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Summary Statement of Deficiencies

D0000 A Recertification survey was performed on May 21, 2021 at Rene' Koppel MD-A 
Professional Medical Corp, CLIA ID # 19D1018671. The laboratory was found in 
compliance with 42 CFR 493 Requirements for Laboratories; however, standard level 
deficiencies were cited.

D5417 TEST SYSTEMS, EQUIPMENT, INSTRUMENTS, REAGENT
CFR(s): 493.1252(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 by surveyor and interview with personnel, the laboratory failed 
to ensure supplies did not exceed their expiration dates. Findings: 1. Observation by 
surveyor during laboratory tour on May 21, 2021 at 9:23 am revealed the following 
expired items: a) Platinum line SubXero Freezing Medium, Lot 80199, Expiration 
date: 02/21, Quantity: four (4) bottles 2. In interview on May 21, 2021 at 9:25 am, the 
Histotech confirmed the identified items were expired.

D6087 LABORATORY DIRECTOR RESPONSIBILITIES
CFR(s): 493.1445(e)(3)(iii)

The laboratory director must ensure that laboratory personnel are performing the test 
methods as required for accurate and reliable results.

This STANDARD is not met as evidenced by:
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Based on observation by surveyor and interview with personnel, the Laboratory 
Director failed to ensure the laboratory personnel performed test methods as required. 
Refer to D5417.


