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Curtis Boyd M.D., P.C.

522 LoMAS BOULEVARD NE
ALBUQUERQUE, NEW MEXICO 87102

Decembér 12", 2017

To Whor It May Concern,

Based on the
Alere hCG pr

report from the 12/6/17 CLIA site survey performed at our clinic, a box containing expired
gnancy testing cassettes was discovered to be in use. All expired cassettes were disposed

of immediately that same day. Twelve of those cassettes were used in patient care. All twelve patients

were acqoun
“positiv

regn

Daniel Hig

d for. Of the twelve, five were “positive” and seven were “negative.” Among the

ensuring this information has been recorded in the log. The Lab Supervisor writes down

injtials and the date performed at the bottom of the log.

ancy testing documentation has been updated to include a space for entering a patient’s
ct information, including their phone number and address. If there ever is a subsequent
m with pregnancy testing cassettes, this recard can now be used to notify them.

RN is responsible for these corrections. Copies of both the Lab Log and Request for

Pregnangy Testing farms have been included with this letter for your review.

Thank you for

your help with this matter.

Steve Th pmps
Nursing gnd U

on
ab Supervisor

CURTIs BOYD T,D., PR.C. » 522 LoMAS BOULEVARD NE ¢ ALBUQUERQUE, NEW MEXICO B7 102 « (505) 242-7512
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DEPARTMENT OF HEALTH AND HUMAN SERVICES FORM APPROVED
CENTERS FOR MEDICARE & MEDICAID SERVICES OMB NO. 0938-0391
STATEMENT OF DEFKIENCIES X1} PROVIDERISUPPUER/CLIA (X2) MULTIP_E CONSTRUGTION {X3) DATE SURVEY
AND PLAN OF CORRECT!?) IDENTIFICATION NUMBER A BUILDING COMPLFTED
32D0634781 B.WING e 12/06/2017

NAME OF PROVIDER OR JUPPLIER

CURTIS BOYD TD Pq

STREETADDRESS, CITY STATE, ZIP CODE
522 LOMAS BLVD NE
ALBUGUERQUE, NM 87102

(X4) 1D
PREFIX
TAG

SUMMARY STATEMENT OF CEFICICNCIES
(EACH DEFICIENCY MUST BE PRECEDED BY FULL
RE[BULATORY OR LSC IDENTIFYING INFORRATION)

PROVIDER'S ¥LAN OF CORRECTICN
(EACH CORRECTIVE ACTION SHOULD Be
CROSS-REFERENCEL) 10 THE £PPROPRIATE
DEFICIENCY)

D 0op’

D100

INITIA'L COMMENTS

The f
recerttficati
2017 for the
42 CFR Pa
CERT]
CFR(g): 49

: Laborstorie% eligible for a certificate of waiver
| must-

1 perforiming

| Certifi¢ate di Wiaiver, of this part.
i This §
: Baseq on gbservation, review of manufacturer
' instrudtions| patient test logs and interviews with
laboratory staff, the laboratory failed to follow

manufacturer instructions and discard expired i
pregnancy
practice ¢
_are ng|

! Findiny

: 1. Obg
. of mal
| revealéd the
: expired
i patien

a. Alefe hCG (for urine pregnancy) lot
"HCG5060045 expiration date 04/2017

28 of 4 cagsettes were remaining in the box. ;'

There was qo documentation of the open date or !
* the recpived date on the box.

b. Alere hC(5 lot HCG5100027 expiration date

g deficiencies were cited during a

pn survey completed on Decemoer 6, -
federal iaboratory requirements of !
1493 .

FICATE OF WAIVER TESTS
8.15(e)

o
IOwW

(1} Follow ranufacturers’ instructions for
he test: and

the requirements in subpart B,

(2] M

ANDARD s not met as evidenced by:

t klts when expired. This failed
id result in the use of test kits that

ioning correctly.

ervafion of laboratory supplies and review |
ufacturer labaling on 12/06/17 at 11:58 am
laboratary had not discarded i
pregnancy test kits and used them for
testing.

D1001

All expired tests were immediately

disposed of. The lab log was updated on |

12/12117 by the RN to include & !
1

daily recording of lot numbers and

: expiration dalss of pregnancy test

cassefles and hemogiobin microcuvettes|
The Lab Supervisor will review the log
daily and initial and date the log upon :

teview, i
+

. (Please ses attached letter for additional ‘
'information regarding expired pregnancy:

| tests)

i
LABORATDRY DIRECTGR'S OR PRG{IKDER/SUPPI.IER REPRESENTATIVF'S SIGNATURE
\ n

1

TITLE

ez S N\ vv\m/\&a "c:jﬁ/'ﬁ )?re.\, V22X 2O\E
Any deficiency statel ending with an isk ('] d Y which the institution may be excused from correcting providing it Is defermined that

other safeguards provide s
following the date of sy
days following the daté fthese
program participation.

