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The statements made on the plan of
The following reflects the findings of the California correction are not an admission and do not
Department of Public Health during the investigation constitute agreement with the alleged £
of Entity Reported Event #CA 00166749. deficiencies herein, B
_ _ This plan of correction constitutes
Administrative Penalty Number: 040005635 Community Medical Centers written credible
allegation of compliance for the deficiencies
Inspection  was limited to the specific Entity noted.
Reported Inmdept .event anvesﬂgatgd anc{ does not Corrective action plan CA 00166149 I
represent the findings of a full inspection of the
facility. T22 DiV5 CH1 ART7-70701(a) Governing
Body
(7} The governing body shall require that the
medical staff establish controls that are
designed to ensure the achievement and
maintenance of high standards of
professional ethical practices including
I . A provision that all members of the medical
Callfom.la Code of. I.:{egul!atlons Division 5, Chap‘ter staff be required to dermonstrate their ability
1, Article 7 Administration.  70701. Governing to perform surgical and/or other procedures
Body. competently and to the satisfaction of an
(a) The governing body shall; appropriate committee or committees of the
: . . staff, at the time of original application for
{7} Require t.hat the medical staff esta.mbhsh controls appointment to the staff and at least eve ry
that are designed to ensure the achievement and two years thereafter
maintenance of high standards of professional
ethical practices including provision that all Finding: )
members of the medical staff be required to ) Failure to ensure the medical staff
d f hei o . d established controls designed to ensure the
emonstrate their ability to perform surgical and/or achievement of professional and ethical
other  procedures competently and to the practices when two attending physicians
satisfaction of an  appropriate  committes or failed to recognize the need to monitor the
committees of the staff, at the time of original e}f;fectz o;w"arfiarm loa Pbalt'lem for whom they
application for appointment to the staff and at least shared clinical responsibility.
every two years thereafter. Governing Body
Based on staff interviews, clinical record review, a.  How thel_corrective action will be
administrative document review, and the Nursing :gﬁzr:xefzyed' both temporarily and
2005 Drug Handbook, the hospital failed to ensure )
Event ID:14QB11 11/26/2008 7:26:26AM
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medical staff established controls that were 1)  Clovis Community Medical Genter
designed to ensure the achievement and (CCMC) Chief Executive Officer
maintenance of high standards of professional g:fEO) dll:cged the t(Z‘.hl:i:31‘t_Nulr‘zslng
. ) e . cer and Corporate Patien
ethical practices when the facility faited to: Safety Officer to report the event
to California Department of Public
1. Ensure the medical staff established controls Health (CDPH). The event was 10.10.08
that were designed to ensure the achievement and reported to CDPH on 10/10/08. s 13
maintenance of p.rofessmn.al. ethical practices when 2) CCMC CEO immediately directed
two of two attending physicians (Doctor (DR} 1 and fast track review of the event
DR 2) failed to recognize the need to monitor the through hospital Quality Patient 1
effects of Coumadin (generic name is warfarin - a Safety Committee on 10/23/08 0.23.08
; F— ; and at Clovis Medication Safety
potentially  dangerous meqlcatton_ whlch~ ‘would Committee on 10/27/08. 10.27.08
prevent the blood from clotting) being administered
to a patient for whom they shared clinical 3) CCMC CEO ensured that the
tesponsibility. (Patient A) event was immediately reported to 10.10.08
Peer Review on 10/10/08,
2. Provide planning, implementation and evaluation 4) CCMC CEO notified the
of medical care when Patient A was given Corporate Chief Executive and
Coumadin (generic name is warfarin - a potentially Chief Operating Officers and the
dangerous medication which would prevent the Chief Quality Officer who then
blood from clotting) by seven of eight Registered notified the Board of Trustees of
, - ) the event and ensured that ail
Nurses (RN's) and one Licensed Vocational Nurse issues identified were 10.10.08
{LVN} without evidence of a ProThrombin "(PT) and incorporated into the quality
an International Normalized Ratio (INR) {(PT - assurance process for immediate
normal range 12.0to 14.7and INR normal range resolution.
0.8tc 12according to the facility's Iaboratory The title or position of the person
reference ranges) tests {(blood tests to determine if responsible for the correction.
the dose of Coumadin was appropriate or too large.
Patient A's PT was 1671 and the INR was greater CCMC CEO
than 20}, Pangnt A was given the medication for A description of the monitoring
eleven days ~without benefit of a blood test fo process to prevent recurrence of the
determine whether the dose was appropriate or too deficiency.
large. If it was an incorrect dose it would cause Act ewed and leted b 08
. : . ions reviewed and completed by 27.
|1n)terna| bleeding. (RN's 1, 2, 3, 4, 5, 6, 7and LVN CEO as of 10/27/08 10
Event ID:14QB11 11/26/2008 7:26:26AM
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pag d. The date the immediate corrective
action will be accomplished.
