquichek Immunoassay Plus Control (1) - 
Lot 85371 Expiration 8/31/26 d) BioRad Liquichek Immunoassay Plus Control (3) - 
Lot 85373 Expiration 8/31/26 e) BioRad Liquichek Specialty Immunoassay Control 
(2) - Lot 65002 Expiration 9/30/26 2. Review of the laboratory policy "Temperature 
Checks" under "Temperature Ranges" revealed the following: "Freezers; temperatures 
shall be maintained at -20 degrees celsius or below for storage of research specimens, 
reference lab specimens, QC material and controls". 3. Review of the manufacturer's 
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instruction for the BioRad quality controls revealed the following acceptable ranges: 
a) BioRad BioRad Liquid Unassayed Multiqual Control (1) - acceptable ranges -20 
degrees celsius to -70 degrees celsius b) BioRad Liquid Unassayed Multiqual Control 
(3) - acceptable ranges -20 degrees celsius to -70 degrees celsius c) BioRad Liquichek 
Immunoassay Plus Control (1) - acceptable ranges -20 degrees celsius to -70 degrees 
celsius d) BioRad Liquichek Immunoassay Plus Control (3) - acceptable ranges -20 
degrees celsius to -70 degrees celsius e) BioRad Liquichek Specialty Immunoassay 
Control (2) - acceptable ranges -20 degrees celsius to -70 degrees celsius 4. Review of 
the laboratory freezer temperature logs from January 2024 through October 2024 
revealed the following ninety five (95) of two hundred seven (207) days in 2024 had 
unacceptable temperatures documented: a) January 3, 2024 - temperature documented 
as -19 degrees celsius (acceptable range of -20 degree celsius to -70 degree celsius) b) 
January 5, 2024 - temperature documented as -18 degrees celsius (acceptable range of 
-20 degree celsius to -70 degree celsius) c) January 9, 2024 - temperature documented 
as -19 degrees celsius (acceptable range of -20 degree celsius to -70 degree celsius) d) 
January 12, 2024 - temperature documented as -19 degrees celsius (acceptable range 
of -20 degree celsius to -70 degree celsius) e) January 18, 2024 - temperature 
documented as -18 degrees celsius (acceptable range of -20 degree celsius to -70 
degree celsius) f) January 29, 2024 - temperature documented as -19 degrees celsius 
(acceptable range of -20 degree celsius to -70 degree celsius) g) January 30, 2024 - 
temperature documented as -17 degrees celsius (acceptable range of -20 degree 
celsius to -70 degree celsius) h) February 6, 2024 - temperature documented as -18 
degrees celsius (acceptable range of -20 degree celsius to -70 degree celsius) i) 
February 8, 2024 - temperature documented as -16 degrees celsius (acceptable range 
of -20 degree celsius to -70 degree celsius) j) February 12, 2024 - temperature 
documented as -19 degrees celsius (acceptable range of -20 degree celsius to -70 
degree celsius) k) February 13, 2024 - temperature documented as -18 degrees celsius 
(acceptable range of -20 degree celsius to -70 degree celsius) l) February 16, 2024 - 
temperature documented as -19 degrees celsius (acceptable range of -20 degree 
celsius to -70 degree celsius) m) February 21, 2024 - temperature documented as -18 
degrees celsius (acceptable range of -20 degree celsius to -70 degree celsius) n) 
February 26, 2024 - temperature documented as -19 degrees celsius (acceptable range 
of -20 degree celsius to -70 degree celsius) o) February 27, 2024 - temperature 
documented as -19 degrees celsius (acceptable range of -20 degree celsius to -70 
degree celsius) p) March 1, 2024 - temperature documented as -18 degrees celsius 
(acceptable range of -20 degree celsius to -70 degree celsius) q) March 25, 2024 - 
temperature documented as -18 degrees celsius (acceptable range of -20 degree 
celsius to -70 degree celsius) r) April 3, 2024 - temperature documented as -19 
degrees celsius (acceptable range of -20 degree celsius to -70 degree celsius) s) April 
4, 2024 - temperature documented as -19 degrees celsius (acceptable range of -20 
degree celsius to -70 degree celsius) t) April 5, 2024 - temperature documented as -19 
degrees celsius (acceptable range of -20 degree celsius to -70 degree celsius) u) April 
8, 2024 - temperature documented as -19 degrees celsius (acceptable range of -20 
degree celsius to -70 degree celsius) v) April 11, 2024 - temperature documented as 
-19 degrees celsius (acceptable range of -20 degree celsius to -70 degree celsius) w) 
April 12, 2024 - temperature documented as -19 degrees celsius (acceptable range of 
-20 degree celsius to -70 degree celsius) x) April 15, 2024 - temperature documented 
as -15 degrees celsius (acceptable range of -20 degree celsius to -70 degree celsius) y) 
April 16, 2024 - temperature documented as -17 degrees celsius (acceptable range of 
-20 degree celsius to -70 degree celsius) z) April 17, 2024 - temperature documented 
as -19 degrees celsius (acceptable range of -20 degree celsius to -70 degree celsius) 
aa) April 22, 2024 - temperature documented as -17 degrees celsius (acceptable range 
of -20 degree celsius to -70 degree celsius) bb) April 23, 2024 - temperature 