FORM ChS-2567(02-9)

rvicup Yorsians Dbsoleter Event ID: TaHN 1§

Fariity fD: 7050-57-C4

hemes, the above fi

a

ient protection to the patients. (See inslructions.) Exeept for nursing homes, the findings stated above are disclosable 90 days
ther or not a plan of correction is provided, For nursing
documenis aie made avaiable 1o the facility. It deficiencies ars clted, an appr

XE)
COMEI ETION
DATE

i
%8} IATE

inchiigs and plans of corection are disclosable 14
oved plan of comrection is requisiie 1o continved

H continuation sheet Page 1 of 12
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HEALTH AND HUMAN SERVICES

FRINTED: 22/09/2018

Po@
This §

i manufacturer instructions and discarg expired

i

i There

; perforing the test, and

- Based
| instructions, patient test logs and interviews with
! laboratory s’aff, the laboratory failed to follow

! pregnanicy test kits when expired. This failed |
practice could result in the use of test kits that |
. are not|

| Findin

{

| 1. ObINatlcn of laboratory supplies and review
: of many
! revealed the
! expired
| patient

'a. Alerd

HCG350
280f4
| the recaived

‘b, Alerg

FORM APPROVED
DICARE & MEDICAID SERVICES OMB NO. 0938-0391 §
STATEMENT OF DE! (X1) PROVIDERISUPPLIZR/CLIA (X2) MULTIPLE CONSTRUCTION (X3) DATE SURVEY
AND PLAN OF COR IDENTIFICATION NLIMBER- A BUILDING COMPLETED
—_—
; 32D0534781 B. VNG 12/0612017
NAME OF PROVIDER OR Fupmen STREET ADDRESS, CITY, STATE, Z1P CODE
i 522 LOMAS BLVD NE
CURTIS BOYD MD PG ALBUGUERQUE, NM 87102
(X4)10 é SUMMARY STATEMENT OF CEFICIENCIES D PROVIDER'S PLAN OF CORRECTION T e
PREFI% ! (HAGH LIEHGIENCY MUST BE PRECEDED BY FULL FREFIX (EACH CORRECTIVE ACTION SHOULD BE i CCMPLETION
TAG REGULATORY OR LSC IDEMTIFYING INFORMATION TAG CROSS.REFERENCED TO THE APPROPRIATE l DATE
i : DEFICIENCY)
r ' !
D 000 INITIAL cg MMENTS " D 000; !
! The fbllow|ng deficiencies were cited duringa | | v
‘ recartification survey completed on December 6, "
' 2017 for the federal labaratory requirements of | i
142 CFE Paft 493 . i i
D1001 | CERT|FICATE OF WAIVER TESTS D1001;
| CFR(g): 493,15(e) ! ;
! i i
Laboratories eligible for a certificate of waiver ]
must-{ J j
(1} Follow manufacturers’ instructions for l |
H

Meet the requirements in subpart B,

 Certifigate of Waiver, of this part.

FANDARD is not met as evidenced by:
on gpservation, review of manufacturer

functioning correctly. |

are!

fach

rer labeling on 12/06/17 at 11:58 am
laboratory had rot discarded
pregnpancy test kits and used them for
esting.

B0045 expiration date 04/2017
casgettes were remaining in the bo.

|
hCG (for urine pregnancy) fot ’
as nd |

documentation of the open dale ar |
tiate on the box. {

hCg@ lot HCG5100027 expiration dale

All expired tests were Immediately i
- disposed of. The lab log was updated on |
12/12/18 by the RN to include a

daily recording of lot numbers and

expiration dates of pregnancy test

casssttes and hemoglobin micrcx:uvettesx
. The Lab Supervisor will review the log |
 daily and initial and date the log upon |
| review.

|
. (Please see attached istter for additional '
! information regarding explred pregnancy |
tests) :

i
LABORATQRY UIRFF,TOF (S OR

2

R e

PROVIDER/SUPPLIER REPRESEM’[ATIVE'S SIGNATURE

J o) N
e widiag

5 )
C oS N

TITLE

. (X8} DATZ
- e Em
L U WY "

s X -‘_J..'."..\;? G Z ARt .j'—'

Any defisiency statemen
Olher salzguards provide
fallowing the date of survey whether or not 2 plan of carrection is

suffickent protection to the patients. (See Instructions.) Except for
proviged.

