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PARTICIPATION

‘ Each laboratory performing nonwaived testing

" must successfully participatd in a proficiency

. testing program approved by CMS, if applicable,
| as described in subpart | of this part for each

: specialty, subspecialty, and analyte or test in
~which the laboratory is certified under CLIA.

* Except as specified in paragraph (c) of this
section, if a laboratory fails to participate

i successfully in proficiency testing for a given

| Specialty, subspecialty, analyte or test, as defined

- in this section, or fails to take remedial action

i when an individual fails gynecologic cytolagy,

| CMS imposes sanctions, as specified in subpart

'R of this part.

If a laboratory fails to perform successfully in a
i CMS-approved proficiency testing program, for
' the initial unsuccessful performance, CMS may
. direct the laboratory to undertake training of its
personnel or to obtain technical assistance, or
| both, rather than imposing alternative or principle
' sanctions except when one or more of the
following conditions exists:
| (1) There is immediate jeopardy to patient health
i and safety.
(2) The laboratory fails to provide CMS or a CMS
agent with satisfactory evidence that it has taken
: steps to correct the problem identified by the
i unsuccessful proficiency testing performance.
' (3) The iaboratory has a poor compliance history.

i This CONDITION is not met as evidenced by:
" Surveyor: 13439

* Based on the review of 2008-2009 proficiency
" test records, manufacturers's instructions and

w
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intenviaw with the t?chmcal consultant, the
Iaboragory failed to successfully parlicipate in s nl. b wndar D} )
proficigncy testing far the analyte urine hCG '
Findings are:
1. Thellaberatory failed to successfully
participate in proficlency testing for hCG. See
D2167 ;
1
2 The jaboratory failed to obtain technical
assistance or training for proficiency testing
failureg See 0210%
Since: the laboratory failed to successfully
particigate in proﬁ%ncy testing, the laboratory
could rot ensure thF accuracy of the patient test
resufis
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Surveyor: 13439
Bassd on the review of 2008-200% proficiency \ '
tesl records, manufpcturers’s instructions and K.",A :‘ S quh we M‘ el ‘k." !
| interviepv with the tachnical consultant, the A s m""l andfor +v o
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D2105 | Continued From page|2 D2105p
‘ o pag . . that Was Contrels. M-hllw
laboratoy failed to oblain training or technical ! ]
assistanca for proficiepcy testing failuras for tha ‘\GS & Br Bk wasld A g Sg,ﬂ on
analyle urine hCG. (withowt contrvls) Hal is Calad a
- L] -
Findings dre: "Beka GG Shide KT uhich i§ @ My
Mart Sensalive fol - MASRTna A5 low
The labcratory received a score of 60% for the u Becamte we olrea ) W
1st 2 evenlts of 2009. [The technical consultant sy Seo o Iﬂ ’ . 1y thi
stated at 8:30 am on 12/15/09 that she did nat a 1‘““‘?“" with inhrad Geabely this
know why the laboralory failed. She also stated wanld | i
| ol defen wipest o} the 1ot
that the 1est kit she us?d. Wampole Slide hCG, Y ‘“H' P ' " L‘
was very gffective as 3 backup to the waived hCG finsadive WEG Sline in owr "m "'1
kit the lasgratory used when the waived kit results A wolisasdle Cesulls of Haiy dad
were quastionable. ‘ 1 .
| is boacked by & SursaRive guiosk.
| The laboratory was en‘rotled in the American Sw D103,
Proficiency Institute's proficiency program for
hCG. Rovew of the pcioﬁciency agency's (F:r M‘M £14 pUsst s pay f
comparat.J eevaluahgTs revgaled that thg agency 6 'F 1, wndr D23 )
set a mirimum detection limit for hCG using the !
Wampola kit at 2000 rrﬁUlmL but used referee
laboratorias within the laboratory's peer group to
grade the other Iaboraiories' fesponses.
A raview of 2008-2009|proficiency results
revealed that proficiengy failures occurred
because the iaboratory was able to detect hCG ;
using the Wampole kit at levels below the il
proficiency agency's set Iimit and the laboratory's !
results disagread with the reference laboratories
results. $ge D2107
Since the laberatery failed to obtain technical
assistance or training for unsuccessful
participation in proficiency tesling, the laboratory
could not ensure the accuracy of the patient
testing. i
D2167 | 493 843(1) ENDOCRINOLOGY D2107 !
i
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D2107 Sinw our failure +v successhuling tfas io
Faiture to achieve satisfactory performance for ‘