documented as -19 degrees celsius (acceptable range of -20 degree celsius to -70 
degree celsius) cc) April 24, 2024 - temperature documented as -19 degrees celsius 
(acceptable range of -20 degree celsius to -70 degree celsius) dd) April 25, 2024 - 
temperature documented as -18 degrees celsius (acceptable range of -20 degree 
celsius to -70 degree celsius) ee) May 6, 2024 - temperature documented as -17 
degrees celsius (acceptable range of -20 degree celsius to -70 degree celsius) ff) May 
8, 2024 - temperature documented as -18 degrees celsius (acceptable range of -20 
degree celsius to -70 degree celsius) gg) May 21, 2024 - temperature documented as 
-19 degrees celsius (acceptable range of -20 degree celsius to -70 degree celsius) hh) 
May 24, 2024 - temperature documented as -16 degrees celsius (acceptable range of 
-20 degree celsius to -70 degree celsius) ii) June 12, 2024 - temperature documented 
as -18 degrees celsius (acceptable range of -20 degree celsius to -70 degree celsius) jj) 
June 20, 2024 - temperature documented as -19 degrees celsius (acceptable range of 
-20 degree celsius to -70 degree celsius) kk) June 26, 2024 - temperature documented 
as -17 degrees celsius (acceptable range of -20 degree celsius to -70 degree celsius) ll) 
June 27, 2024 - temperature documented as -19 degrees celsius (acceptable range of 
-20 degree celsius to -70 degree celsius) mm) July 1, 2024 - temperature documented 
as -16 degrees celsius (acceptable range of -20 degree celsius to -70 degree celsius) 
nn) July 5, 2024 - temperature documented as -16 degrees celsius (acceptable range of 
-20 degree celsius to -70 degree celsius) oo) July 8, 2024 - temperature documented as 
-19 degrees celsius (acceptable range of -20 degree celsius to -70 degree celsius) pp) 
July 9, 2024 - temperature documented as -19 degrees celsius (acceptable range of -20 
degree celsius to -70 degree celsius) qq) July 10, 2024 - temperature documented as 
-17 degrees celsius (acceptable range of -20 degree celsius to -70 degree celsius) rr) 
July 11, 2024 - temperature documented as -19 degrees celsius (acceptable range of 
-20 degree celsius to -70 degree celsius) ss) July 12, 2024 - temperature documented 
as -19 degrees celsius (acceptable range of -20 degree celsius to -70 degree celsius) tt) 
July 15, 2024 - temperature documented as -19 degrees celsius (acceptable range of 
-20 degree celsius to -70 degree celsius) uu) July 16, 2024 - temperature documented 
as -18 degrees celsius (acceptable range of -20 degree celsius to -70 degree celsius) 
vv) July 18, 2024 - temperature documented as -19 degrees celsius (acceptable range 
of -20 degree celsius to -70 degree celsius) ww) July 19, 2024 - temperature 
documented as -17 degrees celsius (acceptable range of -20 degree celsius to -70 
degree celsius) xx) July 24, 2024 - temperature documented as -19 degrees celsius 
(acceptable range of -20 degree celsius to -70 degree celsius) yy) July 25, 2024 - 
temperature documented as -15 degrees celsius (acceptable range of -20 degree 
celsius to -70 degree celsius) zz) July 26, 2024 - temperature documented as -18 
degrees celsius (acceptable range of -20 degree celsius to -70 degree celsius) aaa) July 
30, 2024 - temperature documented as -19 degrees celsius (acceptable range of -20 
degree celsius to -70 degree celsius) bbb) July 31, 2024 - temperature documented as 
-18 degrees celsius (acceptable range of -20 degree celsius to -70 degree celsius) ccc) 
August 1, 2024 - temperature documented as -17 degrees celsius (acceptable range of 
-20 degree celsius to -70 degree celsius) ddd) August 2, 2024 - temperature 
documented as -18 degrees celsius (acceptable range of -20 degree celsius to -70 
degree celsius) eee) August 5, 2024 - temperature documented as -15 degrees celsius 
(acceptable range of -20 degree celsius to -70 degree celsius) fff) August 6, 2024 - 
temperature documented as -19 degrees celsius (acceptable range of -20 degree 
celsius to -70 degree celsius) ggg) August 7, 2024 - temperature documented as -16 
degrees celsius (acceptable range of -20 degree celsius to -70 degree celsius) hhh) 
August 8, 2024 - temperature documented as -17 degrees celsius (acceptable range of 
-20 degree celsius to -70 degree celsius) iii) August 9, 2024 - temperature documented 
as -17 degrees celsius (acceptable range of -20 degree celsius to -70 degree celsius) 
jjj) August 12, 2024 - temperature documented as -18 degrees celsius (acceptable 