ending with an as!erisk‘(') denotes a deficiency which the mstituticn May be excused from comecting providing it is detennined that

nursing hornes, the fingings stated above are disclosable 90 days

For nursing nomes._—me ahave findings and plans 67 correction are disclosable 14

days following the date t Bs2UCUMants are made available fo the | facility. If deficiencies are ited. an P J plan of correction is requisite lo continued
Pprogram participation. !
ronm éME—Zsﬁ7(OZ-59)Pr"l;w; frsions Obaolate ' Event I T3HM1 Foci ix-,» 1D 70%50.67.04 if c:n(.f;k;aﬂ_ol; she.;t P“a-ge- 10f12
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|
DEPARTMENT%:—' H?ALTH AND HUMAN SERVICES PRP&S&AIODZI;DR%%/(QI%
CENTERS FOR MED|CARE & MEDICAID SERVICES OMB NO. 0938-0391

STATEMENT OF DEFICIéNCIEL‘ (X1) PROVIDER/SUPPLIER/CLIA (X2} MULTIPLE CONSTRUCTION (X3) DATE SURVEY

AND PLAN OF CORRECTION : IDENTIFICATION NUMBER: A BUILDING COMPLETED

1
i
i

32D0534781 B. WING
NAME OF PROVIDER OR SUPPLIER STREET ADDRESS, GITY, STATE. ZIP CODE

i 522 LOMAS BLVD NE
RTI
CURTIS BOYD MD|PC ALBUQUERQUE, NM 87102

(X4 ID SUMMARY STATEMENT OF DEFICIENCIES ' D PROVIDER'S PLAN OF CORRECTION | xs)
PREFIX (EACH DEFICIENCY MUST BE PRECEDED BY FULL PREFIX (EAGH CORRECTIVE ACTION SHOULD BE ' COMPLETION

TAG REGULATORY OR LSC IDENTIFYING INFORMATION) TAG CROSS-REFERENCED TO THEAPFROPRIATE | OATE
DEFICIENCY)

12/06/2017

T

|

D1001 ; Continugd Frém page 1 D1001
10812017 |
i This box \was unopened with no indication of
; when it was réceived into the laboratory.

1 c. Alere nCGllot HCG5120221 expiration date

| 2017, :

; This box Wwas Linopened with no indication of
when it wias rl-::eived into the laboratory.

' 2. During interview on 12/06/17 at 12:00 pm TP
'#5 stated|that the open date of the test kits were !

notdocumented. TP #5 further stated at 12:53 : !
I'pm that hi (the laboratory) had been unable to '
| find the shipping records for the kits, ‘

3. The laporatory director did not comment on
i this finding dufing the exit interview on 12/06/17
|at1:00 p

D2007 [' TESTING|OF PROFICIENCY TESTING D2007 l
| SAMPLE ;
{ CFR(s): 493.801(b)(1)

| The samples must be examined or tested with i
! the laboraory's reguiar patient workload by ,

! personneljwhg routinely perform the testing in the _

! laboratory| using the laboratory's routine methods

' This STANDARD is not met as evidenced by: :
! Based on|the feview of 2016-2017 proficiency i
' testing redords| laboratory policies, the CMS !
! Form 209 Perspnnel Report Form, personnel i
| records, and interviews with laboratory staff, the

! laboratory [failef to ensure that all testing i i
| personne! participated in proficiency testing. This
i failed practice ¢ould result in the laboratory not

- having any personnel trained on proficiency

[ testing and failing to report results prior to the

I due date. !

| |

ORM CMS-2567(02-99) Previdus Ve%‘aicms Obsolete Event 10: T3HN11 Facility ID: 7050-57-04 If continuation sheet Page 2 of 12

|
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I
DEPARTMENT OF HEALTH AND HUMAN SERVICES PRngnDA'Ag%OR%ﬁ;S
CENTERS FOR|MEDICARE & MEDICAID SERVICES OMB NO. 0938-0
STATEMENT OF DEFIC(ENCIES l(71) PROVIDER/SUPPLIER/CLIA {X2) MULTIPLE CONSTRUCTION (X3) DATE SURVEY
AND PLAN OF CORRE| TION. IDENTIFICATION NUMBER: A BUILDING COMPLETED
| 32D0534781 B. WING-%—h__‘ 12/06/2017
NAME OF PROVIDER bR s%rpuen STREETADDRESS, CITY, STATE. ZIF CODE
H 622 LOMAS BLVD NE
CURTIS BOYD M ch ALBUQUERQUE, NM 87102
KD | umwianv STATEMENT OF DEFIGIENCIES D PROVIDER'S PLAN OF CORRECTION D
PREFIX ' (EAGH DEFICIENCY MUST BE PRECEDED BY FULL PREFIX (EACH CORRECTIVE ACTION SHOULD BE COMPLETION
TAG RE LATOIRY OR LSC IDENTIFYING INFORMATION) TAG CROSS-REFERENCED TO THE APPROPRIATE ! bate
i DEFICIENCY) ‘
i |
D2007 ' Continugd From page 2 D2007 ;
« Finding are.i :
1. Reviely of 016-2017 proﬁciency testing On 2/1 3/18 the Lab Director instituted a |
' records fevealed only 2 of the laboratory's rotating schgdule for testing personnel to;
| current testing persannel had participated in perform proficency testing. The hard :
' proficiengy testing over the 2 year period. TP #5 coples of this testing will be kept inthe
' was iderftified as the testing person for 3 of 5 test CLIA manual in chronological order and |
I'events, and event 2016, 3rd event 2016, and 1st will serve as a schedule for this rotation. !
‘event 20/17. TP #3 was identified as the testing Testing personnel who have not yet done;
1 Person fgr the 2nd event of 2017. proficiency testing will be the first on this
| : schedule. Each TP will then complele thel
! 2. Revielw of the CMS Form 209 Personnel testing as the test packsts arrive until all
Report Fprm, completed by the laboratory, ) “have completed it. The next AP testing
| Indicated the laboratory currently had 5 testing samples will arrive at the clinic in April of
| personngl. 2018. |
1 3. Review of personnel files revealed that 5 of 5
1 testing personnel, TP #1-#5 had been employed
and traingd tj;erfonn Rh testing prior to 2016,
. 4. Review of laboratory policies did not reveal
! any written policies conceming the testing
| proficiency samples.
x 5. Testing person #5, the laboratory supervisor, !
, confirme thisrﬁnding during interview on
+ 12/06/17. | The| laboratory director did not
1 comment pn this finding during the exit
! conferenck on12/06/17 at 1:00 pm. :
D5413. TEST SYSTEMS, EQUIPMENT, D5413 |