‘ . . . ™ feod .
the same analyte or test in two consecutive PMH“ pa.H’.- ' PNH“ w] M\ :
| testing events or two out of three consecutive &r Wrine hCC\ wit \M»\/L nel bu/\ E
; testing events is unsuccessful performance. abl Yo LOSWIL e ﬁ.t.wfum) o(_ !
| This STANDARD is not met as evidenced by: patient fub ¢ sty | |
" Surveyor: 13439 - . ‘
: r o} Correcion has jndudd
. Based on the review of 2008-2009 proficiency : : Ouw ET(\. y’h' kest hhl- t ‘\.w
 test records, manufacturers's instructions and ‘ B « bnis T8 R e
| interview with the technical consultant, the ~ i bun wstd in enjundien wWith twey
laboratory failed to successfully participate in Sunsative kC(\ fab wh LMo and W.h'hL
: proficiency testing for the analyte urine hCG. i ! R
;p y 9 Y ﬁ Sound . Rather than Continuing e
| Findings are: sk filare o Swcass pacidpating

1. The laboratory received a score of 60% for the
. 1st 2 events of 2009. The technical consultant

(ARK(\O ‘ln e APV WCG Shide fr'{'iamao -{o;-hnh
5 Land ek batlos able 19 Show Acumniy

. stated at 8:30 am on 12/15/09 that she did not I\ with Censishany - &3 ob tlas]ie we
know why the laboratory falled. She also stated ! il Lonaer Hhis Yot ;

| that the test kit she used, Wampole Slide hCG ‘ Wil ne ﬁ wit H n eur !

! was very effective as a backup to the waived hCG | -&ﬁ\,ih,\ for d-iajmﬂ-n_ pur posc . lnshad |
kit the laboratory used when the waived kit results . . i

| were questionable. i Hhecc i sy quiation .wc. il s '

oue  pokients dor imhhl-w( heg

| 2. The laboratory was enrolled in the American M. ok, doaw \
Proficiency Institute's proficiency program for . .

. hCG. Review of the proficiency agency's Sh.@ wnl\ be no(h‘"-ol ‘;‘: our
comparative evaluations reveated that the agency Statt miy Hauis . (o “

i set a minimum detection limit for hCG using the Training riera Re teagleyouns )
Wampole kit at 2000 mU/ml. but used referee

' laboratories within the laboratory's peer group to
i grade the other laboratories. |
i i

a. Method Sensitivities (according to the .
' proficiency agency) i !
* Inverness (Wampole) UCG SLIDE: 2000 miU/mL

b. The manufacturer's website and package

insert stated that the overall accuracy of the kit |
i i
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02107 | Continued From page|4 02107 Pl an '{' Correvon D206, i "15!“
was 87% Band the sensitivity was up to 2 IU/mL . }
i), D‘L [0S and D92l . !

; (2000 m!
!

3. Arevie of 2008-2009 proficiency results
! revealed that proﬁcier:Ey failures occurred
i because laborato } was able to detect hCG
| using the: ampole kit|at levels below the

| proficiency agency's set limit and the laboratory's

results disagreed with *he reference laboratories

results. |

a. Event 9-1= 60%‘

These samples were targeted to contain the

following amounts of HEG:

Sample UGG-01: <2 m{UfmL

3-02: 46 mlU/mL
ILV/mL- failed by the

laboratory 3
Sample LOG-04: <2 mlplmL
Sample UCG-05: 1507 rnlU!rnL- failed by the
laboratory

3 of 51 labdratories repn}med a positive hCG for
Sample UCG-03 when rlhe referee laborataries
responses were negative.

