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DEFICIENGY)
D 000 | INITIAL COMMENTS D goo
A Clinlcal Laboratary Improvement Amendments
{CLIA) recenification survey was completed on
April 28,-2021, The laboratory was not in
| compliance with applicable CLIA requirernents
found at 42 CFR 483.1 through 42 CFR
493.1780. The following deficiencles wers cited:
D160t | CERTIFICATE OF WAIVER TESTS 1401 1.  How the deficent practice will be 05/21/21
CFR{s): 483.15{8) corrected?
Quality Contro! Logs will be Instituted
Laboratorles eligible for a certliicate of walver Immedtately for the Urine Human
must-- Charicnic Gonadotropin (hCG) and
{1) Follow manufacturers’ instructions for Microhematecit (Clay Adams Readacrit)
performing the tes!; and
{2) Most the requirements In subpart B, 2 mmmm
Ceniflc1§te of Walver, of thig part, ’ affected by the deficient prctice?
This STANDARD s not me! as evidanced by: The laba determined that Hents
Based on lack of quallly control (QC} logs, tn;t ?m‘.‘fgl"m we,.’,‘ aﬁecm: Z&i re;v!ew
observation during the taboratory tour, review of using waived test controls monltoring.
laboratoty test package Inseris, and staff
interview, the laboratory falled to follow current
manulacturer's instruclions for all walved tesis 3. il i
4+ > UL
performad by the labaratory as required. Quality controls have been nstituted
. walved tests dted. No patients will be
Findings include: affected golng forward due to corrective
actions taken.
1. Review of waivad test package inserts and
observation during the laboratory tour on
04/28/21 at approximately 11:00 a.m. revealad 4.
there were no required QC logs avallable at the
tlljrge oL survey t?':: lll'le foliowing walved tests:
ne Human Chorlonlc Gonadotropin (hC@) s
{Henry Schain) and Microhematoerit (Clay Adams gdgnt?&aggim;;?:f:g};mgem
Raadacrﬂ) for 2019, 2020 or 2021 thus far, Mlcrohematocrit {(Clay Adams Readaarit) wil
be tested each moming of use. New Urine
2. Aninterview wilh stafi #3 (CMS 208} in the lab Human Chorionic Ganadotrapin (hCG) box
at approximately 11:10 a.m. on 104/28/2021 will be tested upon opening.
confirmed the lack of QC documents for the Results will be documented.
E— — \
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