' INSTRUMENTS, REAGENT
510M : CFR(s): 4 3.1%52('3)

| The labordtory must define criteria for those

1 conditions|that are essential for proper storage of
d specimens, accurate and reliable

I test system op ration, and test result reporting.

' The criteria mukt be consistent with the

ORM CMS-ZSST(dZ-BB) Previgus Verfsions Obsolete Evenl ID:T3HN11

Facifity ID: 7050-57-04 If continuation sheet Page 3of 12
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DEPARTMENT OF l-] LTH AND HUMAN SERVICES PR%}E&A%&%@ES
CENTERS FOR|MEDICARE & MEDICAID SERVICES OME NO. 0938-0391
STATEMENT OF DEFIC (X1) PROVIDER/SUPPLIER/CLIA (X2) MULTIPLE CONSTRUCTION (X3) DATE SURVEY
AND PLAN OF CORREGTION! IDENTIFICATION NUMBER: A BUILDING COMPLETED
; 32D0534781 B.WING 12/06/2017
NAME OF PROVIDER J;R su.{ppuaa STREETADDRESS, CITY, STATE, ZIP GODE
| §22 LOMAS BLVD NE
CURTIS BOYD M) e ALBUQUERQUE, NM 87102
x4 ! BUMMARY STATEMENT OF DEFICIENCIES D PROVIDER'S PLAN OF CORRECTION i 1X5)
PREFIX | (EAGH DERICIENCY MUST BE PREGEDED BY FuLL PREFIX (EACH CORRECTIVE ACTION SHOULD BE ; COVPLETION
TG ' REGU LAT::;Y OR LSC IDENTIFYING INFORMATION) TAG CROSS-REFERENCED TO THE APPROPRIATE . batE
‘ . DEFICIENCY) :
T ] ;
D5413 Continujed From page 3 D5413" f
; Manufadturer's instructions, if provided. These .
: conditions myst be monitored and documented i
; and, if applicable, include the following: ;
+ (1) Water quality. I
1 (2) Temperature, !
i (3) Humidity, l‘
' (4) Prot tioq of equipment and instruments from i

; that adversely affect patient test results and test

| reports.

! This STANDARD is not met as evidenced by:

| Based oh observation, the review of patient test

" records, |abol tory policy, temperature records,

1 and interyiews with laboratory staff, the

! laboratory failed to monitor the refrigerator

! temperatyre each day the clinic was open. This

! failed pragtice could result in the laboratory’s

! defayed i entihcation of equipment failure ang

i the loss df reagents and other supplies stored in )
the refrigerator. '

: fluctuatigns Td interruptions in electrical current

' Findings are; | !
: 1. Review| of January - June 2016 and January - On 2/13/18 the Lab Director designated |
' Septem r 2017 refrigerator temperature records testing personnel responsible for
' revealed & trend of documenting the temperature recording refrigerator temperatures daily -
i only 4 days per week. whenever the clinic is open. The Lab !
! . o Supervisor now monitors the :
2. Review of tte laboratory policy indicated that temperature log on a weekly basis 1o .
! the laboralory (ised whole blood samples from ensure this is performed, and initials the
i staffas ¢ troli malterials for Rh testing. log. i
! i :
' 3. Observatior of the refrigerator contents on :
 12/06/17 &t 12:00 pm confirmed that the control ;
; Samples ahd rdagents were stored in the i
| refrigeratof. | ; I
l ;
'4. During |nterview on 12/06/17 at 12:00 pm, the
| :