range of -20 degree celsius to -70 degree celsius) kkk) August 13, 2024 - temperature 
documented as -17 degrees celsius (acceptable range of -20 degree celsius to -70 
degree celsius) lll) August 14, 2024 - temperature documented as -19 degrees celsius 
(acceptable range of -20 degree celsius to -70 degree celsius) mmm) August 15, 2024 
- temperature documented as -19 degrees celsius (acceptable range of -20 degree 
celsius to -70 degree celsius) nnn) August 16, 2024 - temperature documented as -17 
degrees celsius (acceptable range of -20 degree celsius to -70 degree celsius) ooo) 
August 19, 2024 - temperature documented as -19 degrees celsius (acceptable range 
of -20 degree celsius to -70 degree celsius) ppp) August 20, 2024 - temperature 
documented as -16 degrees celsius (acceptable range of -20 degree celsius to -70 
degree celsius) qqq) August 21, 2024 - temperature documented as -19 degrees celsius 
(acceptable range of -20 degree celsius to -70 degree celsius) rrr) August 23, 2024 - 
temperature documented as -19 degrees celsius (acceptable range of -20 degree 
celsius to -70 degree celsius) sss) August 26, 2024 - temperature documented as -17 
degrees celsius (acceptable range of -20 degree celsius to -70 degree celsius) ttt) 
August 28, 2024 - temperature documented as -18 degrees celsius (acceptable range 
of -20 degree celsius to -70 degree celsius) uuu) September 3, 2024 - temperature 
documented as -18 degrees celsius (acceptable range of -20 degree to -70 degree 
celsius) vvv) September 5, 2024 - temperature documented as -19 degrees celsius 
(acceptable range of -20 degree to -70 degree celsius) www) September 6, 2024 - 
temperature documented as -18 degrees celsius (acceptable range of -20 degree to -70 
degree celsius) xxx) September 9, 2024 - temperature documented as -19 degrees 
celsius (acceptable range of -20 degree to -70 degree celsius) yyy) September 10, 
2024 - temperature documented as -18 degrees celsius (acceptable range of -20 degree 
to -70 degree celsius) zzz) September 11, 2024 - temperature documented as -19 
degrees celsius (acceptable range of -20 degree to -70 degree celsius) aaaa) September 
12, 2024 - temperature documented as -19 degrees celsius (acceptable range of -20 
degree to -70 degree celsius) bbbb) September 13, 2024 - temperature documented as 
-19 degrees celsius (acceptable range of -20 degree to -70 degree celsius) cccc) 
September 16, 2024 - temperature documented as -18 degrees celsius (acceptable 
range of -20 degree to -70 degree celsius) dddd) September 17, 2024 - temperature 
documented as -18 degrees celsius (acceptable range of -20 degree to -70 degree 
celsius) eeee) September 18, 2024 - temperature documented as -19 degrees celsius 
(acceptable range of -20 degree to -70 degree celsius) ffff) September 19, 2024 - 
temperature documented as -19 degrees celsius (acceptable range of -20 degree to -70 
degree celsius) gggg) September 20, 2024 - temperature documented as -18 degrees 
celsius (acceptable range of -20 degree to -70 degree celsius) hhhh) September 23, 
2024 - temperature documented as -19 degrees celsius (acceptable range of -20 degree 
to -70 degree celsius) iiii) September 25, 2024 - temperature documented as -19 
degrees celsius (acceptable range of -20 degree to -70 degree celsius) jjjj) September 
26, 2024 - temperature documented as -18 degrees celsius (acceptable range of -20 
degree to -70 degree celsius) kkkk) September 27, 2024 - temperature documented as 
-15 degrees celsius (acceptable range of -20 degree to -70 degree celsius) llll) 
September 30, 2024 - temperature documented as -19 degrees celsius (acceptable 
range of -20 degree to -70 degree celsius) mmmm) October 1, 2024 - temperature 
documented as -18 degrees celsius (acceptable range of -20 degree to -70 degree 
celsius) nnnn) October 2, 2024 - temperature documented as -18 degrees celsius 
(acceptable range of -20 degree to -70 degree celsius) oooo) October 3, 2024 - 
temperature documented as -17 degrees celsius (acceptable range of -20 degree to -70 
degree celsius) pppp) October 9, 2024 - temperature documented as -16 degrees 
celsius (acceptable range of -20 degree to -70 degree celsius) 5. In interview on 
December 18, 2024 at 2:51 pm, the Technical Consultant confirmed the laboratory's 
freezer acceptable temperature range did not follow the manufacturer's 