1 of 51 laboratories reported a positive hCG for
Sample UZ(G-05 when the referee laboratories
i responses were negative.

b. Event 2009-2 =60% }

These samgles were targeted to contain the
following amounts of HOG:

Sample UCG-06: 2858 mIU/mL- failed by the
laboratory |

Sample UCG-07: 46 mIU/mL

Sample UCG-08: <2 mlttme

Sample UC
Sample UC
laboratory

-08. <2 miy/mL
10: 1607 1HU/mL- tailed by the

taries repofted a positive hCG for

tories repnTted a positive hCG for
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: Sample UCG-10 when the referee laboratories
| responses were negative.
c. Event 2009-3= 80%
These samples were targeted to contain the
following amounts of HCG:
: Sample UCG-11: 1507 miU/mL
, Sample UCG-12: 2858 mlU/ml-failed by the
} |laboratory
i Sample UCG-13; <2 milW/mL
Sample UCG-14: 46 miU/mL
Sample UCG-15: 540 mIU/mL
1 of 49 laboratories reported a positive hCG for
- Sample UCG-12 when the referee laboratories
responses were negative.

d. 2008-1=80%

These samples were targeted to contain the
following amounts of HCG:
Sample UCG-01: <2 mlU/mL

| Sample UCG-02: 2556 miU/mL

Sample UCG-03: 33 mIU/mL

! Sample UCG-04: 1236 miU/mL- failed by the

"laboratory

" Sample UCG-05: <2 miW/mL

. 4 of 56 |aboratories reported a positive hCG for
Sample UCG-04 when the referee laboratories
responses were negative.

| e. 2008-2 = 80%

| These samples were targeted to contain the
following amounts of HCG:
Sample UCG-08: 2556 mlU/mL

. Sample UCG-07: 33 mlU/mL

* Sample UCG-08: <2 mIU/mL

" Sample UCG-09: 556 mIU/mL- failed by the
laboratory

- Sample UCG-10: 1236 miU/mL

.1 of 57 laboratories reported a positive hCG for

- Sample UCG-09 when the referee laboratories

. responses were negative
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02107 : Continued From page §

tf. 2008-3 = 100%

- These samples were targeted to contain the
following amounts of HCG:
Sample UCG-11: 33 miU/mL
Sample UCG-12: 2556 miU/mL

. Sample UCG-13: <2 mIU/mL

. Sample UCG-14: 1236 mIU/mL

| Sample UCG-15; <2 miU/mL

4 out of 54 laboratories reported a positive result
| for Sample UCG-14 when the acceptable answer
' was negative.

I Since the laboratory failed to successfully
. participate in proficiency testing, the laboratory
‘ could not ensure the accuracy of the patient test
| results.
05449 ' 493.1256(d)(3)(ii)(g) CONTROL PROCEDURES

510M , Unless CMS approves a procedure, specified in
- Appendix C of the State Operations Manual (CMS
- Pub. 7), that provides equivalent quality testing, at
- least ance each day patient specimens are
; assayed or examined the laboratory must, for
! each qualitative procedure, include a negative
. and positive control material.

" The laboratory must document all control
: procedures performed.

l This STANDARD is not met as evidenced by:
| Surveyor: 13432

Based on the review of 2008-2008 patient and
_quality control records, the laboratory failed to
. perform and document a positive and negative
- control for each day of Rh patient testing. 168
patient were tested on the days the labgratory
| failed to perform control materials.

{
D2107:

\
|
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i Findings are:

! There was no documentation that the laboratory
i had performed quality control materials on the

| fallowing days:

'I February 2008

' Quality control was documented last on 2/1 3/08.
' 2/114/08 Patients 1-12 were tested.

| 2/15/08 Patients 13-25 were tested.

' 2/16/08 Patients 26-37 were tested.

' November 2008

| Quality control was documented last on 11/1/08.
11/5/08 Patient 38 was tested.

Quiality control was documented last on 11/15/08.
11/19/09 Patients 39-49 were tested.

; January 2009

Quality control was documented last on 1/24/09.
l 1/26/09 Patients 50-57 were tested,
- 1/30/08 Patients 58-77 were tested.