ORM CMS-2567(02-59) Previpus Ve-i;'s'bns Obsolete Event ID: T3HN11 Facllity ID: 7050-57-04 If continuation sheet Page 4 of 12
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DEPARTMENT OF F‘EALTH AND HUMAN SERVICES PRII?,OTPEISIAE’ZPKRJQO,%}BS
CENTERS FOR|MEDIGARE & MEDICAID SERVIGES OMB NO. 0938-0391
STATEMENT OF DEFICIENCIES (X1) PROWDER/SUFPL'ERICUA (X2) MULTIPLE CONSTRUCTION (X3) DATE SURVEY
AND PLAN OF CORREUTION ! IDENTIFICATION NUMBER, A. BUILDING COMPLETED
v
; 32D0534781 B.WING 12/06/2017
NAME OF PROVIDER DR SL1PFUER STREETADDRESS, CITY, STATE, ZIP CODE
i 622 LOMAS BLVD NE
CURTIS BOYD MO PC ALBUQUERQUE, NM 87102

(X4) ID UMMARY STATEMENT OF DEFICIENCIES D PROVIDER'S PLAN OF CORRECTION (x5)
PREFIX (EAQH DERICIENCY MUST BE PRECEDED BY FuLL PREFIX {EACH CORRECTIVE ACTION SHOULD BE | COMPLETION
TAG REGULATORY OR LSC IDENTIFYING INFORMATION) TAG CROSS-REFERENCED TO THE AFPPROPRIATE DATE
] ' ] DEFICIENCY) |
! ! | '
D5413 | Continugd From page 4 05413 :
i supervisor, (Testing Person #5) stated that the

i laboratofy did not perform Rh testing on

i Mondays begause nursing staff were not in the ;
i office. He algo stated that the clinic was open to ‘ I
+ walk-in patients and urine pregnancy tests might U

!5, Thel borgtory director did rot comment on

. this finding during the exit interview on 12/06/17

;at 1:00 pfm. ‘
D5449 | CONTROL PROCEDURES D5449 !

+ CFR(s); 93.1 256(d)(3)(ii)(g) :

510M :
S Approves a procedure, specified in
i C of the State Operations Manual
i (CMS Pup. 7); that provides equivalent quality
I testing, the laboratory must-—

. At least ohce a day patient specimens are ‘
! assayed r examined perform the fallowing for-- X

. Each qualitative procedure, include a negative ) ;
i and positive cq’;ntrol material; |
i I

* (9) The laporatory must document all control X
! procedurgs pefformed. ‘ i
| This STANDARD s not met as evidenced by:

| Based or the fevisw of patient test records,

+ qualily comtrol fecords, laboratory policies and

! interview with the laboratory director, the

* laboratory|failel to perform and docurnent a

| positive and negative control each day of patient
i testing. This fdiled practice could likely result in
i the reporting of erroneous patient results. The

| laboratory pen‘c{)rmed 11 Rh tests on 6/20/16 and
i7on7/717. ! ;
I

' Findings afe:

i

ORM CMS-2567(02-88) Previgus Vetsians Obsolete Event ID: T3HN11 Facility ID: 7050-57.04 If continuation sheet Page 5 of 12




DEPARTMENT OF HEALTH AND H UMAN SERVICES pR'ﬁggﬁkﬂi’?&fgg
CENTERS FOR|MEDICARE & MEDICAID SERVICES OMB NO. 0938-0391
STATEMENT OF DEFICIENCIES (X1) PROVIDER/SUPPLIER/CLIA (X2) MULTIPLE CONSTRUCTION {X3) DATE SURVEY
AND PLAN OF CORREQTION]| IDENTIFICATION NUMBER: A. BUILDING COMPLETED
i
i 3200534781 B. WNG 12/06/2017

NAME OF PROVIDER PR s

CURTIS BOYD Mp PC

STREETADDRESS, CITY, STATE, ZIP CODE
622 LOMAS BLVD NE
ALBUQUERQUE, NM 87102

| CFR(s): 4p3.1
510M (
(b) Thea alytiF systerns quality assessment
must include a review of the effectiveness of
" corrective actigns taken to resolve problems,
| revision o polities and procedures necessary to
! prevent recurrence of problems, and discussion
i of analytic| systems quality assessment reviews
. With appropriate staff.
; (c) Thela oratpry must document all analytic
| Systems assessment activities.

