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An acceptable Allegation of Compllance (AoC)
was feceived on 10/19/11. Immediate Jeopardy Fi
was verified removed on 10/18/11, as alleged in 483.25())
the AoC, which lowered the scope and severity to DRL’(?N’;‘;?:.%Q’ ;ﬁg‘;’%gﬁo‘w
an "E" while the facility moniiors the effectiveness
of the systemic changes and quality assuranca What correclive action will be mecomplished
activitles. for those resfdents found to have been
aflected?
F 329 | 483.25() DRUG REGIMEN 1S FREE FROM F 329 . On 1071772011, mn Administeative Nutsc
SS=K | UNNECESSARY DRUGS conducted a char lab mudit on current residents
. recelving Coumadin, inchuding residemts #6,
Each resident's drug regimen must be free from "d‘sl- #13, #I'g]i/’]'rgliﬁ,l glf, #17, and ﬂlts, tg
. ¢laminc 8 csts are cumrept an
unnecessary drugs. An unn@cessary druq Is any completed in & timely basis per Physleian
drug when used in exceasive dose (including Orders. .
duplicate therapy); or for excessive duration; or * On 15/4772014, o Corporate Ofllcer condvcted
without adequate monitoring; or without adequate A chart review of rosident #6, #8, #13, #14,
indications rc:“_ its use: or In ?he presence of a #15, H§6, #17, and #18 and determined that
! PT/NR is crrorend, correct Covmadin dose is on
adverse consequences which Indicate the dose Medicntion Administration Record, and next
should be reduced or discontinued; or any PT/INR is schedulcd in nccordance with
combinations of the reaaons above. physician order,
. How the facility wil) identify other residents
) having the potential to he affecicd by {he same
Based on a comprehensive assessmant of a deficiont practice?
resident, the facifity must ensure that residents s All residents recciving Coumndin therapy have
who have not used antipsychotic drugs are not 'c‘;c Pfﬁ'-‘"“ﬂ‘ f:s be °ﬁ'e°1°"4 ol ot
: - * On the wecks of 10242014, 10/3] ,
given these drugs unless antipsychotic dr”g.ﬁ (177201} and 111412011, an Administrative
therapy is necessary o treal a s:peclﬂo condition Norse completed o chart lah audit on residents
as diagnosed and documented in the clinical with PT/INR leh orders to determine PTANRs
record; and residents who use antipsychotic wcr;hcur_re‘ﬂi ?Jnf:l compleied in a fimely basis
. s and per Phynician Orders.
drugs recel.v € gradu.al dose reduglloln 'li What mensures will be pnt into place or
behavioral interventions, uniess clinically systemie thanges mnde 0 ensure that the
contraindicated, in an effort to discontinue these deficicnt practice will not reenr? ’
drugs, e On 101222011, Corporatc  Compliance
Director, RN in-scrviced Administrator and
Dircetor of Nursing on Lab Audit complction,
correclive action, ad scheduling,
s On 10/16/201!, Lab Policy, lahoratory test
protocol, Lab Tracking Poticy, Lab Tracking
o forms, Physician Qrders Policy were revised
This REQUIREMENT is not met as evidenced and PT/NR eod UTT logs wege developod, by
Faciiy ID; 100385 If continuation sheet Page 2 of 38
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Based on interview, record review, review of and
the 2011 Lippincott, Williams and Wikking Nursing
Drug Handbook, and facility policy and
procedures review it was determined the facility
failed to have an effective system in place to
ensure residents on Coumadin
{anticoagulant/biood thinner) therapy received
laboratory testing, to ensure monltoring of
therapeulic levels and appropriate dosage of
Coumadin was maintained. This fallure affected
cight (Residents ¥6, #8, #13, #14, #15, #16, #17
and #18) of nine residents on Cowtmadin therapy,
in the selected sample of nineteen residents.

The facility failed to ensure Prothrombin (PT) and
International Normalized Ratio (INR) {tesis used
to make necessary medication adjustments in
Coumadin dosage to keep blcod levels within the
therapeutic range) were scheduted and obtained
per the physician's order, The facility's failure to
obtain the PT/INR levels timely caused residents
to have either high or low PT/INR levels which
placed the residents at risk for increased bleeding
of blood clotting.

Resident #18 received 8.0 milligrams (mg) of
Coumadin every day. A PT/INR was completed
at the facility on 08/18/11 with results of a PT of
27.2 seconds and an INR of 2.5 {normal range
PT 12.3-14.1 seconds and INR 2.0-3.5).
Resident #18's physician ordared a repeat
PTANR be complated in one month (due on
09/18/11). However, the PT/INR was not
obtained until 10/11/11, twenty-three days late,
with high results of a PT of 56,2 seconds and an
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_and PTANR and PTT Jogs were implemented.

the Corporate Compliance Divector, RN to add
clarification of cmployce fesponsibilities to
catahlish a consistenl system: for obtaining o
Iaborrtary test order, transcription of that order,
and overall tracking of the labomtory process,
On 10/16/201t, CQI Tool N-20 “Lsboratory
Monitoring and Follow Up” was revised and
implemented by Corporate Compliancs
Dircetor, RN,

On L0/E672018, CQI Tocl C-2 “Corporate
Review of I.ah and Pharmacy
Recoromendarions Audits” was developed by
Corporatc Compliance Director,

Adminisirator completed N-20 "Laboratory
Monitoring and Folfow Up* on 10/17/2011 on
residents with orders for PTNR Iahoratory
tcsts 1o monitor Coumadin therapy.

Cn 10/17720k1, Administrator, Corporate
Complinnce Director, Director of Nursing and
Medical Dircctor mel to discuss ncw and
revised policics from 10/16/20H, auditing, QA
action plans, and staf{iraining needs to invalve
Mcdical Direcror with the cstablishiment of an
cffective systom to monilor Coumadin therapy
and enmpletc PI/INR Inboratory testing in a
timely basis per physician’s ordess

On 10/17/20}1, the Dircctor of Nursing wos in-
serviced on the revised Lab Palicy, inboratory
fest protoco), Lab Tracking Policy, Lab
Tracking forms, Physiclan Orders Policy, and
Pharmacy Recommendation Policy were
rovized and PT/INR and PTT logs by the
Comporate Compliance Ditector, RN,

On 10/87/2011, revised Lob Teacking forms

Prior  to  implementation,  Corporate
Complinnce Director, RN in-scrvjced the Ward
Cicrk an how o completle and track lahorstory
results using the forme ng assigned.

On L0/} 772011, Director of Nursing in-serviccd
Charge Nurses regarding Lab Policy, lab test
piotoce!, L.ab Tracking Policy, lab tracking
forms, Physician Orders Policy, snd PT/NR

FORM GM5-2567(02-99) Previnus Verslons Obsclate

INR of 6.5. Residen{ #18's Coumadin was held and PTT Log forms,
for three days and restarted &t a decreased dose
of 6.0 mg per day,
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Residents #6, #8, #13, #14, #15, #16, and #17
FTANR levels were not obtained timety based on
the physician's order. The residents’ PT/INR
levels were Jow when obtained, requiring an
increase in Counadin dosage.

The facility's failure to ensure adequate
monitoring of Cournadin levels, caused or is likely
fo cause serious injury, harm, impairment, or
death o a resident. Immediate Jeoperdy was
determined {o exist on 09/16/11,

An acceptable Allagation of Compliance (AoC)
was received on 10/19/11. Immediate Jeopardy
was verified removed on 10/18/11, as alleged in
the AoC, prior to exit.

The findings include:

A review of the 2011 Lippincott, Williams and
Witkins Nursing Drug Handbook revealed a black
box warning that "Coumadin can csuse major or
fatal bleeding which is more likely to occur during
the starting period and with a higher dose.
Reguiarly monitor INR in ail patients.”

A reviow of the facliity's Lab Policy, dated
056/25/0%, reveaied upon the receipt of a lab order
from the physician, the lab order should be
transferred to the lab book at the nurae's station
and the order should ba faxed to pharmacy.

An interview with the former ADON, on 10/13/11
at 2:35 PM, revealed she was employed at the
facility from 08/01/11 through 08/26/11. She
stated she was in charge of the lab audits;
however, she did not compleie the audits for

»

»

Or 10/28/201], Administrator and Quality
Assurance  Committec met  with Medical
Dircetor  reviewed Unusual  Occurvence
Reports, including those for fab and medication
crrors, and plan of comectionfinterventions in
place,

On 11/3/2011, NF Lah Policy was revised, by
the Corporate Compliance Dirsctor, RN, to add
clarification cogarding the frocking of fhe
Iaboratory process to combine former Lah
Policy and Lab Tracking Policy.

On 11/77/2011, Comorate Compliznee Dircetor,
RN completed an in-sorvice with Charge
Murses and Ward Clerk on revised NF Lab
Policy.

On 11/it/11, Corporate Compliance Director,
RN in-serviced on NI Lab Policy during the
monthly ataff mecting,

CQ! Taof N-20 “Labomtory Monitoring and
Follow Up" was completed by Direclor of
Nunsing on 1072472011, 1073122001, 11/7/201
and 1171472011,

On 1§1/14/2014, a ncw staff position was
created for n Lab Nufse, RN who would be
responsibie for ensuring PT/INR leboratory test
are comploted ag scheduled, tracked according
to policy, responded fo in a timely mannee, nnd
audited per schedule. The Lab Nurse, RN
began orientation with Corporate Compliance
Direclor, RN on 11/14/2011 and work under
the supcrvision of Dircctor of Nursing and
Comporate Compliance, RN until oricniation is
complete,

Corporate Compliance Director, RN completed
CQI Tool C-2 “Comorate Review of Lab and
Phormacy  Rcocommendations  Audits™®  on
§0/17/2011 and 11/17/2011,

On 1171572011, Lab Polley was added to the
new hire information pack by Adminiatrator for
Licensed Numes to provide responsibie stafl’
with cducation on the facility polisy prior to
orientation

On 1171972011, Administrator contracted with
o Nursing Consultant Company to asgist in
providing continuouz guality improvemecnt,
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August 2011, Per interview, part of the audit
process was 1o also schedule the |aboratory tests
for the upcoming month, Therefore, when the
audit was not completed for August 2011, the
labs were not scheduled for September 20141,

An Interview with the Director of Nursing (DON),
on 10/15/11 at 10:00 AM, revealed it was the
licensed Nurse's responsibllity to transfer
telephoneffax and admission orders to the lab
book to ensure labs were drawn. Further
interview revealed it was the Assistant Director of
Nurse's (ADON) responsibility to conduct
laboratory audits at the end of every month to
ensure all scheduled routine labs were
completed, He stated the ADON resigned at the
end of August 2011, and the lab audit was not
completed, He confirmed he should have
completed the audit after the ADON resigned.
Additionally, he revealed he was not aware a par
of completing the audit was to schedule the next
month's [abs, The failure to complete the August
2011 audit, which included the scheduling of
routine PT/ANR labs for September 2011, resulted
in missed Coumadin levels in August and
September 2041.