!. 1/31/09 Patients 78-94 were tested.

|
February 2009
| Quality control was documented last on 2/7/09.
2/11/09 Patients 95-101 were tested.
Quality control was documented last on 2/21/09.
| 2/25/09 Patients 102-115 were tested.

i March 2009
, Quality control was decumented last on 2/28/09.
| 3/4/09 Patients 116-117 were tested.
Quality controi was documented last on 3/7/09.
3/11/09 Patients 118-131 were tested.
- Quality control was decumented last on 3/14/09.
| 3118109 Patients 132-139 were tested.

| April 2009
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_Quality control was documented last on 3/28/08.
- 4/1/08  Patient 140 was tested.
| Quality control was documented tast on 4/4/089.
4/7/09 Patient 141 was tested.
~Quality control was documented last on 4/15/09.
| 4/22/00 Patients 142-144 were tested.
. Quality control was decumented last on A/25/08.
4/26/09 Patients 145-153 were tested.
|
May 2009
! Quality control was documented last on 5/3/09.
| 5/6/09  Patients 154-162 were tested.
|
!\ October 2009
' Quality control was documented last on 10/2/09.
-‘ 10/7/08 Patients 163-165 were tested.
| Quality control was documented 1ast on 10/16/09.
Ei 10/20/08 Patients 166-168 were tested.
. Since the laboratory failed to perform quality
: control materials each day of patient testing the
| laboratory could not ensure the accuracy of the
patient results.
DBO0Y | 483.1403 LABORATORY DIRECTOR

The laboratory must have a director who meets
the qualification requirements of §493.1405 of
| this subpart and provides overall managemeant
- and direction in accordance with §493.1407 of
! this subpart.

This CONDITION is not met as evidenced by:
1 Surveyor: 13439
| Based on the review of 2008-2009 proficiency
| test records, manufacturer instructions, 2009 Rh
| patent and quality control logs and interview with
- the technical consuitant, the laboratory director
| failed to provide overall management and
' direction of the laboratory.

! 1 I |
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i \
+ Findings are: ‘

i 1. The laboratory director failed to establish a
" guality assurance policy to identify failures in the
| laboratory. See DG022

2. The laboratory director failed to ensure that a
, corrective action plan was followed for proficiency
- testing failures. See D6019

Since the laboratory director failed to provide
i overall management and direction of the
"laboratary, the laboratary could not ensure that
patient test results were accurate.

DE019 483.1407(e}(4)(iv) DIRECTOR - oeote; Effeckive \monedinbib s he
RESPONSIBILITIES :
| Wampele }wwnws Usine Cl Shide
The laboratery director must ensure that an
~ approved corrective action plan is followed when ! -\(A‘( Wl“ ne \°Nj‘-|’ \OL wied a duU'i

any proficiency testing results are found to be
unacceptable or unsatisfactory.

“F““\ . ‘.
( Plase refer b DZ0IL |

" This STANDARD is not met as evidenced by:

V)
ﬂ)//b‘w

pLets
Surveyor: 13439 il DoV} \
Based on the review of 2008-2009 proficiency
! .test rejcords',, manufactu_rerss instructions and 4 'Pa)nm\'s N;'P'\ m,n' IL fb.sw\h

interview with the technical censultant, the
taboratory director failed ensure that an effective ‘

1 t I followed and 'Eﬂl\'\ 'H‘u dﬂ“‘)”‘hbm (LN ‘
. carrective action plan was foliowed and actions \ e
documented for proficiency testing failures for the 0“"“"““‘" A WWNOM) WI\ b
analyte urine hCG. Cnk .F.,( bl sedueri. p‘mhh*wi |
ANARTT =

Findings are:

i 1. The laboratory received a score of 60% for the
| 15t 2 events of 2009. The technical consuttant | :
i stated at 8:30 am on 12/15/09 that she did not ‘ i
| know why the laboratory failed. She also stated ‘
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that the test kit she used, Wampole Slide hCG
t was very effective as a backup to the waived hCG
| kit the laboratory used when the waived kit results
' were questionable.