recommendations.

D5781 CORRECTIVE ACTIONS
CFR(s): 493.1282(b)(1)

(b) The laboratory must document all corrective actions taken, including actions taken 
when any of the following occur: (b)(1) Test systems do not meet the laboratory's 
verified or established performance specifications, as determined in 493.1253(b), 
which include but are not limited to-- (b)(1)(i) Equipment or methodologies that 
perform outside of established operating parameters or performance specifications; (b)
(1)(ii) Patient test values that are outside of the laboratory's reportable range of test 
results for the test system; and (b)(1)(iii) When the laboratory determines that the 
reference intervals (normal values) for a test procedure are inappropriate for the 
laboratory's patient population. 

This STANDARD is not met as evidenced by:
Based on observation by surveyor, review of laboratory policy and maintenance logs 
as well as interview with personnel, the laboratory failed to perform corrective action 
when cuvette temperatures on the Siemens Dimension EXL 200 exceeded the 
acceptable range for six (6) of one hundred five (105) days reviewed in 2024. 
Findings: 1. Observation by surveyor during the laboratory tour on December 18, 
2024 at 2:51 pm revealed the laboratory utilizes the Siemens Dimension EXL 200 
analyzer for chemistry testing. 2. Review of the laboratory's "Procedure for out-of-
range cuvette temperature on Dimension" revealed "Upon recording values in the 
morning routine, if the cuvette temperature of the Dimension EXL is out of range 
(36.8-37.2), according to Siemens Technical Support, the following must be done: 1. 
Look in the Siemens Operator's Guide-Section 7 page 26 and follow the directions for 
calibrating cuvette temperature. 2. After calibrating the temperature, give the 
instrument 15 minutes and recheck the temperature in the 'temperature monitor' screen 
of the Dimension. When the value is within range, run QC and start patients". 3. 
Review of the laboratory's daily maintenance log for the Siemens Dimension EXL 
200 analyzer revealed the acceptable range for the cuvette temperature is documented 
as 36.8 to 37.2 degree celsius. 4. Further review of the laboratory's daily maintenance 
log for the Siemens Dimension EXL 200 analyzer from January 1, 2024 through 
December 18, 2024 revealed the cuvette temperatures exceeded the acceptable limits 
for the following six (6) of one hundred five (105) days reviewed with no corrective 
action documented: a) February 8, 2024: documented as 36.7 degree celsius 
(acceptable limits 36.8 to 37.2 degree celsius) b) March 19, 2024: documented as 36.7 
degree celsius (acceptable limits 36.8 to 37.2 degree celsius) c) April 16, 2024: 
documented as 36.7 degree celsius (acceptable limits 36.8 to 37.2 degree celsius) d) 
May 17, 2024: documented as 36.7 degree celsius (acceptable limits 36.8 to 37.2 
degree celsius) e) June 27, 2024: documented as 36.7 degree celsius (acceptable limits 
36.8 to 37.2 degree celsius) f) June 28, 2024: documented as 36.7 degree celsius 