(X4) ID BUMMARY STATEMENT OF DEFICIENCIES 1D PROVIDER'S PLAN OF CORREGTION (x5)
PREFIX | (EAGH DEFICIENCY MUST BE PREGEDED BY FULL PREFIX (EAGH CORRECTIVE ACTION SHOULD BE . COMPLETION
TAG REGULATORY OR LSC IDENTIFYING INFORMATION) TAG CROSS-REFERENCED TO THE APPROPRIATE DATE
| ! DEFICIENCY)
! ‘ .
D5449 | Continugd Fiom page 5 D5449 !
| | I i
1. Revigw of January - June 2016 and January - On 2/13/18 the RN ammendad i
| September 2D17 patient testing/quality control the lab log to include a space for the Lab
i logs revealed 2 test days when the laboratory - Supervisor to enter his Initials. A review |
+ failed to perform a positive ang negative control. of the lab log is now performed by the
: | Lab Supvisor on a daily basis. This !
ia. For1jof 1? test days in June 2016, the review is performed to ensure all patient '
; laboratony failed to perform and document the " information has been entered, dally !
| positive and negative controf for Rh testing. 11 controls have been performed, and 'I
; patients were'tested (P#1-11). perishable testing items do not exceed |
'b. 8. Fo 1 of 16 test days in July 2017, the thelr expiration dates. !
!'laboratory failed to perform and document the
! positive and fegative control for Rh testing. 7
| patients vereltested (P#12-19),
: 2. Revie of the laboratory quality assurance |
| policy imjicat that the nursing supervisor was i
| responsible for oversight of quality control. There i
| Was no documentation in the patient/quality i
control Iog that indicated review by the supervisor :
’ (Testing Rrersan #5). ,
3. Thela ora}ory director did not comment on :
i these findings during the exit interview on '
i 12/06/17 &t 1:00 pm. !
D5793 1 ANALYTIC S TEMS QUALITY ASSESSMENT D5793 |
89(b)(c)

ORM CMS:2567(02-99) Previbus Versions Obsalete Event ID: T3HN11

Facllity ID: 7050-57-04 If continuation sheet Page 60f 12
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DEPARTMENT OF HEALTH AND HUMAN SERVICES PR@J&B‘A%EPMR%%/O%
ENTERS FOR MEDICARE & MEDICAID SERVICES OMB NO. 0938-0391
STATEMENT OF DEFICI rNr:nE{s (X1) PROVIDER/SUFPLIER/CLIA (X2) MULTIPLE CONSTRUCTION (X3) DATE SURVEY
AND PLAN OF CORREGTION | IDENTIFICATION NUMBER: A BUILDING COMPLETED
|
; 32D0534781 B. WING 12/96/2017
NAME OF PROVIDER QR SUPPLIER STREETADDRESS, CITY, STATE. ZIP CODE
! 5§22 LOMAS BLVD NE
CURTIS BOYD MO PC ALBUQUERQUE, NM 87102
(%410 | UMMARY STATEMENT OF DEFICIENGIES D PROVIDER'S PLAN OF CORRECTION I )
PREFIX ' (EACH DEF|ICIENCY MUST BE PRECEDED BY FULL PREFIX (EACH CORRECTIVE ACTION SHOULD BE | COMPLETION
TAG REGULATORY OR LSC IDENTIFYING INFORMATION} TAG CROSS-REFERENCED TO THE APPROPRIATE ) DATE
q‘ ! DEFICIENCY) |
! : "On 2/13/18 the Clinio Managerand Lab |
D5793 - Continued From page 6 D5793  Director implemented a trl-annual lab |
 This STANDARD s not met as evidenced by: quality assurance review meeting. During,
. Based dn thé review of patient test records, ; this mesting, a review of quality control
: temperajure tecords, quality control records, topics, including adherence 1o quality
 laboratoy policies and interview with laboratory . control policies and accountability,
, staff, This failed practice could likely result in will be discussed with relevant staff |
failure tolide| ify failures in the laboratory and members and the Lab Supervisor. The
* perform Offé'CﬁVE actions, persons attending will sign an attendence;
. ! form showing their participation in the QA!
| Findings are: | review. The first meeting will be 4/9/18, i
'1. The Idboratory failed to perform and 2nd wil be repaated in August and

; Y h ‘December,
. document a positive and negative control each

fent testing. See D5449 -On 2/15/18 a Tri-Annual review was

created by the RN. This will be |

' 2. The laboratory failed to monitor and document )
the lab toryjrefrigerator temperature each day performed in Aprll, August,.and n
1y was open. See D5413 December of every year. Six charts and

of the labprat

| their corresponding lab entries will be

i 3. Review of laboratory policies indicated that 'Inspected for accuracy and adherenceto |
| quality aspuranice activities would be part of the -lab policies. The resuits wil then be ;
] monthly meetings. However, there was no 'signed off by the Lab Supervisor and Lab
| documentatior in any of the 2016-2017 meetings 'Director. The first will be 4/9/18. This :
" that addn ssed the failure to perform quality form has been attached to this review.