An interview with the Admintstrator, on 10/15/11
at 11:30 AM, revealed it was the lisensed nurses'
responsiblliy to transfer telephone/fax and
admissioh orders to the fab book to ensure labs
were drawn. Further interview revealed the
monthly lab audit should bs conducted by the
DON in the ADON's absence, She stated she
was aware the August and September 2011 lap
sudits warg not completed; however, she was nof
aware one of the purposes of the lab audit was to
schedule the routing labs for the next month.

training facility nursing staff, maintnin the
highest practicable  physical, mental, ond
paychosocial weli-heing of facility residents,
improve QA Commiftee funstlons, and monitor
nursing statf compliance with State and Federal
Regufations  and  facility  policies  and
procedures, :

¢ On 10212011, Adminisirator will  review
revised policies, forms and plan of correction
with Medical Director snd other Quality
Assurance  Committcc  members  during
November QA Mccting,

« On £1£22/2011, Charge Nurses nnd Mcdication
Nurges will be in-serviced by Director of
Nursing (o provide continuing cducation on
Administering Medications Policy, NF Lah
Pollcy, Phymician Orders Pollcy, Phanmacy
Recommendations Polley and repercussions of
significant medication emors duc o ot
following  “Five Rights of Medication
Administration”.

How doess the facllity plan fo monitor ity

performance to ¢nsorc that solatlons are

sustakned?

« The Director of Nursing will complete CQI
Tool N-20 "Laboratory Monltoring and Follow
Up” mwice monthly for 30 days, then monthiy
thereafier to establish PTANR lah testy aeg
current and completed in & timely basis per
Physicion’s Orders,

+ Corporatc  Complionce Direclor, RN will
complete CQJ Tool C-2 “Corporate Review of
[.3b and Pharmacy Recommendations Audits™
monthly to cstablish N -20 was completed o3
gcheduled.

» Dircetor of Nursing will present obscrvations
to Quality Assurance mecting with Medical
Director.

Complirnce Date | 11/29/201
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1. Arecord raview revealed Residant #18 was
admitted to the facitity on 08/10/11 with diagnoses
of Cerebral Vascular Accidant {CVA) and
Petipheral Vascular Disease (PVD).

A review of the physiclan's order, dated 08/10/11,
revealed the resident was to receive Coumadin 8
milligrams {mg) by mouth {po) every day (qd),
and a PTANR was ordered for 08/13/11.

A review of a laboratery report, dated 08/18/11,
revealed the resident's PT was 27.2 seconds
(nomat: 12,3 - 14.1) and tha INR was 2.5
{normal: 2.0-3,5}, The physiclan documented on
the lab report not to changa the Coumadin dose,
but to repeat the PT/NR In oné month (dus on
09/18/11),

Further review of the Laboratory Book and
Resident #18's record revealed the facility did not
obtaln the PT/INR untii 10711/11. twenty-three
(23) days late. The 10/14/11 results revealed a
PT of 56.2 seconds {normal 12.3-14.1} and the
INR was 6.5 {(normal: 2,0-3,6} and indicated these
were critical lavels, The physitian was notified
and grders were received to withhold the
Coumadin for three days and restart the
Coumadin at a dzcreased dose of 6 mg qd,

2. A record review revealed Resident #14 wag
admitted to the facility on 01/10/01 with diagnoses
to include Cerebral Vascular Accident with
Hemiplagia, Dementla and Chronic Obstructive
Pulmonary Disease. '

A review of the physician's orders, dated July
2011, revealed the resident was {o receive
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Coumadin 3 mg po qd, A PT/INR was ordered
monthly.

A review of the laboratory rapor, dated 07/28/11,
revealed the resident's PT was 27.4 seconds
{normal: 12.3 - 14.1) and the INR was 2.6
{normal; 2.0-3,5), Further review of the lab report
rovegled the physiclan documented to not change
the Coumadin dose and to check the INR
rmonthly.

A review of the Laboratory Book and Resident
#14's record revealed the facility did not obtain
the monthly PT/INR on 08/28/11. The lab was
drawn on 08/30/11, thiny-three (33) days late,
with a PT of 14.2 and an INR of 1.1, which
indicated tha INR was low, The physician
ordered to incraase the Goumadin dose from 3
mg po to 4 mg po qd.

3, A record raview revealed Resident #15 was
admitted to the facility on 10/27/06 with diagneses
to Include Cerebral Vascular Accident with
Hermiplegia, Schizophrenia and Mental
Retardation.

A review of the physiclan's orders, dated July
2011, revesled the resident was {0 recelve
Coumadin & mg po qd. A PT/INR was ordared
monthly and a& needed (prn).

A review of the laboratory report, dated 07/06/11,
revealad the resldent's PT wes 14.6 seconds
(normal; 12,3 - 14.1) and the INR was 3.1
{normal: 2.0-3.6}. Further review of the lab report
revealad the physician decumented to nol the
change the Coumadin dose,

FORK CMS-2567(02-88) Previsim Vnslons Obanlaty Eventi0: 1QD141 Faciy ID; 100395 if continuation eheet Page 7 of 38
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A raview of the Laboratory Book and Resldent
#15's record rovealed the facility did not obtain
the monthly PT/ANR on 08/08/11, The lab was
drawn on 09/18/11, forty-four (44) days late, with
8 PT of 18.7 and an INR of 1.7, which indicated
the INR was low. Further review of the fab report
revealed the physlcian documented to increase
the Coumadin dose from 5 mg to 6.6 mg po qd.

An interview with the physician, for Residants

#14, #15 and #18, on 10/14/11 at 1:10 PM,
revealad he expescied the PTAINRS to be drawn in
accordance with physlclan's orders, because the
Coumadin dose was based on the results of the
PTANR. He was not aware Jabs were missed in
August and Septembar,

4. A record review revaaled Resident #6 was
admitted to the facliity on 04/28/11 with diagnoses
to Include Bilateral Above Knee Amplitee,
Anxiety, Cerebral Vascular Aceident, Congestiva
Heart Failure, Chronic Pain and Chronlc
Obstrugtive Pulmonary Diseasa (COPD),

A review of the physician's ordars, dated July
2011, revealed the resident was to receive
Coumadin 3.5 mg po qd. A PT/AINR was ordered
monthly and pra.

A review of a laboratory report, dated 07/11/11,
revealed the resident's PT was 34.6 seconds
{normal 12.3 « 14,1} and the INR was 3,2
(normal; 2,0-3.5). Further review of the lab report
revealed the physiclan documented to increase
the Coumadin dose to alternating 3 mg and 3.5
mg po every other day {qod), and 1o repeat the
PT/INR in thrae days on 07/14/11,
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A review of a Laboratory Book and Realdent #6's
record revealed the facllity falled to obtain the
PTANR until 10/14/11, aighty-nine {89) days late.
The 10/11/11 reuils revenlied a PT of 207
saconds and the INR was 1,8, which were low
levels. The physician was notified and an order
was given fo increase Coumadin to 3.5 mg po gd.

&, A record review revealed Residsnt #13 was
admitted to the facllity on 07/15/11 with diagnoses
to include History of Gastrointastinal Bleed,
Peripheral Neurepathy, Hypertension, Cerebral
Vascular A¢¢ident and Deep Venous

Thrombosis.

A review of the phyelclan's orders, dated
September 2011, revealed the rasidant was to
receive Coumadin 2 mg po qd. A PTANR was
ordered waekiy,

A review of the laboralory report, dated 09/07/11,
revealed the rasident’s PT was 34.5 seconds
{nomal 12,3 - 14,1) and the INR was 3.5
(normal: 2.0-3.5). Furthar review of the jab rapor
reveated the physician documented to decroase
the Coumadin from 2 mg to 1 mg po ad and to
recheck the PT/INR on Monday, 09/12/11.

A review of the Laboratory Eook and Resident
#13's record revealed the fadility did not obtain
the PT/ANR on 08/12/11, or weekly on 08/19/11
and 09/26/11, The PTANR was obtained
09/26/11 during a hospitaiization, with the PT at
17.4 (normal: 12.3 - 14.1) and the INR at 1.58
{normat; 2,0-3.5).

An Interview with the Advanced Registered Nurse
Practitioner, for Residents #& and #13, on

F3z¢
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10/11/11 at 408 PM, revealad the Coumadin
dosage was basad on the rasults of the PT/ANR.

8. A record review revealed Resldant #8 was
admitted to the facility on 11/25/09 with diaghoses
to include Oateoarthritiz, Depression, Weskness
angd Hypertension.

A raview of the physician's orders, dated July
2011, revealed the resldent was to recelve
Coumadin 5 mg po on Monday, Tuesday,
Wednesday, and Thursday, and 6 mg on Friday,
Saturday, and Sunday. A PT/INR was ordered
monthly.

A review of a laboratary report, dated 07/14/11,
revealed the regldent's PT was 31.7 seconds
{normai 12,3 - 14.1) and the INR was 2.9
{notmal: 2.0-3.5), The physiclen dosumented no
change 1o the Coumnadin dose.

A review of the Laboratory Book and Resident
#8's record revealed the facility did not obtafn the
monthly PTANR for August and September 2011.
The next PT/ANR was drawn at {he iocal hospital,
on 09/24/11, durlng an Emergency Room
evaluation, The resident's PT was 21.1 and the
INR was 2.04, which were low lavels,

7. A record review revealed Resident #16 was
admitted to the faclitty on 01/15/10 with diagnoses
1o include Failure to Thrive, Malnutetiion, Venous
Thrombosis, Pulmonary Embolism and Paripheral
Veascular Diseasa,

A review of the physician's orders, dated
Seplember 2011, revealed the resident was to
receive Coumadin 5 mg po qd, A PT/INR was
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ordered monthly and prn,

A review of the laboratory repor, dated 09/28/11,
revealad the resident's PT was 28,3 {normal; 12.3
- 14.1) and the INR was 2.7 {hormal: 2.0-3,5),
Further review of the lab report revesied the
physician dooumented to not ehange the
Coumadin dese and repeat the lab in one week,
on 10/05/1,

A raview of the Laboratory Book and Residant
#16's racord revealed the fecility did not obiain
the PTANR ordered for 10/05/11. The lab was
drawn on 10/12/1, seven {7} days |ate, with
regults of the PT of 44.1 and an INR of 1.1, which
Indicated the INR was low. The physician
documented to Increase Coumadin from 5 mg to

7 mg po gd.

8. A rgcord review revealed Resideri #17 was
admitted to tha facliity on 04/06/07 with diegnoses
to include Disbetes Melllius, Dementia, Venous
Thrombosis, Sejzure Disordar and Congestive
Heart Fallure.

A raview of the physiclan's orders, dated July
2011, revealed the residant was 10 receive
Coumadin 8 mg po every Monday, Tuesday,
Thursday, Friday, and 10 mg po on Sunday and
Wednesday, A PT/ANR was ordarad monthly.

A review of the laboratory report, dated 07/01/11,
revealed the resident's PT was 19.3 seconds
(normatk 12,3~ 14.1) and the INR was 1.6
(normal: 2.0-3.5). Further review of tha 1ab report
revealed the physician decumented to not change
the Coumadin dose. The facifity did not obtain
the next monthly PT/INR until 08/26/11,
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twenty-five (25) days late. Results revealed a PT
of 14.1 and an INR of 1,1, which indicated the
INR was low. Further review of the lab report
ravealed the physician dosumented to increase
the Coumadin dose to 10 mg po qd and o check
the PT/INR in one week, on 09/03/%1. The facility
did not obtaln the PT/INR until 10/07/11,
thirty-four {34) days late, with resuits of a PT of
14,6 and an INR of 1.1.

An interview with the physician, for Residents #8,
#16 and #17, on 10711/11 at 4:27 PM, revealed
the PT/AINR had the potential to detrease and
increase, thus crealing a possibility the Coumadin
dosa would changé.