(acceptable limits 36.8 to 37.2 degree celsius) 5. In interview on December 18, 2024 
at 1:10 pm, the Technical Consultant confirmed the laboratory did not document 
corrective action for cuvette temperature exceeding the manufacturer's acceptable 
range on the identified days.

D6014 LABORATORY DIRECTOR RESPONSIBILITIES
CFR(s): 493.1407(e)(3)(iii)

The laboratory director is responsible for the overall operation and administration of 



the laboratory, including the employment of personnel who are competent to perform 
test procedures, and record and report test results promptly, accurate, and proficiently 
and for assuring compliance with the applicable regulations. (e) The laboratory 
director must-- (e)(3) Ensure that-- (e)(3)(iii) Laboratory personnel are performing the 
test methods as required for accurate and reliable results.

This STANDARD is not met as evidenced by:
Based on observation by surveyors, review of laboratory policy and temperature 
records as well as interview with personnel, the Laboratory Director failed to ensure 
the laboratory personnel performed test methods as required. Refer to D5413.

D6024 LABORATORY DIRECTOR RESPONSIBILITIES
CFR(s): 493.1407(e)(7)

The laboratory director is responsible for the overall operation and administration of 
the laboratory, including the employment of personnel who are competent to perform 
test procedures, and record and report test results promptly, accurate, and proficiently 
and for assuring compliance with the applicable regulations. (e) The laboratory 
director must-- (e)(7) Ensure that all necessary remedial actions are taken and 
documented whenever significant deviations from the laboratory's established 
performance specifications are identified, 

This STANDARD is not met as evidenced by:
Based on review of laboratory policy, temperature records and interview with 
personnel, the Laboratory Director failed to ensure corrective actions were taken and 
documented when deviations from laboratory's policies occurred. Refer to D5781.

D6036 TECHNICAL CONSULTANT RESPONSIBILITIES
CFR(s): 493.1413

The technical consultant is responsible for the technical and scientific oversight of the 
laboratory.

This STANDARD is not met as evidenced by:
Based on observation by surveyor, review of laboratory policy and temperature 
records as well as interview with personnel, the Technical Consultant failed to provide 
technical and scientific oversight to the laboratory. Refer to D5413.

D6044 TECHNICAL CONSULTANT RESPONSIBILITIES
CFR(s): 493.1413(b)(6)

(b) The technical consultant is responsible for-- (b)(6) Ensuring that patient test results 
are not reported until all corrective actions have been taken and the test system is 
functioning properly;

This STANDARD is not met as evidenced by:
Based on review of laboratory policy and temperature records and interview with 
personnel, the Technical Consultant failed to ensure corrective actions were taken and 
documented when deviations from the laboratory's policies occurred. Refer to D5781.


