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D 000 INITIAL COMMENTS D C DO

A Clinical Laboratory Improvement Amendments
CLiA) recertification survey was completed on

April 28.. 2021. The laboratory was not in
compliance with applicable CLIA requirements
toured at 42 CFR 493. 1 through 42 CFR

493, 1780. The following deficiencies were cited:
D1001 CERTIFICATE OF WAIVER TESTS DiC01

1.   Haw, ft deficient nraoLg Mdll 05/ 21/ 21
CFR( s): 493. 15( e)  

mug=

Quality Control Logs will be Instituted
Laboratories eligible for a certllleate of waiver Immediately For the urine Human
must—       Charionic Gonadotrapin( hCG) and

1) Follow manufacturers' instructlons for Microhematocrit( Clay Adams Readacrit)

performing the test: and
2) Meet the requirements In subpart 8,

z.   were any pAtierrts found to have turnCertificate of Waiver, of this part, affected ny the defidentnractlw2
This STANDARD Is not met as evidenced by: The laborabry determined that no patients
Based on lack of quality control( OC) logs,      test result or care were affected after review

observation during the laboratory tour, review of using waived test controls monitoring.
laboratory test package Inserts, and staff
interview, the laboratory failed to fellow current

when measure has been Dot in clam toInstructions for all waived tests 3.

performed by the laboratory as required.
Insure Me defldent cractice-clm not rem

quality controls have been Instituted for
waived tests cited. No patients will be

Findings Include:   
aft'

ctions taken.
ected going forward due to corrective

a

1. Review of waived test package Inserts and
observation during the laboratory tour on
04/ 28/ 21 at approximately 11: 00 am. revealed 4.   What-oualitY mntmls has been out In mace oi
there were no required OC logs available at the Md3at M= matic changes have been made to

time of survey for the following waived tests:    ensur ttmt the_defident nractflae does net

Urine Human Chorlonlc Gonadotropin( hCG)

Henry Schein) and Mlerohematocrit( Clay Adams
ad ed to

Es and

ylaborabDryldocumentation
have been

Readacdt) for 2019, 2020 or 2021 thus far,     
added

a at dit( laboratory log sheet
MicrghernatshcrlE{ Clay Adams Readasxit} will
be tested each morning of use. New Urine

2. An Interview with staff# 3( CMS 209) in the lab Human Chorlonic Gonadotrxin( hCG) box
at approximately 11: 10 a.m. on 144/ 2W021 will be bested upon opening.
confirmed the lack of OC documents for the Results will be documented.
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Any deticiettcy Statement ending with an asterf ic(") denotes a ficsdertey hndllch the lost tution may be excused f provkIng ft-fetenhllned
other seogtmrda provide sufficient protection to tite patients.( See instructions.) Except for nurshV homes. the findlrrps stated above are dtadosablo Irk!  ys

fcffiowirsg the date of surrey wthethar or not a plan of correction is provided. For nursing homes. tiro above findings and plans of correction are discWn to 14
days follmft the date these documents are made available to the fact tty. If deficlendi% are cited, an approved plan of correctkm to requisite to continued
mare participation,
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