An acceplable Allegation of Compliance was
received on 10/19/11 and datailad the following:

On 10/10/11, the facility conducted a lab audit
and identified the facliity had failed to schedule
and obtain Resident #13's, #8's, #18's, #15's,
#1175, #16's, #14's and #8'5 PT/INR tests, The
PT/INR for each resident was obtained
immediately and physicians' were notified of the
rasults,

A chart lab audit was conducted on 16/17/11 on
all current residents receiving Antlcoagulants to
ansure PT/INR Jab tes{s were current and
completed per physician's orders,

The lab policy was revised on 10/16/11, to add
clarification of employee respongibilities to ensure
a consistent system for obtaining a laboratory test
order to transcription and overall tracking of the
laboratory process.

F32¢
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On 10/17111, the DON was inserviced on the
revised facllity Lab Policy by the Corporate
Complianca Director, On 10/17/11, Licensed
Nurses were inserviced by the DON or dasignee
on the revised Jab policy.

On 10/16/11 a CQl tool, Laboratory Monitoring
and Follow Up was revised and Implementad. Cn
10/17/11, the Laboratory Monitoring and Follow
Up was completed by the Administrator. Tha
DON or designee wili complete the Laboratory
Monitoring and Follow Up waekly for four weeks,
twice monthly for one month, then monthty
thereafier,

Verification of the removal of Immediate Jeopardy
was completed as follows;

A review of Resident #6, #8, #13, #14, #15, #16,
#17, and #18, revealed PT/INR tests were
obtained immediataly and physlclan's were
notified of the results. An audit was completed on
10/17/11 on all current residents racaiving
anticoagulants. A review of the Lab Rook
revealed PT/INRs were scheduled for residants
on anticeagulstion therapy,

A review of the chart lab audit, completed on
10717411, revealed all cucrent residants raceiving
anticoagulants were reviewed to ansure PT/INR
tests were current and complated par physiclan's
orders,

A review of the fab tracking policy revised on
10/16/11, revealed instructions for scheduling
iabs, follow-up with labs, and lab tracking, The
policy stated the ADON or designees would
monitor to engure lab draws and results were
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received and followed up appropriately, and any
tssues would be addregsed promptly.

A review of the inservice records revealed the
DON was Ingerviced on 10M17/11 by the
Corporate Complianse Diteetor regarding the
revised faciity Lab Policy. Licensed Nurses were
insarviced 10/17/11 regarding the revised lab
policy, laboratory test protocol, physician order
poilcy, PTANR iog, and pharmacy
recommendations/medication regimen review
palicy.

An intervlew with the Diractor of Nursing, on
10/20/11 at 11:50 AM, revealed he racelved
inservicing from the Administrator and Corporate
Consultant Director regarding his assigned dutles
which included performing or delegating lab
audits, and the profocol for nurses who receive
new lab resufts,

tnterviews with two Licensed Practical Nurses, on
10/20/11 at 11:20 AM and 11:30 AM, revealed
they recelved inservicing regarding the revised
lab policy and the Iaboratory test protocol.

An Interview with the Adminlstrator, on 10/20/11
at approximately 12:00 PM, revealed she was
insarviced on the lab protocol. She was
re-educated regarding her duties to ensure jab
audits were completed in a timaly manner,

A review of records revealed & CQi tool, N-20,
was revised on 10/16/11. The N-20 CQI tool was
completed by the Administrater on 10/17/11, to
ansure laboratory orders were completed as per
physician's erders, The firat weekly N-20 COJ tool
wag not due as of 10/20/11.
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The facitity must ensure that residents are free of
any significant medicatioh errors.

This REQUIREMENT s not met as evidenced
by:

Based on interview, record reviaw, review of
facility policy/procedure, and réview of Lippincott,
Wiliiams, and Wilking Nursing Drug Handbook, it
was determined the facility failed to ensura two
residents (Resldents #1 angd #2), in the selected
sample of nineteen residents, were free from
significant medication errors.

Rasldent #1 was re-admitied 1o the facility on
09/18/11 with orders to continue medication
which Included Metoprolol 50 milligrams (mg)
twice daily (BID) for Hypertansion (HTN),
Hydrochlorothiazide 25 mg daily for HTN, and
Diovan 80 mg daily for HTN. Record review
rovealed Reslden{ #1 did not receive these
hypertensive medications for thirtéen consecutive
days, 09/18/11 through 09/30/11.

Regident #2 was re-admitted to the facility on
09/30/11 with new orders for Norvasc for
hypertension; Bactrim DS, an antibiotic to {reat

HEARTHSTONE PLACE
ELKTON, KY 42220
(XA} 1D SUMMARY STATEMENT OF DEFIGIENCIES b PROVIDER'S PLAN OF CORRECTION *5)
PREEIX {EACH DERIGIENGY MUST BE PREGEDED BY FULL PREFIX [EAGH CORRECTIVE AGTION SHOULD 8E COMPLETION
TAG REGULATORY OR L8G IDENTIFYING INFORMATIDN) TAG CROSS-REFERENGED TO THE APPROFRIATE DATE
PEFIGIENGY)
F 329 | Continued From page 14 F 329
. Fi33
Based on the above interviews and record 483,25(m)(2)
reviews, It was determined the Immediate RESIDENTS FREE
Jeopardy was removed, effective 10/18/11, as OF SIGNIFICANT
alleged in the AoC with the scope and severity MED ERRORS
Ap=il ;e
Iowgre.d to a "E" basad on l'hﬂ need of li“le facility What eorrective aetion will be nccomplished
{o continue to evaluate the implementation of for those residents found to have been
changes and quality assurance activities, affected?
F 333 | 483.25(m){2) RESIDENTS FREE OF F333] * To determine  Medication  Administration
850 | SIGNIFICANT MED ERRORS Recordsa ﬁ")r. resident #] and ¥2 Arc _oonsisient
with physician orders upon rerdmission to the

facility and discharge from the hospital,
Pircetor of Nursing completed a chart roview
for Resident #1, on 10/572011, and #2, on
10/472011 and initiated Med Emror Repon per
policy to include  Responsibic  Party
notification, Atiending Physician notification
and rcceiving new orderg as indicated.

How the facllily will identily other residents

having the potential tn be affecicd by the same

deficient practice?

« Al residents who discharpe and are readmined
to the facility have potential to be affected,

« On 1043172011, Comorate  Cowpliance
Dircctor, RN completed an apdit of current
residents’ physician's orders and Medication
Administration Records to verify accuracy
coinipared to pravious months telephone orders
and rcadmission.

What mersures wil be put inte place or

systemic changes made to cnsure fhnt the

dofitient practice will not recur?

« On - 10/17/2011, Adminisirator, Corporate
Complianee Dircctor, Dircetor of Nursing and
Medical Dircotor mel to discuss new and
revised policies from 10/16/2011, auditing, QA
action plans, and staff training nocds to involve
Medieal Dircctor with the establishment of an
ctfcctive system to monilor Coumadin therapy
and complete PT/INR laboraiory testing in a
timely basis per physician’s ordces .

FORM GIAS-2567(02-68) Previous Verelons Obeokotd

EventtO:1QD111

Factity (D; 100395 If continuation shest Page 15 of 38




DEPARTMENT OF HEALTH AND HUMAN SERVICES

PRINTED: 11/90/2011
FORM AFFROVED

CENTERS FOR MEDICARE & MEDICAID SERVICES OMB NO, D538-0391
STATEMENT OF DEFICIENGIES {X1) PROVIDER/SUPPLIER/CLIA X2) MUL CONSTRUGT
AND FLAN OF CORRECTION IDENTIFIGATION NUMBER: e MOLTIPLE Herion (Xﬂ)ggﬁfég\f\’
A BULDING
C
8 B, WING
— 185400 10/20/2014
MDER OR SUPPLIER STREET ADDRRSS, CITY, STATE, ZIP CODE
HEARTHSTONE PLAGE EdB ALLENBVILLE ROAD, PO, BOX 427
. ELKTON, Ky 42220
(X4 10 SUMMARY STATEMENT OF DRFIGIENCIES n PROVIDER'S FLAN OF ¢DRRECTION o
PREFIX (EACH DEFICIENCY MUST BE PRECEDED BY FULL PREKIX {EACH GORREOTIVE AGTION SHOULD BE COMPLETION
TAG REGULATORY QR L8C IDENTIFYING INFORMATION) TAG CRO3S-REFERENCED TO THE APPROPRIATE bATE
BEFIGIENGY)
' F 333 Continued From page 15
o P 'g' . . F333] . on 102802015, Adminisrator and Quality
the resident's Methicillin Resistant Assurance Committee  mel  with  Mediead
Staphylococcus Aurels (MRSA) respiralory Director  yoviewed  Unusmal  Occurrence
infection; and an AlbuterolfAtrovent Nebulizer Reports, including those for lab and medication
Inhaler for Cardiopulmonary Disease (COPD). orrors, and plin of potscctionfntervontions i
R view rev \ A pince.
mii?;“{: e re d‘?a'f,d ‘h'i "e;"da”‘ did "°t‘iv « On (142011, Administering Modications
< these medications for five consecutive Policy was rovised to address removal of
days, 09/30/11 through 10/04/11. Medication  Administestion  Records  #tpon
resident transfer/discharge from the faeility and
The findings includa: initinting  now  Modication  Administration
Records upon readmission,
evla o Ly : » Qo §1/872011, updcr the supcrvision of the
éhr ,’ ’w ?f gedfaclillltiStpgl:)c;'ioélhecklng . Direeior of Nursing, Medication Nurses and
f ysn?z?n? rders,”" date . ravealed, Cestified Medication Technicions were in-
Physiclan's arders will be checked and verified serviced on Administering Medientions Policy,
for aceuracy. This wili dacrease the facllity's return  demonsiralion  was  obscrved, and
chance for making errors. The third shift nurse is Obgervations were uscd to complete CQI Tool
responsible for reviewing the physleian's orders . 3;15 1%?‘6',"2‘;1"""\42%1“1'?‘ E;‘“h; 2 e
. h R 0 B ]
written sach day an_d for making sure that tho Admission & Hospital Retums Review” was
orders were transcribed correctly, Check to see written and implemented by Administrator and
that the order was transcribed on MAR, TAR, complesed by  MDS  Coordinator, on
Insulin book, appoiniment book, lab book/NPO HAL201E, 1o determine  aceuraey  of
sheet correotly.” physician's  arders  and  medication
adminisiration records upon admission and
) . " . admissi iy,
1. Areview of the 2011 Lippincott, Williams and . g:dnl“lslsil‘;?zi)olil‘:e f:::rli::; the monthly stafl
Wilkins Nursing Drug Handbook revealed a biack meeling, Mcdication Nurses and Certified
box warning for Metoprolol which stated, "When Medication Technicians were in-serviced by
stopping therapy, taper dosage over one {0 two Corporate  Complinnoe  Directar, RN on
weeks . Abrupt discontinuation may cause m{‘-d:cﬂ}}:.ﬂ ﬂﬁgrﬂ_ﬂpd bydDiwaf of Nursing
@xacer ina or myocardial infarction. on clarifying pysician orders.
Do not}i!?;f:n;itajzgirera :bru !I! even in » On the wocks of 10/17/2011 1072472011,
, Py abrtiptly ev: 10/3172011, 117712018, and t1/1422011, an
patients treated only for Hypertension. Administrative Nurso completed a lab audit to
detennine PT/INR lab teats are current and
A review of the 2011 Lippincott, Willlams and compicted fn a time basis psr Physlcian’s
Wilkins Nursing Drug Handbook revealed for Order.. o o
Thiazides action, "Thiazide and thiazide-fike eyt d%;"mt’°f;;:§mg‘jfg'[ﬂ;ﬁgz
. . . L " olicy was revis A nisteal
diuretice exert an anti-hypertensive effect. obtaining clasifieation of physichn orders.
. » On L1/1572011, Director of Nursing completed
A record review revealed Resident #1 was CQI Taal N-16 “Revicw of Medication Pass”
admiited to the facility on 11/05/08 with diagnoses
Even! |D: QD111 Faciily 10: $00385 If cominuailon sheel Page 16 of 38
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to include Hypartansion (HTN). ::2) liez)l}nl::lish medications are administered per
« On  1}/J8/2011, Centified  Mcdication
A review of the admisston orders, dated 09/18/11, Tcehnicians were in-scrviced on repercussions
revaaled Resident #1 was re-admitted to the of signifieant medication errors os o reguit of
facility from an acute care hospital with orders to not foltowing “Five Rights of Administering
continue medications, including but not limited to, . g‘ed'[c“;'l‘;"“' et -
Metoprolol 50 milligrams (mg) twice daily (BID) o /BROLL, Administoring Modicetions
oY \ olicy was added (o ithe now hire information
for HTN, Hydrochlorothiazide 25 mg daily for pack for Licensed Nurses and Cartlficd
HTN, and Diovan BD mg daily for HTN. Medlcation  Technicians  to  establish
responsible  stafl arc educated on  facility
A review of the MAR, dated September 2014, poticy. . _
revealad n avidensce these medications ware ' S"N'ilg}:gmg };q“‘l‘:m;“2":“2:;‘":;“3‘;:is‘t"‘i‘:
s unsultant Comips
administered from 09/18/11 through 09/30/11, providing confinuous quality _improvement,
R training faciliy nursing staff, maintain the
A review of the Medicatlon Error Report, crealad highest practicable plysical, mental, and
by the Director of Nursing (DON), dated 10/05/11, psychosocial well-being of facllity residents,
revealed all medications an the MAR wera not improve Q?r Cnmf;&*ﬂw tuqf‘;{;i.- “"dd ;}Ogm{
Frat ; : nersing statl compiianee wi ¢ and Pederal
administered due fo the MAR being upside down Reguiations snd  fcility  poficics  and
In the MAR book. procedurcs,

