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D5417 TEST SYSTEMS, EQUIPMENT, INSTRUMENTS, REAGENT
CFR(s): 493.1252(d)

(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 observation of the laboratory, a review of the laboratory procedure, reagent 
logs, patient test logs, and staff interviews, the laboratory failed to ensure that 
personnel did not use the Scott's Bluing reagent beyond the manufacturer's expiration 
date for micrographically oriented histographic surgery (MOHS) histopathology 
patient testing for 14 days in 2025. The findings include: 1. Observation of the 
laboratory on 07/28/2025 at 9:45 a.m. revealed a Linistat auto stainer and reagents 
used to process patient tissue specimens from MOHS procedures for histopathology 
testing. 2. A review of the "Mohs South Staining Protocol" laboratory procedure 
revealed that Scott's Bluing reagent was step six of 14. 3. A review of the laboratory's 
reagent log titled "Mohs Stain Expiration Log" for 2025 revealed the following: 
Scott's Bluing reagent lot number 233420 was opened on 08/20/2024, expired on 12/19
/2024, and was empty on 04/08/2025. Scott's Bluing reagent lot number 2424318 was 
opened on 04/08/2025 with an expiration date of 09/11/2025. 4. A review of the 
laboratory patient logs titled "Mohs Patient Daily Log" from December 2024 through 
April 2025 revealed that the laboratory used the expired Scott's Bluing reagent lot 
number 233420 for 136 patient tissue slides from 01/07/2025 through 04/01/2025. 5. 
An interview with the practice manager on 07/28/2025 at 11:00 a.m. confirmed the 
survey findings.
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(a) Corrective action policies and procedures must be available and followed as 
necessary to maintain the laboratory's operation for testing patient specimens in a 
manner that ensures accurate and reliable patient test results and reports.

This STANDARD is not met as evidenced by:
Based on observation of the laboratory, review of the laboratory's procedure, 
laboratory temperature records, patient test logs, and staff interviews, the laboratory 
failed to follow the procedure for documentation of corrective action for the Cryostat 
used to process patient tissue specimens removed in micrographically oriented 
histographic surgery (MOHS) procedures for histopathology testing for five (five of 
21 reviewed) days in 2025. The findings include: 1. Observation of the laboratory on 
07/28/2025 at 9:45 a.m. revealed a Microm Cryostat used to process patient tissue 
specimens from MOHS procedures for histopathology testing. 2. A review of the 
laboratory procedure titled "Equipment Quality Control Protocol-Cryostat" revealed 
the following: "Operating Temperature range of the Cryostat is -20 degrees C to -28 
degrees C". "Corrective action is taken and documented if the temperature exceeds the 
proper range". 3. A review of the laboratory's temperature logs revealed the following: 
01/07/2025 -30C , 01/28/2025 -30C, 01/30/2025 -30C 02/11/2025 -29C 05/06/2025 
-29C The laboratory did not document corrective action for the five dates with 
recorded Cryostat temperatures that exceeded the laboratory's range. 4. A review of 
the laboratory patient logs titled "Mohs Patient Daily Log" revealed the following: 01
/07/2025- 13 patients reported 01/28/2025- 10 patients reported 01/30/2025- Seven 
patients reported 02/11/2025- Seven patients reported 05/06/2025- 13 patients 
reported 5. An interview with the practice manager on 07/28/2025 at 11:00 a.m. 
confirmed the survey findings. Word Key: C- Celsius - degrees