2. The laboratory was enrolled in the American
Proficiency Institute's proficiency program for

. hCG. Review of the proficiency agency's

} comparative evaluations revealed that the agency
set a minimum detection limit for hCG using the

, Wampole kit at 2000 mU/mL but used referee

| laboratories within the laboratory's peer group to
grade the other laboratories.

a. Method Sensitivities (according to the
proficiency agency)
. Inverness (Wampoie) UCG SLIDE: 2000 miU/mL

b. The manufacturer's website and package

* insert stated that the overall accuracy of the kit
was 97% and the sensitivity was up to 2 1U/mL
(2000 mlU/mL).

| 3. A review of 2008-2008 proficiency results

revealed that proficiency failures occurred

because the laboratory was able to detect hCG

using the Wampole kit at levels below the

proficiency agency's set limit and the laboratory's

results disagreed with the reference laboratories

results.

a. Event 2009-1= 60%

These samples were targeted to contain the

; following amounts of HCG:

. Sample UCG-01: <2 mIU/mL

| Sample UCG-02: 46 miU/mL

| Sample UCG-03: 2858 miU/mL- failed by the
laboratory

- Sample UCG-04: <2 mIU/mL

i Sample UCG-05: 1507 miU/mL- failed by the

| laboratory

D6019!
|

R TN

|
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| 3 of 51 laboratories reported a positive hCG for
Sample UCG-03 when the referee laboratories
. responses were negative.
| 1 of 51 laboratories reported a positive hCG for
~Sample UCG-05 when the referee laboratories
" responses were negative.
‘ b. Event 2008-2 =60%
' These samples were targeted to contain the
; following amounts of HCG:
| Sample UCG-06: 2858 miU/mL- failed by the
i laboratory
| Sample UCG-07: 46 mlU/imL
Sample UCG-08: <2 miU/mL
" Sample UCG-09: <2 mlU/mL |
, Sample UCG-10: 1507 mlUimL- failed by the |
| laboratory
| 3 of 49 |aboratories reported a positive hCG for
, Sample UCG-06 when the referee laboratories
| responses were negative.
:‘ 1 of 49 |laboratories reported a positive hCG for
| Sample UCG-10 when the referee laboratories
: responses were negative.
i c. Event 2009-3= 80%
\ These samples were targeted to contain the
following amounts of HCG:
~Sample UCG-11: 1507 miU/mL
- Sample UCG-12: 2858 miU/mL-failed by the
laboratory
Sample UCG-13: <2 mIU/mL
; Sample UCG-14: 46 mIU/mL
" Sample UCG-15: 540 miW/mL
1 of 49 laboratories reported a positive hCG for
| Sample UCG-12 when the referee laboratories
responses were negative.

_d. 2008-1= 80%

_ These samples were targeted to contain the
following amounts of HCG:

FORM CMS-2567{(02-99) Previous Versions Obsolete Event !D:081511

Facility ID: 7050-57-04

If continuation sheet Page 12 of 16



DEPARTMENT OF HEALTH AND HUMAN SERVICES

PRINTED: 01/19/2010
FORM APPROVED

CENTERS FOR MEDICARE & MEDICAID SERVICES OMB NO. 0938-0391
STATEMENT OF DEFICIENGIES (X1} PROVIDER/SUPPLIER/CLIA {X2) MULTIPLE CONSTRUCTION {X3; DATE SURVEY
AND PLAN OF CORRECTION IDENTIFICATION NUMBER: COMPLETED
A BUILDING
B. WING
3200534781 12/15/2009
NAME OF PROVIDER OR SUPPLER STREET ADDRESS. CITY, STATE, ZiP CODE
CURTIS BOYD MD PC 522 LOMAS BLVD NE
RTI
ALBUQUERQUE, NM 87102
, : ‘
x40 | SUMMARY STATEMENT CF DEFICIENGIES ' D : PROVIDER'S PLAN OF CORRECTION 561
PREFIX (EACH DEFICIENGY MUST BE PRECEDED BY FULL ‘ PREFIX ‘ {(EACH CORRECTIVE ACTION SHOULD BE COMPLETION
TAG REGULATORY OR LSGC IDENTIFYING INFORMATION) TAG CROSS-REFERENGED TO THE APPROPRIATE ,
: DEFICIENCY)
|
| i
D018 | Continued From page 12 DE019.