. . , » On 1172112011, Adminigirator will review
Aninterview with LPN #3 and Registered Nurse revised policics, forms and plan of comection
{RN}#1, on 10/12/11 at 11:15 AM and 3:29 PM, wilh  Medical Dirciclur and other Qua!lity
respectively, revealed, prior to the medication Tﬁ‘““"“"b? Qf&’:fl'i‘:g"c members  during

: W " i oOvembLr wal .

error Incident, MA_Rs were ﬂlpp&?d {turnad upside + On 112212011, Charge Nurses and Medicatian
down] when & resident was admitted to the Nurses will be in-sstviced by Diector of
hospital. Nursing 1© provide contmuing cduestion on

‘ Administering Medications Policy, NF Lab
An interview with Certified Medication Technician Policy, Physician Orders Policy, Pharmncy
(CMT) #1, on 101211 at 11:08 AM, revealed it Recommendnlioqs Ppliuy and rcp;rclmsmns of
was the Charga Nurse's responsibllity to verify the significant medication orcars duc to ot

e X following “Five . Rights of Medication
residant’s physician orders on the MAR after a Administration” .
resident was re-admitted to the facility, She did How docs the faeility plan to monitor its
not administer medications to residents when the performance to ensure that solutions are
MAR was "flipped" {lurred upside down} in the susfained?

MAR book. . CQI Tool N-16 “Review of Mcdication Pnsg"
will be coruploted for e eemainder of four

. s v 1t . q t d i E
An interview with Licansed Practical Nurse (LPN) gg&;éﬁiﬁ:ﬂﬂﬁaﬁemscl..r;,x,.;?on ‘:? l{‘h;
Charge Nurse #3, on 10/12/11 at 11:45 AM, Direetor of Nursing,

Evant i0: 100111 Faslsty ID; 100395 If cantinuntion sheot Pagn 17 of 30
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revealed residents received new Physician's
orders and MARs when re-admitted to the facifity.
She was unable to recall spacifics when
re-admitting Resident #1, whether the MAR was
"flipped® [turned right side upj at that time, or
whether new MARs ware completed,

An interview with LPN #2, on 10112/11 at 8:11
AM, revealed it was the Charge Nurse's
respohsiblfity io “flip” the MARSs [turned right side
up] after a rasident wae re-admitted to the faclity.
The nurse whe admitted the resideft had to
compare existing MARSs to Physician's orders and
at that fima, tha MARs wourld be “flipped” [turned
right side up]. The night nurse would then put a
carbon copy of the new Physician's orders Into
the Asslstant Director of Nursing's (ADON} box,
who would then do a third check to verify new
orders,

An interview with the Director of Nursing (DOM),
on 10/10/11 at 1:55 PM, revealed an investigation
was inltlated after the discovery of the fallure to
administer megications to Resident #1. He
received conflicting stories from the staff,
therefore, he completed @ medication error report
fram the day Resident #1 was re-admifted on
00/18/11 through 09/30/11.

An interview with Rasidant #1's physician, on
10/15/11 at 10:43 AM, revealed, the rasident's
blood pressure was stable; however, there was
potential for hisfher blood pressure to increase
due {o the staff not edministering scheduled blood
pressure medicine.

2, A review of the 2011 Lippincott, Williams and
Wilkins Nursing Drug Handbook, revealed a

thtce
the 5u

o Qu

« COQI Toof N-20 "New Admission & Hospilal
Returns Review will be compieted monthty for

v Pirccior of Nursing will present obscrvations

Direcior.

months and them per CQI schedulo under
pervision of the Dircctor of Nursing.

wlity Assurance mecting with Medical

. Compliance Date |11/29/2011

FORM CM5-2567(02-69) Pravious Verslons Cbaoiats

Event ID: Q0111

Facnly Ity 100393

If continuation sheat Pagse 18 of 38




DEPARTMENT OF HEALTH AND HUMAN SERVICES
CENTERS FOR MEDICARE & MEDICAID SERVIGES

PRINTED: 1110/20114
FORM APPROVED

OMB NO. 0938-0301

Norvasc caution, "Eiderly patients have an
increased rlsk of advarse reactions; use
cautiously.”

A raview of the 2011 Lippincott, Williams and
Wilkins Drug Handbook revealed a Bactrim
patient teaching, "Tell patiant to take drug as
prescribed, even if he feels batter.®

A review of the 2011 Lippincott, Williams and
Wilkins Drug Handbook for Atrovent inhaler
revealad the indications were for maintenance
treatment of bronchospasm assoclated with
Chronic Obstructive Pulmonary Disease {(COPD).

A record review revealed Resident #2 was
admitted to the facliity on 05/02/41, with
diagnoses to Include Arthritls, Cangestive Heart
Fallure, Atrial Fibriltation, COPD, and HTN, Per
record review, Resident #2 was transferred 1o the
Emergency Room on 09/22/11 with symptoms of
chest pain, shortness of air, and decreased
oxygen saturation levelg,

Resident #2 was readmitted to the facility on
08/30/11 with orders to continue curment
medicafions, with the addition of Norvasc 5 mg
daily for HTN, Bactrim DS 1 table{ iwlee daily for
5 days {antlbiotic) for treatment of & Methicillin
Reasistant Staphylocozous Aureus (MRSA)
respiratory infection, and Albuterol/Atrovent
Nebulizer Inhaler three timas daily (TID) for
Chronic Obstructive Pulmonary Disease.

A review of Resident #2's September and
October 2011 MAR, revealed no evidence
Resident #2 received the Norvase, Bactrim DS,
and the Albuterol/Atrovent Nebulizer Inhaler, as
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ordared, from 08730711 through 10/04/11,

A review of the fasility's Madication Error Reponrt,
dated 10/04/11, revealed the DON was made
aware the madications were not {ranscribed to
the MAR after Residen! #2 was re-admitted to the
fachily.

An Interview with RN #1, on 10M12/11 at 3:28 PM,
revealed she was the nurse who was responsible
for the re-admission of Resident #2. She
racelved Physician's orders and compleied
Residant #2's assessment toward the and of the
shift. She gave report to the night shift hurse and
requesied the night shift nurse complete the new
MARs. Sha stated the night shift nurse did not
transcribe the new orders to a new MAR, thus the
resident did not receive the medications that
differed from the old MAR.

An interview with LPN Charge Nurse #2, on
10/13/11 at 2:08 PM, ravealed her duties as a
night shift nurse included helping the day shift
staff with uncompleted paperwork when a
resldent was admitted/ire-admitted to the facility.
She was unable {o recall the night Resident #2
was Te-admitted to the facliity. She stated har job
was to compleie assessments for the day shift
staff if not already completed, while day shiit was
to complets MARs and Physician's orders.

An intarview with the DON, on 10/15/11 at 9:45
AM, revealed he expested the Charge Nurse who
admitted a regldent to compare old and new
Physician's orders and to transcribe a new MAR
every tima a resident was re-admitted o the
facllity, He stated he initiated an immediate check
on all orders aftar discovary of this error. it was

F 333
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required that a second licensed nurse completed A83.60(c)
a sesond check on all Physician's orders and DRUG REGIMEN REVIEW, REPORT
verify the accuracy of the transcription and proper IRREGULAR, ACT ON
flacemeggi oil:he;hczrr:ar':l I:: efo'f gﬁd r"ght.Shlﬂ Whnt correstive action will be accomplished
¢ compiete the third check of all Fhysiclan's for those residents found 10 hnve been
orders for acsuracy. affected?
« On 10/17721011, Cenified Dictrry Manaper
An interview with Resident #2'z physician, on ond DBusiness Office Mannger cump_]ctcd an
10/41/11 at 4:27 PM, revealed not recelving the audit  of phzrmacy rccor:;n?cr}(lmlons on
medication Norvasc had the potantial to increase ggﬂdcmsu:gi Méglsb;nd ?nllmm A“gﬁ}
the te%!denl‘s bk{m.j [.)ressure', Tha deay "? recommendntions without a Pliysician response
receiving the antibiotic Bactrim had potential to were faxed or cafled to physician to determine
affect the healing of {he infection. irrepulacities  identificd by the pharmacist
related to fmboralory mionitoring were acted .
Af Interview with LPN #3 and Registered Nurzs tipon. 1 oh )
(RN) #1, on 10/12/11 at 11:15 AM and 3:29 PM, « On Li/102011,  Consultant ~Fhammecist
\ . e compicted Manthly Medication Regimen
respeciively, revealed a new policy was inltated Reviows on resident 48, #14, #15, and #17.
In which old MARs were placed in the front of the o Completed 1171172011, Attending Physicians
resident's chart dufing hospitalization, and new of residents #&, #15 ond #17 were notificd of
MARSs were completed upon re-admission. Pharmaey Recommicndstions 1o establish
irregularitien identified by the pharmacist
An Interview witn the DON, on 10/10/11 at 1:55 related to labomtory monitoring were " scted
PM led licy had b intiated | upan in a timely manncr. There were no
, revealed a new policy had been injttated In Pharmacy Recommendatlons on resident #§4.
which the old MAR was to be stored in the How the facility wil Identify nther residents
resident's chart if the residant was transferred -having the potential to be affected by the same
from the facitity. A new MAR would be completed deficient practice?
if the resident was re-admitted and the old MAR . -g\ny ;csidccnls wli:o tn:clc;'::rc rccgmmendm;?ns
would then ba given fo the Medlzal Records y e Lonsuitan rmacist - regarding
department, He stated nurses were confused ;;ie[rﬁi}?ﬂ {‘:‘f’:rg;gc"m;m‘ ordercd have the
and did not know whether to create a new MAR « On 10/12721011, under the supervision of the
or "lip® fturh right side up] and edit the current Administrator, Certilied Dictary Mannger nnd
MAR when a resident was re-admitted to the Business Office Mannger completed an sudit of
faciity. pharmacy recommendotions  on  rcmaining
¥ 428 | 483.60(c) DRUG REGIMEN REVIEW, REPORT F 428 quent recidents from Avgust 2011 ol
_ EGULAR. ACT ON Lto| r 2011, All recommendations withou
ss=E | IRR ' Physicinn response were faxed or called to
The d | ¢ ench resldent must b physician to determine imegularitics identificd
e drug regimen of each resident muel be .
reviewad at |zast once & month by a licensed
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pharmacist,

The pharmacist must report any irregularities to
the attending physician, and the director of
nursing, and these reports must be acted upon.

