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Summary Statement of Deficiencies

CERTIFICATE OF WAIVER TESTS
CFR(S): 493.15(¢)

493.15(e) Laboratories eligible for a certificate of waiver must-- (1) Follow
manufacturers instructions for performing the test; and (2) Meet the requirements in
subpart B, Certificate of Waiver, of this part.

This STANDARD is not met as evidenced by:

Based on observation and interview with laboratory staff, the laboratory had supplies
available for use after their expiration date. Findings follow: A) During atour of the
laboratory on 6/19/25 at 9:42am, one (of one) container of Easy Touch Meter Glucose
test strips (lot 609204 AmerisourceBergen, expiration date 3/10/25) was observed in
the laboratory, available for use beyond the expiraton date. C) In an interview on 6/19
/25 at 9:45am the General Supervisor confirmed that the item, identified above, had
exceeded its expiration date and was available for use in the laboratory.

SPECIMEN SUBMISSION, HANDLING, AND REFERRAL
CFR(S): 493.1242(a)

(a) The laboratory must establish and follow written policies and procedures for each
of the following, if applicable: (a)(1) Patient preparation. (a)(2) Specimen collection.
(@)(3) Specimen labeling, including patient name or unigue patient identifier and,
when appropriate, specimen source. (a)(4) Specimen storage and preservation. (a)(5)
Conditions for specimen transportation. (a)(6) Specimen processing. (a)(7) Specimen
acceptability and rejection. (a)(8) Specimen referral.

This STANDARD is not met as evidenced by:
Based on areview of the manufacturer's instruction, patient test records, and interview
with staff the laboratory failed to establish a policy to ensure 2 of 3 patient lactate



samples were centrifuged within 15 minutes of collection and 1 of 3 patient ammonia
samples were centrifuged within 30 minutes of collection from 4/18/25 though 5/18
/25. A) Manufacturer's instructions (" Siemens Dimension Clinical Chemistry System
Flex Reagent Cartridges" Lactate, REF DF16, Issue Date 2019-04-01) for the lactate
analysis performed in the laboratory, stated:"Blood is best collected without stasisin a
container of sodium fluoride/potassium oxalate, followed by immediate chilling of the
specimen and separation of the cells within 15 minutes.” B) A query of Lactate
sample turnaround time records from 4/18/25 though 5/18/25 revealed 2 of 3 samples
took longer than 15 minutes from collection to result. Centrifuge times were not
documented. C) Manufacturer's instructions (" Siemens Dimension Clinical Chemistry
System Flex Reagent Cartridges” Ammonia, REF DF119, Issue Date 2019-04-08) for
the ammonia analysis performed in the laboratory, stated:" Samples should be
analyzed within 30 minutes of centrifugation.” D) A query of Ammonia sample
turnaround time records from 4/18/25 though 5/18/25 revealed 1 of 3 samplestook
longer than 30 minutes from collection to result. Centrifuge times were not
documented. E) During interview 6/18/25 at 9:06am, the General Supervisor
confirmed that the lab documented collection times and report times; but not
centrifuge times.