. control or

e Fr:ilure to document refrigerator :
| temperatyres. i
i On 2/15/18 an annual review was createc'

4. The laboratpry director did not comment on by the RN to begin in 12/18 and :
| these find[ngs Euring the exit interview on every subsequent December with the {.
1 12/06/17 at 1:0 pm. entire lab testing team. Data wili be

D6004 | LABORA RY DIRECTOR RESPONSIBILITIES D6004 compiled from the previous years tri-
; CFR(s): 493.1407(a)(b) annual reviews and discussed. Action
; i plans will be created for the upcoming !
. The laborgtory iirector is responsible for the year to address any deficiencigs. The
i overall o ratiqn and administration of the Lab Director wili be responsible for
!aboratory, inclyding the employment of conducting the meeting. The Lab
; personnel who are competent o perform test ' Supervisor will be responsible for
 Procedures, anf record and report test results overseeing any changes resulting from

promplly, accuriate, and proficiently and for the annual meeting.
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! performa)

| duties ar
| This STA
| Based of

i interview

1. Thela
documen

i testing/q

i laborato
| positive a
! patients

!

i b. a. For
 laboratory,
I‘ positive a
, patients

|

1 proficiengy te:

* when the jabo
{ and negative g

ere

“ perform {he dluties of the technical consultant,
| clinical consu tant, and testing personnel, or
i delegate thesk responsibilities to personnel

he qualifications of 493.1409, 493.1415, |
i and 493.11421
. (b) Ifthe Jabo

, respectively,
atory director reapportions

ce of his or her responsibilities, he or

» she remains responsible for ensuring that all

pro

DA
thel

perly performed.
RD is not met as evidenced by:
 review of laboratory policies,

?t records, personnel records, and
ith |Iaboratory staff, the laboratory

fto provide overall direction of the

a positive and negative control each

day of patient festing. Review of January - June
| 2016 and|Jandary - September 2017 patient

ora%ory failed to perform and

control logs revealed 2 test days
fatory failed to perform a positive
ontrol.

lity

| a. For 1 ¢f 16 test days in June 2016, the

d negative control for Rh testing. 11

failed to perform and document the
sted (P#1-11),

1 of (16 test days in July 2017, the
failed to perform and document the
d negative control for Rh testing. 7
re tested (P#12-19). See D5449
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! DEFICIENCY) .

i ) ! -On 2/13/18 the Clinic Manager and Lab
DB004 ' Continugd Frpm page 7 D8004 Director implemented a tri-annual fab :

_' assuring com'rnliance with the applicable quality assurance review meeling. During

! regulatiops. | this meeting, a review of quality control !

: (a) The Iaboratory director, if qualified, may .topics, including adherence to quality |

‘control policies and accountability,
:will be discussed with relevant staff i
members and the Lab Supervisor. The |
persons attending will sign an attendence
-form showing their participation in the QA'
 review. The first meeting will be 4/9/18, |
and will be repeated in August and ;
December. |
On 2/15/18 a Tri-Annual review was
created by the RN. This will be
‘performed in April, August, and j
| December of every year. Six charts and |
: their corresponding lab entries will be i
inspected for accuracy and adherenceto |
lab policies. The results will then be
1signed off by the Lab Supervisor and Lab'
Director. The first will be 4/9/18. This I
form has been attached to this review. i
‘On 2/15/18 an annual review was created
‘by the RN to begin in 12/18 and every
subsequent December with the entire lab |
testing team. Data will be compiled from
the previous years triannual reviews and
discussed. Action plans will be created
for the upcoming year to address any
deficiencies. The Lab Director will be
responsible for conducting the meeting.
‘The Lab Supervisor will be responsible
foroverseeing any changes resulting fram!
_/th_e_innual meeting. ,
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| CFR(s): 493.1407(e)(4)(i)

' The laborgtory director is responsible for the
‘ overall o i
i « including the employment of

| personnel whd are competent to perform test
. procedures, and record and report test results
! promptly, gcedrate, and proficiently and for

| assuring gomplliance with the applicable

, regulations. |

i (&) The laborafory director must—

- (€)(4)(i) Epsure that the proficiency testing

- samples gre telsted as required under Subpart H
- of this parf; !

This STANDARD is not met as evidenced by:
Based on|the review of 2016-2017 proficiency