This REQUIREMENT s not met as avidanced
by:

Based on interview, record revlew and facility
poliey and procedure reviaw, it was detemined
the facility failed to have an effestive system to
ensure the irregularities idantified by the
phammacist refated to laboratory monitoring were
acted upon ih a tmely manner. The pharriacist
identified faboratory tests were not drawn on four
(#8, #14, #15, #17) of nine resldenta on
Coumadin, in the selected sample of nineteen
resfdents,

The findings include:

A raview of the facility’s policy, "Consultant
Pharmacist Reports,” undated, revealed,
"Recommendations are acted upon and
documented by the facillty staff and/or the
prescriber, If the prescriber does hof respond to
recommendation directed to him/her within 2
reasonable time frame {upon the consultant
phatmacist’s hext visit), the Dlrector of Nursing
and/or the consultant pharmacist may contact the
Medicat Director.”

An interview with the Phamadst, on 10/15/11 at
42:05 PM, revealed she conducted medication

moniloring were acled vpon.

e On J1/J02011, Consultant  Pharmacist
completcd  Monthly  Medication  Regimen
Reviews ond recomtmendations. remaining
cutrent residents were sent to Physician for
revicw via fax to determine imegulatities
jdentificd by the pharmacisi were acted upon in
a timely menner.

Whnt measures will be put into place or

systemic changes made to cnsure that the

deficient practice witl nnt recur?

s On 10/16/2011, CQI Tool N-30 “Consultant
Monitoring ond Follow up™ was rovised, by
Administrator,

« On 10/1672011. CQU Teol C-2 “Corporate
Review of Lab and Thammacy
Recommendations  Audits” wos writien by
Corporate Compliance Trireelor, RN.

« Upen Administrator roview of the faeility
Policy and Procedures Manual, no policy was
identified rogarding Consultant Pharmaeist’s
Recommendations; therefore, on 107172014, &
new policy, Pharmncy Recommendations, was
writicn by the Administeator and rovicwed with
Consyltant Pharmneiat.

« On 10/17/2011, the Dircctor of Nutsing was in-
serviced on  Pharmacy Rccommendations
Policy by the Corporatc Complirnee Dircolor,
RN. The Director of Nuesing in-serviced
Chatge Nurses on the new policy, on
107177201 L.

+ On 10/17/2011, Administtaior, Corporate
Complisnce Direator, Director of Nursing and
Medical Director mot to discuss new and
revised policics from 10/16/2011, auditing, QA
astion pians, and staff trining needs to invelve
Medieal Dircetor with the establishment of an
cflective system to monitor Coumadin thetapy
and compilete PT/INR laboratory testing in &
timely hasis per phyaician's orders .

« On 10717/2011, Administrater completed CQI

un®,

Toal N-30 “Consuitant Monitoring and Follow
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reviews once monthly. ' She stated she always
checked to ensure labs were completed as
ordered, When she identified a lab result was rot
in the chart she sent the facilily a
recommandation the next day. She stated she
expected the facility to follow up on the
recommandation. She revealed If the labs were
not in the chart the next month, she sent another
recommendation identifying the lab was notin the
chart

An interview with the Director of Nursing (DON},
on 10/15/11 at 10:00 AM, reveaied phammacy
dellvered the pharmacy medication review
recommendations 1o the faclllty and he divided
the recommendations up according to physician,
He stated he gave the reacommendations to the
Charge Nurse and the nurses faxsed or called the
physician and made thermn aware of the
recommendations. He stated the
recommendations were to be placed on a clip
board and ramain there untif the physiclans were
contacted,

Interviews with four Licensad Practical Nurses
(LPN) Charga Nurses {#1, #2, #3 and #4), on
10/15/11 at 10:27 AM, 12:29 PM, 12:26 PM, and
3:00 PM, respectively, revealed the DON passed
the pharmacy recommendations fo them. These
recommendations were placed on a ¢lipboard
and addressed to the physician when there was
tima.

An interview with the Administrator, on 10/15/11

at 11:30 AM, revealsd the pharmacist conducted
medication reviews monthly. The pharmacist
gent her recommandations to the facility and were-
given to the DON, The DON divided the '

On 1072872011, Administrater and Quality
Asturance  Commitice met whh  Medical
Dircctor  reviewed  Unusual  Ocgummenes
Reports, including those for 1ab and medication
errors, ond plan of comectionsinterventions in
place,

On [1/972011, Ward Clerk was in-sorvicad, by
Busincss Oifics Manaper, on how to complote
an audit of monthly tracking of Pharmncy
Recommendations  including:  physician
notification date, physiclan response dats, and
datc comesponding order was wWritten rogarding
recommendations,

On 11/1572011, Administrator met with Ward
Clerk lo review Pharmacy Rccommendation
tracking.

On 1/15/201%, CQJ Tonl N-30 “Consultant
Monitoring and Follow Up” was revised, by
Administrator, to reflect chianges of the NF Lab
Policy.

On 1171772011, Adminisirater complercd CQY -

Tool N-30 “Consultant Monitoring and Foltow
Up™ and determined tbat the faeility had
teaponded to irregulnrities identified by the
phasmacist rclaicd to lshorafory monitoring
were acled upon in a timely manner.

On H/UIZ0EL and 1Y/17/201 Corporste
Compliance Dircetor, RN completed CQI Tool
C-2 “Comorate Reviow of Lab and Pharmacy
Recommendations™ which reviews CQI Tool N
— 20, for the previous thirty days.

On 1 1/1972011, Administrator contracied with
a Numsing Consultent Company to assist in
providing continuous quality improvement,
tralning  fheitity nussing staff, maeain the
highest practicable physical. mental, wd
psychosacinl well-being of facility residents,
improve QA Commitice funclions, and manitor
nursing stall complianee with State and Federal
Regutations =nd facility policies  ond
procedures.

On 11/24£20§1, Administeator will roview
revised policies, foring and plan of correction
with Medical Director and other Quality
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reconimendations up by each residents' physician ,
and gave tham o the Charge Nurse o follow up Assurance  Commitiee  members  during
with the physician, related to the November QA Megting,
' + On 11/22/201 1, Charge Nurses and Medication
recommendations. She stated the Charge Nurss Nurses will be in-serviced by Direstor of
hotified the physician by phone or fax. The Nursing to provide continuing education on
racommendations were placed on a clip board Administering  Medications Tolicy, NF Lab
until the physician was contaated. Policy, Physicim Ordors Policy, Pharmacy
Recommendations Policy and repercussions of
) . . i signfAcant medication crrars due o pot
% A'reGOfd re\new. mve?ied Rfeszden’f #17 was “foflowing  “Five Rights of Medication
admitted to the facility with a diagnosis of Venous Adininistration”.
Thrembosis, How docs the [aclity plan (o monitor its
performanee fo cnsurc that solutions are
A review of the physiclan's order, dated July sustained? o
2011, revealed the facility should administer + The Dircctor of Nursing will complets CQJ
. an Tool N-30 “Consultant Monitoring and Follow
Coumadin (anticoaguiant) 8 milligrams {mg) po Up" monthly to detorming  Phimacy .
every Monday, Tuesday, Thursday, Friday and Recommondations are acted upen in a timely
Saturday and Coumadin 10 mg po every Sunday manner,
and Wednesday. In addition, a Prothrombin (PT) » CQi Tool C-2 “Corporate Review of Leb and *
and Internationalized Ratio (INR) was to be drawn Pharmacy Recommendations Audits will be
every month completed monthly by Corporate Compliance
' Dircetor, RN 1o verify N-30 “Consufiant
\ Monitoring and Follow Up™ wns compleled as
A review of a Consultant Pharmacist scheduled.
Communication to Nursing, deted 08/09/11, » Director of Nutsing will present obscrvations
revealed a lab raminder that & PT/INR should be o Quality Assurance ineeling with Medical
drawn monthly and the last lab result In the chanrt Director.
was dated 07/01/41,
A roviaw of the lab reporis revealed the PTANR Compliance Date | 1172972011
was not complated until 08/26/11, twenty-five (25)
days late. A review of the lab repon, dated
08/26111, revealed the PT was 19.3 seconds
(normal 12.3 - 14,1} and the INR was 1.6 {(norma}
2.0 - 3.5), which indicated the resident's levels
were fow and the risk of blood clotting was
Increased, The physician was notifizd and the
Cournadin dosage was increased to 10 mg po
every day (qd).
Faciily 1D; 100395 1f continuation sheat Pago 24 of 38
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2. A record review revealed Resident #8 was -
admitted to the facility on 11/25/03 with diagnoses
to include Osteoarthritis, Depression, Weakness
and Hypertension,

A review of the physician's orders, dated July
2011, ravealed the resident was to receive
Coumadin 6 mg po on Menday, Tuesday,
Wednesday, and Thursday, and 6 mg po on
Friday, Saturday, and Sunday. A PT/INR was
ordered monthly.

A review of a laboratory report, dated 07/14/11,
revealed the resident's PT was 31,7 seconds
(normal; 12.3 - 14.1) and the INR was 2.9
{normat: 2.0 - 3.5}, which indicated the INR was
within normal! limits. Further review of the lab
report revealed the physician documented fo not
change the Coumadin dose.

A review of the Consuitant Pharmacist
Coemmunication {o Nursing, dated 09/13/11,
reveaied a lab reminder that a PT/INR should be
drawn monthly and was past due for August.

A review of the Laboratory Book and Resident
#8's record revealed the facility did not to obtain
the PTANR until 09/24/11, forty-one (41} days
later, at a local hospital during an Emergency
Room Evaluatlon,

3. A record review reveated Resident #14 was
admitted 1o the facility on 01/10/01 with diagnoses
to include Cerebral Vascular Accident with
Hemiptegia, Dementia and Chronic Obstructive
Pulmonary Disease.

A review of the physician's orders, dated July
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2011, reveated the resident was to receive
Coumadin 4 mg po qd. A PT/INR was ordered
monthly.

A raview of the laboratory report, dated 07/28/11,
revealed the rasident's PT was 27.4 seconds
(normal; 12,3 - 14.1) and the INR was 2.6
{normat: 2.0 - 3.5), which indicaied the INR was
within normal limits. Further review of the lab
reporn revealed the physician documented to not
change the Coumadin dose and to check the INR
menthly.