Sample UCG-01: <2 miU/mL
Sample UCG-02: 2556 miU/mL
Sample UCG-03: 33 mil/mL
| Sample UCG-04: 1236 miU/mL- failed by the
laboratory
. Sample UCG-05: <2 mIW/mL
‘ 4 of 56 laboratories reported a positive hCG for
- Sample UCG-04 when the referee laboratories
| responses were negative.
|e. 2008-2= B0%
~These samples were targeted to contain the
 following amounts of HCG:
| sample UCG-06: 2556 mil/mL
Sample UCG-07: 33 miU/imL
; Sample UCG-08: <2 mIU/mL
' Sample UCG-09: 556 mIUimL- failed by the
laboratory
| Sample UCG-10: 1236 mIU/mL
" 1 of 57 laboratories reporied a positive hCG for
i Sample UCG-09 when the referee laboratories
| responses were negative
f. 2008-3 = 100%
These samples were targeted to contain the
foliowing amounts of HCG:
| Sample UCG-11: 33 miU/mL
" Sample UCG-12: 2556 mIU/mL
" Sample UCG-13: <2 miU/mL
. Sample UCG-14: 1236 mlU/mL
! Sample UCG-15: <2 miU/mL

_ 4 out of 54 laborataries reported a positive result
I for Sample UCG-14 when the acceptable answer
' was negative.

! Since the laboratory director failed to ensure that
" an effective corrective action plan was followed

‘ for unsuccessfu participation in proficiency

' testing, the laboratory failed to identify the cause
| of the proficiency testing failures,

\
!
l
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D6022 } 493.1407(e(5) DIRECTOR RESPONSIBILITIES

' The laboratory director must assure that the

| quality control and quality assessment programs

" are established and maintained to identify failures
i in guality as they occur.

This STANDARD is not met as evidenced by:

. Surveyor: 13439

| Based on the review of 2008-2009 patient and
guality control records, the laboratory director
failed to ensure that a quality control and quality

. assessment plan was followed to ensure that the

! laboratory performed quality control materials
each day of Rh patient testing. 168 patients were
tested on the days the laboratory failed to perform

- control materials.

Findings are:

| There was no documentation that the laboratory
! had performed quality control materials on the
' following days:

| February 2008
Quality contral was documented fast on 2/13/08.
} 2/14/08 Patients 1-12 were tested.
' 2/15/08 Patients 13-25 were tested.
- 2/16/08 Patients 26-37 were tested.

l November 2008

Quality control was documented last on 11/1/08.
© 11/5/08 Patient 38 was tested.

Quality control was documented last on 11/15/08.
| 11/19/09 Patients 39-49 were tested.

. January 2009

' Quality control was documented last on 1/24/09.
| 1/29/09 Patients 50-57 were tested.

! 1/30/09 Patients 58-77 were tested.

D6022i: Etheokive \1,[19\00\ e (:c»\m'Mi 12)is]oq
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£ 1/31/09 Patients 78-94 were tested.

|

| February 2009

. Quality control was documented last on 2/7/08.
2/11/09 Patients 95-101 were tested.

. Quality control was documented Jast on 2/21/08.
2/25/09 Patients 102-115 were tested.

|
§ March 2009

Quality control was documented last on 2/28/09.
. 3/4/09 Patients 116-117 were tested.
' Quality control was documented last on 3/7/09.
‘ 3/11/09 Patients 118-131 were tested.

Quuality controt was documented last on 3/14/09.
31809 Patients 132-139 were tested.

| April 2009
Quality control was documented last on 3/28/09.
4/1/09 Patient 140 was tested.
. Quality control was documented last on 4/4/09.
| 4/7/09  Patient 141 was tested.
' Quality control was documented last on 4/15/09.
' 4/22/09 Patients 142-144 were tested.
Quality control was documented last on 4/25/09.
. 4/29/09 Patients 145-1563 were tested.

- May 2009
§ Quality control was documented last on 5/3/09.

; 5/5/09 Patients 154-162 were tested.

' October 2009
i Quality contro! was documented last on 10/2/089.
‘ 10/7/09 Patients 163-165 were tested.

. 10/20/09 Patients 166-168 were tested.

' followed, the laboratory could not ensure the

Quality control was decumented last on 10/16/09.

| Since the laboratory director failed to ensure that
. a quality control and guality assessment plan was
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