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D2010 TESTING OF PROFICIENCY SAMPLES D2010 3/18/15

CFR(s): 493.801(b)(2)

The laboratory must test samples the same
number of times that it routinely tests patient
samples.

This STANDARD is not met as evidenced by:
Based on a review of APl (American Proficiency
Institute) proficiency testing records and an
interview with the facility owner (laboratory
manager), it was determined the laboratory failed
to ensure proficiency testing specimens were
tested only the same number of times patient
specimens are routinely tested. The findings
include:

1. Areview of the proficiency testing records
revealed the attestation statements for all three
events in 2013 and 2014 were signed by multiple
testing personnel (three to five testing personnel),
indicating all specimens were tested by all
personnel.

2. In an interview on 2/12/2015 at 10:00 AM, the
(b)(6)(b)(7)(c) stated all testing personnel
test all the proficiency testing samples, prior to
submission of the results. The(b)(6)(b)(7)(c)
(b)(6)(b)(7)(cfurther stated patient samples are not
routinely tested this number of times and by
multiple testing personnel.

(b)()(b)(7)(c)
Licensure and Certification Surveyor
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D6029 LABORATORY DIRECTOR RESPONSIBILITIES D6029 312117

CFR(s): 493.1407(e)(11)

The  (b)(6)(b)(7)(c) is responsible for the
overall operation and administration of the
laboratory, including the employment of personnel
who are competent to perform test procedures,
and record and report test results promptly,
accurate, and proficiently and for assuring
compliance with the applicable regulations.

(e) The laboratory director must--

(e)(11) Ensure that prior to testing patients'
specimens, all personnel have the appropriate
education and experience, receive the
appropriate training for the type and complexity of
the services offered, and have demonstrated that
they can perform all testing operations reliably to
provide and report accurate results.

This STANDARD is not met as evidenced by:
Based on a review of personnel records and an
interview with the (b)(6)(b)(7)(c) it was
determined the  (b)(6)(b)(7)(c) failed to
ensure one of three testing personnel presented
with the appropriate educational credentials, prior
to allowing the personnel to perform moderate
complexity testing.

The findings include:

1. During an interview on 2/14/17 at 9:05 AM, the
(b)(6)(b)(7)(c)  stated she had trained an

employee, who had not yet provided evidence of

education. Testing Personnel #3 (TP #3), who

performs (b)(8)(b)(7)(c)

(b)(6)(b)(7)(cat the laboratory. According to the

(b)(6)(b)(7)(c) . the testing privileges of TP

#3 was recently suspended, due to the

educational credentials not being provided. The
(b)(6)(b)(7)(c) also stated she understands
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D6029 Continued From page 1 D6029

the regulation that the educational credentials
must be verified, prior to allowing an employee to
test patient samples.

2. Areview of TP #3's personnel file confirmed
no educational credentials were filed for this
personnel. TP #3's date of hire was listed as
(b)(6)(b)(7)(yith orientation dated)(6)(b)(7)(@nd initial
laboratory training completedp)(s)(b)(7)(c)

(b)(B)(b)(7)(c)
Licensure and Certification Supervisor
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05029 * 493.1407(e)(11) LABORATORY DIRECTOR D8029"

. RESPONSIBILITIES :

The laboratory director is responsible for the .
: overall operation and administration of the , i
- laboratory, including the employment of personnei : i
: who are competent to perform test procedures, | ; i
and record and report test resutts promptly,
accurate, and praficiently and for assuring
- compliance with the applicable regulations.

433.1407(e)(11) This was immediately corrected
< and Testing Personne! #3 has not performed any

() The laboratory director must— i . further testing. Testing Personnel will not be
- {e){11) Ensure that prior to testing patients’ ’ performing any further teqt_ing at all. Testing
- specimens, all personnel have the appropriate 1 Personne 1#3 failed to provide the necessary
- education and experience, receive the ' education documentation.

: @ppropriate training for the type and complexity of .
: the services offered, and have demonstrated that :
- they can perform ail testing cperations reliably to
. provide and report accurate results.

No Testing Personnel will be trained without the
necessary education documentation required by
i CLIA In place and reviewed by the Director and no
: testing will be done prior to said documentation.

~This STANDARD is not met as evidenced by:

f lBase_d on a review of personnel recards and an An additional check of this credentialing will be
f g‘;fg;:;’: ;’;'tthh;he . (g’zgzét)’zgm faﬂeg e | added to the initial training and annual certification
' t

“ensure one of three testing personnel presented | : Evalatinoliay peronel. k7
with the appropriate educational credentiats, prior | 5 ’ S R

" to allowing the personnel ta perform mederate !

complexity testing. i

‘ The findings include:

‘1. During an interview on 2/14/17 at 9:05 AM, the |
(b)6)(b)(7)(c) stated she had trained an :
| empioyee, Wno had not yet provided evidence of
i education. Testing Persconnel #3 (TP #3), who : ;
' performs (b)(6)(b)(7)(c) . Works : [
(b)(6)(b)(7)(claE tne Ianaratory. According to the ;
' (b)(B)(b)(7)(c) , the testing privileges of TP :
: #3 was recently suspended, due to the : i
- educational credentials not being provided. The i
(b)(8)(b)(7)(c) aiso stated she understands . |
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- the regulation that the educational credentials
: must be verified, prior to allowing an employee to |
| test patient samples. 5
- 2. Areview of TP #3's personnel file confirmed . _ :
: no educational credentials were filed for this : i
- personnel. TP #3's date of hire was listed as : :
: 7113115 with orientation dated 7/15/15 and initial

! laboratory training completed 10/25/M16)(6)(b)(7)(c)

(b)(®)(b)(7)(c)
Llcensure and Certification Supei (b)(6)(b)(7)(c)
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