A review of the Consultant Pharmacist
Communication {o Nursing, dated 09/13/11,
revealed a lab reminder that a PT/INR should be
drawn monthly and was past duea for August,

A review of the Laboratory Book and Resident
#14's record revealed the facility did not obtalp
the PT/INR until 09/30/1 1, thirty-three (33) days
later, with a PT of 14.2 and an INR of 1,1 which
indicated the INR was low. Further review of the
lab report, dated 09/30/11, revealed the physician
documented $o tnerease the Coumadin dose from
3 mgto 4 mg po qd,

4. A record review revealed Resident #15 was
admitted to the facility on 10/27/06 with diaghoses
to include Cerebrat Vascular Accldent with
Hemiplegia, Schizophrenia and Mental
Retardation,

A review of the physician's orders, dated July
2011 revealed the resident was to receive
Coumadin 8.5 mg po qd. A PT/INR was ordered
moenthly and as needed {prn.).
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A review of the Iaboratory report, dated 07/06/11,
revealed the resident's PT was 14.6 seconds
(normal; 12,3 - 14,1} and the INR was 3.1
(normal: 2.0 - 3.5), which indicated the INR was
within nomal limits. Further review of the lab
report revealed the physician documented to not
the change the Coumadin dose.

A review of the Consultant Pharmacist Drug
Reglmen Review, dated 08/06/11 and 09/13/11,
revealed no labs had been drawn, but fo watch
for any lab not in the chart yet and follow-up on
labs due.

A review of the Laboratory Book and Resident
#15's record revealed the faciifly did not obtain
the PTANR until 09/19/11, forly-four (44) days
later, with a PT of 1.7 seconds (normal; 12.3 -
14.1) and an INR of 1.7 {normal: 2.0 - 3.5), which
indicated the INR was low. Further review of the
lab report reveated the physician docUmenled to
increase the Coumadin dose from 5 mg to 6.5 mg

po qd.

An interview with the DON, on 10/15/11 at 10:00
AM, revealed he was not aware the
recommendations were not followed-up by the
nurges, nor that the physicians were nof nolified.

Inferviews with four Licensed Practical Nurses
{LPN) Charge Nurses (#1, #2, #3 and #4), on
10/15/11 at 10:27 AM, 12:21 PM, 12;26 PM, and
3:00 PM, respectively, reveated they were unable
to give an explanation why the pharmacy
recommendations were not addreased on a
moenthly basis.

An Interview with the Adminlstrator, on 10/15/11
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at 11:30 AM, revealed the facility had no system
in place to identify if the physician was notified of
the recommendations, however, she expected F 490
the Pharmacist to address it in the Quality 483.75
Assurance meeting If recommendations were not EFFECTIVE ADMINISTRATION/
acted upon. RESIDENT WEL)-BEING
F 490 | 483.75 EFFECTIVE I 480 What correetive aetion will be accomphished
g8=K | ADMINISTRATION/RESIDENT WELL-BEING for those restdemts found to have been
nficcted?

A fadllity must be administered in a manner that
enables it to use its resources effectively and
efficiently to attain or maintain the highest
practicable physical, mental, and psychosociat
well-being of each resident..

This REQUIREMENT is not met as evidenced
by:

Based on Interview, record review, and review of
faciiity policy and procedure it was determined the
facility failed to be effectively/efficiently
administered in a manner that maintalned the
highest physical well-being for eight (#6, #8, #13,
#14, #15, #16, 17 and #18), of nineteen
sampled residents. The facility failed to have an
effective system to ensure pelicy and procedures
were implemented related to the completion of
physician ordered taboratory tests to monitor
Coumadin therapy. The facility also failed to
ensure Quality Assurance audits for laberatory
tests were completed monthly. (Refer to F328
and F520)

Resldent #18 received 8.0 miliigrams {mg} of
Coumadin every day. A Prothrombin (PT) and
International Nofmafized Ratio (INR) fest was
completed at the facllity on 08/18/11 with results

o On 10/17/20L]1, an Administrative Nurse
conducted 1 charl Lab Audit o residents #6,
48, #13, #14, #15, #16, #17 and #1% o
catablisgh PT/TNR lab tesls are cument and
completed jn o timcly basis por Physician
Orders.

o On 1171772011, a Corporate Officor conducted
n chart rewiew of resident #6, #8, #13, #14,
H15, #1G, #17, and iR aod determined that
PT/INR is current, corveet Coumadin dose s on
Medieation Adwministrotion Record, and next
PT/INR i3 scheduled in aceordance with
phyalcian order.

How the facility will identily other residents

having the potential to be affected by the same

deflcient practice?

s Al residonts reaciving Coumadin therapy have
the potential to be affected by this atleped
deficient practice,

e On lhe weeks of 102172011, 103122011,
V3772001, and 11/14/20§1, an Administrative
Nurse completed a chinet Lab Audit on the
remainder of current residents fo determing 1ab
teats are currénl and completed in A timely
hasis per Physician Orders,

What menswres will he pot into plnce or

aystemie changes minde to cngure thal the

deficlent practice will not reeur?

« On  J0/12201), Comorate = Complisnce

Director, RN in-gerviccd Administrator and

Direcior of Nursing on Lab Aundit completion,

gorrective nction, and scheduling,

On 10/16/2011, Lab Policy, Jaboratory test

protocol, Lab Tracking Policy, Lab Tracking

forms, Physieizn Orders Policy were revised
and PT/INR and PTT logs were developed, by
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of a PT of 27.2 seconds and an INR of 2.5
(normail range PT 12.3-14.4 seconds and INR
2.0-3.5). Resident #18's physician ordered a
repeat PT/INR be completed in one month {due
on 08/18/11), However, the PT/INR was not
abtained untlt 10/11/11, iwenty-three days iate,
with critical resuits of a PT of 58.2 seconds and
an INR of 6.5. The physician was notified and the
resident's Coumadin was held for three days and
restarted at & decreased dose of 6.0 mg per day.

The Administrator's failure to adminiater the
facliity in a manner that enabled it to use its
resources o ensure policy and procedures were
Impiemented to ensure the monitoring of
Coumadin therapy was completed per physician's
orders, caused or is likely fo cause serdous Injury,
harm, impairment, or death to a resident,
Immedtate Jeopardy was determined {o exist on
09/18/11.

An acceptable Allegation of Compliance {AoC)
was received on 10/19/11, immediate Jeopardy
was verified removed on 10/18/11, as alleged in

-the AoC, prior to exit.

The findings include:

A review of the facility's Lab Policy, dated
06/25/09, revealed upon the receipt of a Iab order
from the physician, the lab order should be
transferred to the lab book at the nurse's station
and the order should be faxed to pharmacy.

A review of the facility's policy, "Quality
Assurance and improvement,” undated, revealed,
"This is the monitoring and evatuation of the
quality and appropriateness of resident care and

the Cormporale Complisnce Director, RN to add
clarification of ocmployes rosponaibifitics to
catablish a congistent system for obtaining a
Inbornlory test order, transeription of that order,
and averall tracking of Hic Jabomtory process,
On 10/16/2011, CQI Tool N-20 “Laboratory
Monitoring and Pollow Up™ swns revised and
implemented by Cotporate  Camplianee
Director, RN,

On 10/1687201F, CQl Toof C-2 “Corporate
Review of Lab and Pharmacy
Recommendafions Audits™ was developed by
Corporate Complinnea Dircetor.

On 10/16/2011, Administrator was counseled
o and ye-educated by Corporate Compliance
Dircctor, RN on foilure to oadminister the
facility in 2 manncr that cnablea it te use s
resolirces effectively and efficiendy (o attain or
maintain  the bigheat practienble physieal,
mental, aixd psychossocial well-being of cach
resident.

Administrator  compleled N-2{0 “Laboratory
Maonitering and Follow Up” on 10/17/2011 on
reaidents with orders for PT/INR labotatory
tests 1o monitor Coumnuodin therapy.

On V1772011, reviscd Lab Tracking f(orms
ond PT/INR and PTT logs were implemented.
Prior to implementation, Corpomte
Compliance Direetor, RN in-serviced the Ward
Clerk on how to complele and track labowmtory
resules using the fonms ag assigned.

On 10/1722011, Administratar, Corporale
Complianee Disector, Director of Nursing and
Medical Director mel 10 discuss new ond
reviscd policies from 1B/16/2011, auditing, QA
uctlon pians, and staff training nceds (o invotve
Medieal Director wilh the cstablishment of an
effective system fo manitor Coumadin theeapy
and complete PT/INR laboratory tesling in a
timely hasis per physician's orders .

On 10/17/2011, the Dircctor of Nursing was in-
seiviced on the revised Lab Policy, Inboratary
test protocal, Lab Tracking Policy, Lab
Tracking forms, Physician Orders Policy, and
Phamnacy Recommendation  Policy  were
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services with a focus on continuous
mprovement, Data is collected about
appearance of care and services of care (threugh
the use of indlcators} and are monitored and
assessed regularly to determine whether desired
outcomes are reached,”

An interview with the Assistant Director of
Nursing's (ADCN}, on 10/13/11 at 2:35 PM,
revealed she was responsible to audit the
laboratory tests on a monthly basis. She also
revealed part of the lab audit included scheduling
the labs to be completed for the next month, Per
interview, ¢ha did not complete the lab audit far
August 2011,

An interview with the Director of Nursing (DON),
on 10/15/11 at 10:00 AM, revealed it was the
ADON's responsibiiity to conduct laboratory
sudits at the end of every month to ensure &l
scheduled iabs were completed. He stated the
ADON resigned at the end of August 2011 and
the lab sudit was not completed for August 2011,
He revealed it was his responsibility to complete
the audit after the ADON resigned; however, this
wag not completed for either August or
Septamber 2011. Per Interview he was not aware
scheduling the lab tests for the upcoming manth
was part of the fab audit, Therefore, the
iaboratory tests were not scheduled for
September 2011.

An interview with the Administrator, on 10/15/11
at 11:30 AM, revealed the Iaboratory orders were
wrilien In the lab book to ensure the labs were
drawn, Further interview revealed a monthly lzb
audit should be conducied by the ADON, or by
the DON in the ADON's absence, to ensure the

» On 10/17/2011, Director of Nursing In-serviced

"On §1/72011, Corporate Complance Dircotor,
RN completed an in-servico with Charge

Corportile Compliance Directlor, RN,

Charge Nurses regarding Lab Policy, Tab test
protocol, Eab Tracking Policy, lab Iracking
forms, Physiclan Ordets Policy, and PT/INR
and PTT Leg forms, '
On 10/28/20t1, Administrator and Quality
Assyrance  Commidce met  with  Medicat
Director  rteviewed  Unusual - Oceurrence
Reports, including thoss for lab and medication
errors, and plan of comcetion/interventions in
place,

On 11/3/2011, NF Lab Policy was rovised, by
the Corporate Compliance Directar, RN, to ndd
clarification reparding the {racking of the
lnboratory process fo eombine former Lab
Policy and L.ab Tracking Policy.

Nurses and Ward Clerk on revised NI Lab
Policy.

On /1141, Compprate Compliance Dircctor,
RN in-serviecd on NF Lab Policy during the
monthly staff meating.

CQ Tool W-20 “Laboratory Monitering and
Follow Up™ was completed by Direclor of
Nurging on 102472011, 103172004, 11/7/2011
and 11/14/2081,

On [1/14/2011. a new staff position was
ereated for ¢ Lab Nurse, RN who wouid be
reaponsibic for cnsuring PT/TNR, Iaboratory test
arc completed as scheduled, tracked according
to policy, responded Lo in a timely manngr, and
oudiled per schedute,  The Lab Nurse, RN
began oricntation with Corporste Compliance
Director, RN an 11/14/201% and work under
the supervision of Director of Nursing and
Comporate Compliance, RN until orlentation is
compleie,

Corporate Compliance Dircetor, RN corpleted
CQIi Teol C-2 “Cormorntc Review of Lab and
Pharmbcy Recommendstions  Audits™  on
1071772041 and 117172011,
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labs were being completed as ordered. She was
aware the lab audit had not been completed for
August and September 2011, but was not aware
schedufing the lab tests was part of the audit
process.