| testing redords; laboratory policies, tha CMS

| Form 209 Persbnnel Report Form, personnel

. records, and interviews with laboratory staff, the
: laboratory (director failed to ensure that all testing
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D6004 : Continu From page 8 D6004 |
2. The Igborgory failed to monitor and document '
| the laboratory refrigerator temperature each day ;
é of testingl S e D5413 i
. 3. Review of !aboratory policies indicated that
' quality agsurance activities would be part of the :
: monthly meetlngs. However, there was no )
‘ documentation in any of the 2016-2017 meetings I
| that addressed the failure to perform quality ,
: control or the failure to document refrigerator !
| temperat res.. |
4. Thela ra'ory director did not comment on ;
I these finqings|during the exit interview on | i
12/06/17 @t 1:00 pm. ]
D6016 | LABORA ORY DIRECTOR RESPONSIBILITIES D8016 :
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D6016 , Continuel! From page 9 D6016 '
. personn lparlticipated in proficiency testing. |
i ! I
i Findings pre: | g
Il 1. Review of 2016-2017 proficiency testing ' On 2/13/18 the Lab Director instituted a !
! records revealed only 2 of the laboratory's rotating schedule for testing personnel to,
current testing personnel had participated in perform proficency testing. The hard
' proficiendy testing over the 2 year period. TP #5 . copies of this testing will be kept in the |
was identified as the testing person for 3 of 5 test CLIA manual in chronological order and |
- évents, 21id event 2016, 3rd event 2016, and 1st will serve as a schedule for this rotation. .
‘event2017. TP #3 was identified as the testing Testing personnel who have not yet done
 person fo the‘an event of 2017. proficiency testing will be the first on this |
| . J schedule. Each TP will then complete thg
; ﬁ'e,ienv ',S rr?‘f ?:m%’:itse:%mrfg Igaigrr:g’r;el , testing as the test packets arrive until all |
i indicated the l?boratory currently had 5 testing have comp_leteq it, The next API testlpg i
personnel. samples will arrive at the clinic in April of !
! | : 2018. =
3. Review of fersonnel files revealed that 5 of 5 ) i
testing pefsonhel, TP #1 - TP #5 had been On 12/ 1 3”:3 g‘e Lab D"f“tk‘.’lf -
" employed|and trained to perform Rh testing prior U emen_e an annual s s .eva uation I
| to 2016. for all testing personnel. This includes a i
| written exam and a performance exam, :
1 4. Review of laboratory policies did not reveal The Lab Supervisor will oversee all skills
. any writteh poljcies concerning the testing evaluation, and the' Lab'Dlrector will sign:
I proficiency sarples. off on the TP's certification. This will first |
: ' be performed at the annual Lab QA
, 5. Testing| person #5, the laboratory supervisor, meeting in December., Capies of these
confirmed this finding during interview on ' forms have been included for review. '
t12/06/17. [The laboratory director did not !
tcomment on this finding during the exit
| conference on 112/06/17 at 1:00 pm. '
D6030 i LABORATPRY: DIRECTOR RESPONSIBILITIES D6030 |

| CFR(s): 4 3.1‘107(e)(12]
" The Iabor.
i overall operatian and administration of the
 laboratory,|incliding the employment of

ory director is responsible for the
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| Findings g

| conducted
| 6 testing personnel (TP #1- TP #5) hired prior to
 the last survey jon 12/14/2015.,

| who are competent to perform test
es, and record and report test results
accuyrate, and proficiently and for
tom ; liance with the applicable
5. |
boratory director must—
sure that policies and procedures are
2d for monitoring individuals who
rearialytical, analytical, and
tical phases of testing to assure that
fompetent and maintain their
Cy ta pracess specimens, perform test
s and report test results promptly and
Y. and whenever necessary, identify
remedial training or continuing
to improve skills;
NDARD is not met as evidenced by:
the review of proficiency testi ng

nel records, laboratory and
with the laboratory director, the
director failed to ensure that policies
lished for monitoring the competency
ersonnel. This failed practice could
tin )Filure to identlify training needs of
onnel.

re: |

" 1. Review of personnel records revealed the

diregtor/technical consultant had not
new competency evaluations for 5 of

mpetency documents had been
and;signed by the previous laboratory

 director and copsisted of a checkiist and no

| Supporting

documentation of how the evaluations

On 2/13/18 the Lab Director and Lab

supervisor agreed to include competency

review as part of the testing staff's tri-
annual meeting. A staff member

- designated by the Lab Supervisor wil
1demanstrate to the testing personnel th

and hgb testing technique on stored
blood. The TP's psrforance will
afterward be discussed with the lab

1
I
]
i
1
]

{

testing team. The person performing the ;

testing will rotate based on the Lab
Supervisor's designation. The next

scheduled competency evaluation will be!

held on 4/9/18.

i
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! testing p

J‘ have not

[ this findi

| were performed.

rs
"testing simce 20

' testing pgrson

. that therejwa

. b. The ofly indication of current competency
| evaluations was under the section "Review

i Dates" but the individual checklist items were not
! initialed by the current laboratory director for the
'2016-2017 evaluations.

2. Review of proficiency test records revealed
:that only B (TR #3 and TP #5) of the current 5
onnel had participated in proficiency
15 so proficiency testing could
en used as part of the evaluation of
Pel competency.

of the laboratory's policies revealed

s no defined policy on how to

" evaluate the competency of testing personnel.

! 4. The lal orati:ry director did not comment on
during the exit conference on

. 12/06/17 at 1:00 pm.
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