Record review of Residents #8, #8, #13, #14,
#15, #18, #17, and #18, revealed the facility faited
fo ensure these residents, who were on
Coumnadin therapy, received laboratory testing
per physician's order, to ensure monitoring of
therapeutic levele and the appropriate dosage of
Coumadin was maintained.

The facillly failed to obtain Resident #18's
Coumadin fevel on 08/18/11, resulting in a critical
PT/INR level on 10/11/11 of 56,2/6.5,

An acceptable Allegation of Compliance was
received on 10/19/11 and detailed the following:

On 10/18/11, the Administrator was counseled on
and re-educated by the Corporate Officer on
failing to administer the facility it a manner that
enables it to use its resources effectively and
efficiently to attain or maintain the highest
practicable physical, mental and psychasocial

.well being of each resident.

A Corporate Review of the Lab Audit was
completed on 10117/11 by the Corporate Officer,
A review of the Lab Audit wili be conducted

rmonthly by the Corporate Officer.

Verification of the removal of Immediste Jeopardy
was completed as follows:

A review of the counseling form, dated 10/16/11,
and interview with the Administrator, revealed she

new hire inforuation pacl: by Administrator for
Licensed Nurses (o provide responsible staff
with education on the facility policy prior to
aricntation,

» On 11/19/201), Adminisirztor contracted with
a Mursing Consultant Compony to nssist jn
providing continuous quality improvement,
training facility nursing stall, maindain the
hiphest practicable physfeal, mental, snd
paycho-socisl well-being of facility residents,
improve QA Commillee functions, and monkior
nursing staff complianee with State and Federal
Repulations and  facilly  pollcies  und
proccdures,

o« On 112172011, Administrator will revicw
revised policics, forms and pian of comection
with Medical Director and other Quality
Assurance  Committee  members  during
November QA Meeting.

o On 11222011, Charge Numscs and Medicotinn
Wurses will be in-serviced by Director of
Nursing to provide conlinuing education on
Administering Medieations Policy, NF Lsb
Policy, Physician Orders Policy, Phsmmacy
Reccommendations Policy and repercussions of
significant mcdication eors due 1o not
following “Five Rights of Medieation
Administration”.

How docs fhe [acility plan to monitar its

performanee to ensare that solutions nre

sustained?

« The Dircetor of Nursing will complete CQI

Tool N-20 “Laboratory Monitoring and Follow

Up" twice monthly for 30 days. then monthly

thereafter to detormine PT/INR lab tests are

curfent and completed in o timely bosls per

Physician Orders.

Comporate  Compliance Dircctor, RN will

complete CQI Too! C-2 “Corporate Roview of

Lab and Pharmacy Rccommendations Audits

montily to determmine QA lab audit, N-20

“Labotatory Monitoring and Pollow Up”, N-30

“Consultant Monitoring and Follow Up”, and

FORM CM5-2567(02-99) Previous Veorsions Obsolete Evonl ID: 10D 144 Faciity [D. 1003985 If continuation sheet Page 31 of 28




DEPARTMENT OF HEALTH AND HUMAN SERVICES
CENTERS FOR MEDICARE & MEDICAID SERVICES

PRINTED: 14/10/2011
FORM APPROVED
OMB NO. 0938-0301

!
Ii
!
i
b
+

STATEMENT OF DEFICIENCIES (X1} PROVIDER/SUPPLIER/CLLA (42} MULTIPLE CONSTRUCTI
AND PLAN OF CORRECTION IDENTIFICATION NUMBER: ) o ‘xs’géﬁfé’éﬁf"
A, BUILDING '
C
185 B. WING
— 400 1012012011
N -
OF FROVIDER OR SUPPLIER STREET ADDRESS, CITY, STATE, ZiP CODE
HEARTHETONE PLACE E08 ALLENSVILLE RCAD, P.O, BOX 427
ELKTON, KY 42220
o) SUMMARY STATEMENT OF DEFICIENGCIES - D PROVIDER'S PLAN OF CORRECTION
PRERIX (EACH DEFICIENCY MUST BE PRECEDED BY FULL PREFIX {EACH CORRECTIVE ACTION SHOULD BE eougﬁ:}m.\‘
TAG REGULATORY OR LSC IDENTIFYING INFORMATION) TAG CROSS-REFERENCED TO THE APPROPRIATE DATE
. BEFICIENCY)
F 480 | Continued From page 31 F 480 quirterly  in-services are  completed s
was counsel 6/11 re i scheduled.
ed ?n 10716711 related to l.lsmlg her & Director of Nursing will present ohscrvations
rasources effactively and efficlently to attain or to Quality Assurance meeting with Medical
maintain each resident's highest practicable Director.
physical, mertal and psyshosocial well being.
She stated she was trained on using the
resources and ensuring staff assighed to conduct
certain duties were completing those dutfes. Compliance Date 1 1/29/2011
A review of the Review of the Lab Audit
completed by the Corporate Officar revealed it 4.3.5??5{1)
was conducted on 10/17/11 and all Labs were OA COMMITTEE-MEMBERS/MEET
completed and the physician's was notified with QUARTERLY/PLANS
new orders received and carried out,
Whnt correetive sction will be nccomplished
. . for those residents found {o have bheen
Based on the above interviews and record affeeted?
reviews, it was determined the Immediate « On 10/17/201), m0  Administrative Norse
Jeopardy was removed, effective 10/18/11, as ;?L"P':‘t‘;d QpLab ;\“dﬂdfj:; {;5’:“’";-‘ t“'fh K3,

. . . W5, 416, an o determine
alleged in the“ Afc with the scope and Se"e“‘! lnboratory monitoring for Cowmadin theropy
fowered to a "E" based on the need of the faciity wns completed per physician's order.
to continue to eveluate the implemantation of « On 11/1772011, n Corporate Officer conducted
changes and quality assurance activities. :rliimfitl gﬂ;}f‘; of chi‘d;m 36:1 #e, 13, #IM-

115, X , n and determingd that
F 520 | 483.75(0)(1) QAA F 520 PTANR is cumrent, correct Coumndin dose is on
ss=k | COMMITTEE-MEMBERSMEET Medication Administration Record, and next
QUARTERLY/PLANS PT/INR is scheduled in nccordance with
physician arder, .
How the Mcltity will ideatify other residents
- . hinving the potentint to be affected by the same
A facility must maintain a quality assessment and deficieut practice?
assurance committee consisiing of the director of o An Administrative Norse completed a QA Lab
nursing services; a physician designated by the /j'\‘;‘;:f; f;"‘;"’"el”':“l'"'“é residents, the "“?‘:Ik ‘:f
il ‘ ., o determine remaining residents
faclif!ty: and at least 3 other members of the laboratery services were completed peor
facility's staff, physician.
¢ On the wecks of 10/17/2011, 10/2472011,
The quality azsessment and assurance 10/3342011, llgﬂ@i i, nn!d Llfllzugolld, an
i ; Administeative Nurse completed u lub aodil to
'commntge meets at least quanaf!y to identify determine PT/INR Jab fecsts arc cument and
issues with respect to which guality assessment completed in & time basis per Physician's
and assurance aclivities are nacessary; and Otder.
develops and implements appropriate plans of
action to correct identified quality defidencies.
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A State or the Secretary may not reguire
disclosure of the records of such commitiee
except insofar as such disclosure is related to the
compliance of such committee with the
requirements of this section.

Good falth attempts by the committee to Idenilfy
and correct quality deficiencies will not be used as
a basls for sanctions.

This REQUIREMENT 1s not met as evidenced
by:

Based on Interview, record review, and faciiity
policy and procedure review It was determined
the facility failed to implernent the Quality
Assurance Commitiee's plan of action to ensure
labs were drawn according to physician's orders.
The facllity fafled to conduct a Jab audit at the end
of Augusat 2011 {(which should idantify omitted
{abs in July 2011 and the scheduling of all routine
iabs for September 2011). The facility'a fallure
resulted in eight (¥6, #8, #13, #14, #15, #16, #17
and #18) of nine resldents on Coumadin not
having PT/NR levels drawn, in the selecled
sample of nineteen. Resident #18's PT/INR was
not completed on 09/18/11, per the physician's
order. Resident#18's PT/INR was not obtained
until 10/11/11, twenty-three days late, with critical
resulls of a PT of 56.2 seconds {(normal
12.3-14.1) and an {NR of 8.5 {normal; 2.0-3.5).
{Refer to F328 and F490)

The facility's failure 1o implemnent the Quality

L]

What measures will be put Into place or
systemic changes made to cnsure that the
defieient praciice will not recur?
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On  10/12/2011, Comporatc  Complianse
Dircctor  in-serviced  Administrator  and
Director of Nursing on Lab Audit completion,
corective action and scheduling,

Oo 10/16/2011, {.ab Peficy, laberatory test
protocol, Lab Tmcking Policy, Lab Tracking
forms, Physician Orders Policy wero rovised
and PT/INR and PTT logs were developed, by
thc Corporate Complianec Dircetar, RN to add
clarification of employce responsibititics (o
catablish & consistent system for obaining o
Inboratory test order, transcription of that order,
and overall tracking of the Inboratory process,
On 10/16/201), CQI Tool N-20 “Laboratory
Monitoring and TFoitow Up™ was revised and
implemented by Corporate  Compliance
Director, RN,

On 10/16/2011, CQT Tool N-30 “Consultant
Maniioring and Fellow up”™ was revised, by
Administrator,

Oun 101672011, CQI Tool C-2 “Corpornie
Review of lab and Pharmacy
Recommendations Audits™ was revised and
implemented,

On 107/16/204 [, Lab Policy was revised, by the
Comorate Complisnce Dircctor, RN, to add
ciarification reparding the 1racking of the
Inboratory  process  to  provide  further
clorification for Charge Nurses and Ward
Cletk,

On 10/1772011, revised Lab Tracking forms
and PT/INR and PTT logs were implemented,
Prior  to  implementation,  Corporato
Comipliance Dircetor, RN inservice the NF
Ward Clerk how {0 compleic and trock
labaretoty results vsing the forms as assigned.
Qn 107577201 1, the Director of Nnrsing was in-
serviced on the rovised Lab Policy, iaboratory
test protocol, Lab Tracking Policy, Lab
Tracking forms, Physician Orders Policy, and

Assurance Comrpnttees Acthn P'an related to Pharmacy Recommendstion  Policy  were
faboratory audits, caused or is likely to cause
serious injury, harm, impairmeant, or death to a
i
Event ID:10D114 Fecity ID: 100395 If continuation sheet Page 33 of 38
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resident, Immedlate Jeopardy was determined {o
exist on 09/18/11.

An gcceptable Aliegation of Compliance (AoC)
was received on 1011911, Immediate Jeopardy
was verified removed on 10/18/11, as alleged in
the AoC, prior to exit,

The findings include:

A review of the facility's polioy, "Quality
Assurance and iImprovement," undated, revealed,
"This s the monitoring and evaluation of the
quality and appropriateness of resident care and
services with a focus on continuous
improvement, Data Is collected about
appearance of care and services of care (through
the use of indicators) and are monitored and
assessed regularly to determine whether desired
outcomes are reached.”

An Interview with the Assistant Director of
Nursing's (ADON), on 10/13/11 at 2:35 PM,
revealed she was responsible to audit the
laboratory tests and part of the lab audit included
scheduling the labs to be completed for the next
month. Per interview, she did not complete the
lab audit for August 2011,

An interview with the Director of Nursing (DON),
on 10/15/11 al 10:00 AM, revealed it was the
Assistant Director of Nursing's (ADON)
responsibility to conduct faboratory audits at the
end of every month to ensure all acheduled labs
were complated. He stated the ADON resigned
at the end of August 2011 and the lab audit was
not complated, He revealed it was his
responsibility to complete the audit. However, he

Comorate Compliance Director, RN,

On 10/17/2011, Direator of Mursing in-serviccd
Charge Nurses regarding Lah Policy, lab test
protocol, Lab Tracking Paficy, lab fracking
forma, Physiclan Orders Policy, and PT/INR
and PTT Log formg,

On  10/17/2014, Comporate Comjplisnce
Director, RN comploted on in-service with
Charge Nurscs and Waed Clerk on revised Lab
Polioy,

Administrator completed N-20 “Lahoratory
Monftoring and Follow Up™ on £0/17/2011 on
regidents with aerders for PT/INR lahoratary
tests to monitor Cottmuodin therapy.

On  I0/17/2011, Administrator, Corporate
Compliance Director, Director of Nursing and
Medical Direclor met to discuss new ond
revised policics from 10/162041, suditing, QA
action plans, and slafl training nceds to involve
Medical Director with the catablishment of an
effective system to tonitor Coumndin therapy
und eomplete PT/INR lnboratory testing in a
timcly basis per physicion’s arders,

On 10/47/2011, rovised Lab Tracking forms
and PT/TNR ond PTT fogs were implemented.
Prier  to  implcmentation,  Comporste
Compliance Direclor, RN in-zerviced the Ward
Clerk on how to complete and track taboratory
resulis using the forms as assigned.

On 19/17/20] 1, Director of Nursing in-scrviced
Charge Nurges regarding Lab Policy, lab tast
protocol, Lab Tracking Policy, feb tracking
forms, Physician Orders Policy, and PT/INR
and FTT Lop forms.

On 1072872011, Administrator and Quality
Assurance  Commfttes et with  Medical
Director reviewed Unuswal  Occurrence
Reports, including those for fab and mediceation
errorg, and plan of comrection/interventions in
place.

On [1/3/201 [, NF Jab Policy was rovised, by
the Comporate Compliance Dircetor, RN, to add
clarification rogarding the (racking of the
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was not aware a part of completing the audit was
ta schedule the next month labs.

An interview with the Administrator, on 10/15/11
at 11:30 AM, revealed the DON should conduct
the lab audjt in the ADON's absence. She stated
the lab audit should identify any misaed labs the
previous month, bui she was not aware that one
of the purposes of the {ab audit was fo schadule
the routine labs for the next month.

An interview with the Medical Director, on
10115111 at 10:45 AM, revealed she was made
aware of only one of her resident's miaging a
PT/NR. She stated she was not made aware
residents’ routine labs were not scheduled for
September or any missed fabs in August. She
revealed she expected the facility to notify her
that labs were omitied, due fo the Iab audit not
being completed at the end of August. She
stated she was af the faclilty two to three fimes a
week.

Record review of Residents #6, #8, #13, #14,
#15, #16, #17, and #18, revealed the facility failed
to ensure laboratory monitoring for Coumnadin
therapy was compieted psr the physician's order.
The facility failed to obialn Resident #18's
Coumadin level on 09/18/11, resulting In a critlcal
PTANR level on 1011111 of 56.2/6.5.

An acceptable Allegation of Compllance was
received on 10/20/11 and detailed the following:

On 10M7/11, a complete Lab Audit was
completed oh all current resldents receiving
Anticoagutants fo' ensure lab tests were ctirrent
and comnpleled per physician's orders, A

laboratory procese o combine former Lab
Policy #nd Lab Tracking Policy.

On }1/7/2011, Corporate Complianee Dircctor,
RN completed an in-gervice with Choarpe
Nurses and Ward Clerk on rovised NF Lab
Poliay,

On 11/8/2011, under the supervision of the
Direcior of Nursing, Medication Nurses and
Certiticd Medication Techniclans werc in-
serviced on Administecing Medicntions Policy,
retumn  demonstration  was  observed, and
ahscrvations were used to complets CQI ool
N-16 "Review of Medication Paas™

On 1171072011, CQI Tool N-2% ‘“Ncw
Admission & Tospital Retvrns Revicw” was
written nnd implemented by Administrator and
completed by MDS  Coordinator, on
{141/20t1, to  determine  accuracy  of
physician’s orders and medication
admindstration rccords upon admission and
readmission 1o the facifity.

On 1111711, Comorate Compliance Director,
RN in-serviced on NF Lab Policy during the
monthly stafT mecting,

O 1171472011, a new stafl position was
crcaled for a Lab Nurse who would be
responsible fur ensuring inborstory test orc
complcted as scheduied, tracked according to
policy, responded to in & {imely mnnnee, and
oudited por sehedufe, The Lab Nurge hogan
oricntation  with  Comoratle  Compliance
Director, RN an 11/14/2011,

On 11/14/2033, a new staff position was
created for a Lab Nurse, RN who would be
responsible for ensuring PT/MNR laboratory test
arc complcied az scheduled, tracked according
fo policy, responded to in a timely manner, and
audited per schedule. The Lab Nume, RN
hegen orientation with Corporate Compliance
Director, RN on 11/14/2011 and work under
the aupervision of Ditcctor of Nursing and
Corporate Compliance, RN until oricntation is
complete,

On the weeks of 10/47/2011, 10/2472011,
10/31/2018, L2018, and 13/14/2011, an
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complete Lab Audit will be conducted by the DON
or designee weekly beginning 10/24/11 for four
weekKs, twice monthly for one month, then
manthly thereafter,

The DON was inserviced on 10/12/11 and again
on 10/17/11 on the protocal for conducting a iab
audit.

On 1016411, a CQl tool, Laboratory Monitating
and Follow Up, was revised and implemented,
On 101711, Laboratory Monitoring and Foliow
Up was completed by the Administrator on
current residents receiving Anticoagulants. The
Laboratory Monltoring and Follow Up will be
completed by the DON or designee weaekly for
four waeks, twice monthiy for one month, then
manthly thereafter,

A CQl {ool, Corporate Review of Lab Audits, was
complated 10/17/11 by the Corporate Officer on
residents recelving antlcoagulation therapy,
Comorate Review of Lab Audits will be completed
monthly by the Corporate Gfficer. A Quality
Assurance Meeting was held on 10/17/11 with the
facility's Medical Director to discuss issues
identified, during the abbreviated survey, with
residents on anticoagutants and the plan of action
Impiemented,

Verification of the removal of Immediate Jespardy
was completed as follows:

A review of the-chart lab audlt, revealed a
completion date of 10/17/11, reviewing al! current
residents receiving anticoagulants to ensure
PT/INR tests weré currant and completed per
physician's orders, As of 10/20/11, the first

Adminisirative Nurse completed a lab audit to
determine PT/ANR fab tests are current and
completed in & time bnsis per Physician's
Qzder,,

* Corporate, Compliance Ditcctor, RN comploted
CQ! Tool C-2 “Corporate Review of Lab and
Pharmacy Rccommendations  Audits™  on
[0/17/201 1 ang 11/1772081,

¢« On 11182011, NF Lab  Policy and
Administering Medications was added to (he
new hire information pack by Administrator for
Licenscd Nurses andlor Certified Medication
Technicians to previde responsiblo stafl with
education on the facilily policy prior fo
oricntation.

* On  [I/1872011, Cedified  Mcedicalion
Technicians were in-scrviced on repercussions
of significant medication grrors as a result of
not {ollowing “Five Rights of Administcring
Medications™.

a On 11/19/2001, Administrator contracted with
o Nussing Consultant Compauy to assist in
providing continuous quelily improvement,
training facility nursing staff, maintain the
highest praclicable physieal, mentol, and
psychosooial well-being of facility residens,
improve QA Committce funclions, and menitor
nursing stalf compliance with Statc and Federat
Regufations  and  facility  policies  and
procedures,

» On 1)7212201), Administeator will review

revised policies, forms and plan of correction

with Mecdical Dircctor and other Quality

Assuranee  Comumiditee  members  during

Navember QA Meeting,

On 11/22/2011, Charge Nurses and Medication

Nurses will be in-gserviced by Direclor of

Nursing (o provide continuing oducation on

Administering  Medications Pelicy, NF Lab

Policy, Physician Orders Policy, Pharmacy

Recommendations Policy aud reporeussions of

significans modication errors dus 0 not

following “Five Rights of Medication

Administrafion™,
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weekly lab audit was not due until 10/24/11.

A raview of inservice records revealed the
Director of Nursing was inserviced 10/12/11 and
10717711 regarding the revised lab policy, iab
audits and tracking, physiclan orders, N-20

' laboratery monitoring, and C-2 corporate review

of laboratory monitoring.

An interview with the Director of Nuraing revealed
he received inservielng from the Administrator
and Corporate Consultant Director segarding his
assigned dutles which included performing or
delegating lab audits, and the protocal for nurses
who receive new lab results,

A review of records revealed a CQf tool, N-20,
was revised on 10/16/11. The N-20 CQl tool was
completed by the Administrator on 10717/11 to
ensure laboratory orders were completed per
phyaician’s orders, The firet weekly N-20 CQI tool
was not due as of 10/20/11.

A review of the lab audit, was complieted 10/17/11
by the Corporate Compliance Officer, on

residents receiving anticoagulation therapy. As of
10/20/11, the first monthly CQI audit was not due,

A review of the Quality Assurance Minuies, dated
10/17/11, revealed a meoting was held to make
the Medical Director aware of the issues identified
with residents on anticoagulants and a plan of
action was implemented.

Based on the above Interviews and record
revlews, it was determined the Immediate
Jecpardy was removed, effective 10/18/11, as
alleged In the AoC with the scops and severity

« & The Director of Nursing wili complcte CQI
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om page 36 F 520 How does the facility plan to monitor [is

performance te  énsurc that sobutlons are

sustained?

s A QA lnb sudit witl be conducied under the
supervision of the Dircstor of Nursing twiee
monthly for thinty days. A QA Jab Audit will
be conducted manthly by Dircetor of Nursing
or designec to reestablish o QA review of
Inboratory audits =z a tool to identify and
carrect quality deficicncies.

* The Dircctor of Nursing will complste COQI
Tool W-20 “Laboratory Monttoring and Fatlow
Up” twics monthly for 30 days, then monthiy
thereafier 1o establish PT/ANR fab testz Ao
eurrent and eomplefed in a vimely Lasis per
Physician®s Orders.

« COI Tooi N=16 “Review of Medication Pass”
will he compfeted for the remninder of four
weeks, monthly for three months and then per
CQ! schodule under he supervision of the
Dircetor of Nursing.

& CQI Tool N-29 “New Admission & Hospital
Roturns Review will be complsted monthly for
three months and then per CQI schedule under
the supervision of the Direclor of Nursing,

Tool N-30 “Cousultant Monitoring and Follow
Up™  monthly to dctormine  Planmncy
Rocommendntions are acted wpon in a timely
mannar.

s CQI Too! C-2 “Corporaie Review of Lab and
Pharmacy Recommendalions Audila witl be
compicted- monthly by Corporatc Complianee
Direelor, RN to verify QA lab awdit, N-20
“Laboratory Monlioring end Follow Up”, N-30
“Conzultant Monitoriug and Foltow Up”, and
guartetly  in-scrvices  Ar¢  compicied  as
scheduled.

¢ Director of Nursing will present observatlon
to Quality Assucance mecting with Medical
Direcior.

Compllance Dinte
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to continue to evaluate the implementation of
changes and quality assurance activities.
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