3. Develop and implement written policies and
procedures for the establishment of safe and 10/10/08 through 10/27/08 10.27.08
effective systems for the dispensing and use of high Medical Staff
risk drugs such as Coumadin (generic name is
Warfarin - a potentially dangerous medication which a.  How the corractive action will be
would prevent the blood from clotting). accomplished, both temporarily and
permanently.
Findings: 1) Physicians involved were immediately
referred to Medical Staff through the
1. Patient A was admitted to the facility on 9/26/08 I\Pnezf_ Revﬁ\: Process on ,:tUHPIOB- The 1410.10.08
) edicine Advisory committee’s peer
fo_r a complaint of shortness of breath by DR1. The review group developed performance
History and Physical performed by DR 1on 9/26/08 improvement plans for both physicians.
included a diagnosis of atrial fibrillation (rapid heart These plans have and continue to be
beat). On 9/27/08, DR 2 wrote an order for Warfarin gﬂ’lew_ets by th; Medri:ﬂ(; FX?:UEVG 5
e . ommittee and reported to the Boar
5 milligrams (mg.) to be gwe.n every day. of Trustees.
The Clinical Pharmacist (Cl Phr) on10/29/08 at 9:34 2} A letter was sent by the Chief Quality
am. stated she had consulted on Patient A during Officer and Physician Chair of Quality 10.21.08
the normal course of her duties. She stated she Patiant Safety Committee to Clovis B
had ) . Community Medical Center Physicians
a reviewed the patleqts chart and bhad alerting them to the new Warfarin Hard
recommended the responsible physician should Stop Process on 10/21/08.
write an order to obtain the appropriate laboratory .
tests which would allow for monitoring the effects of 3) Pharmacy and Therapeutics and
the Coumadin being administered to Patient A Medical Executive Committees
9 : approved on 10/30/08 that pharmacists
She stated the values from the tests were will order a PT/INR on any patient 0.30.08
necessary to ensure the safety of Patient A and the receiving Warfarin who does not have
quality of medical care provided to Patient A. She :l'::?n?arg?srt 3%;23"2?3;:8'?:ng’:§
. - i ibe the
stat.ed she nev.er spoke directly to the physician drug. The pharmacist verifies baseline
caring for Patient A and to the best of her labs (PT/INR) and contacts the
knowledge the order for recommended labs was physician to communicate and/or
never written. request dose as necessary.
. . . 4) Per CDPH Pharmacy Surveyor
On 10/29/08 at 11:30 a.m., during an interview, DR recommendation. a Medical Staff 10.30.08
1 stated he had assumed care for Patient A when
Event ID:14QB11 11/26/2008 7:26:26AM
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) process for Hand-Off Communication
she was admitted on 9/26/08 at 3:20a.m. DR 1 was developed by the Chief Quality
stated he had arranged for DR 2to assume care of OfﬁC_er and approved on 10/30/08 by
Patient A on 9/27/08 as DR 1 would be out of town. Clovis Facility Executive Committee.
DR 1 stated he was yngwarg that DR 2 had written The process was explained and a
an order for Coumadin in his absence. DR 1was verification letter was sent to Clovis ‘1
unaware of Patient A receiving Coumadin on a daily Medical Staff on 11/3/08 by Medical -3.08
basis when he resumed responsibility for care of Staff Office. ‘
P-atlent A on 9/29/0§. DR 1st§ted DR ?glld not tell Compiiance of 82% has been achieved |49 9.08
him that Coumadin was being administered to as of 12/6/08 -
Patient A. DR 1stated he did not thoroughly .
review the chart of Patient A when he resumed The Quality Director will continue to
responsibility of care for Patient A on 9/28/08. DR g:rdn(maunn?crgg:r:tzzlgiﬂ:nw T;)arn;():l\;ymman ' ONGOH‘E
1stated, although he had not written the order for piiance.
Coumadin as the attending physician of Patient A, b. The title or position of the person
it was his responsibility to check the medications responsible for the correction.
being administered. DR 1stated it was his e
. . . Quality Director
responsibility to insure appropriate  laboratory
studies had been ordered to insure quality medical c. A description of the monitoring
care and patient safety. DR 1 stated he was process to prevent recurrence of the
directly responsible for the Jack of quality care deficiency.
which  resulted Ir'll the failure of appropriate 1) Medical Staff Office verified fax
laboratory tests being requested for more than a confirmation receipt of the 10.21.08
week's time. DR 1stated he had failed in his Warfarin Hard Stop Process letter
responsibility to communicate with DR 2 regarding by physicians.
the details for Patient A's care. 2) Quality Director will maintain records
of letter and approvals by Medical
On 10/29/08 at 12:55 p.m., during an interview, DR Executive Committee
2 stated he had assumed care of Patient A on 3) Medical Staff Off e §
108, : edical Sta ice verified fax
9/27/08 ‘ DR 2 stated he had written an grder for confirmation receipt of the Hand- 11.3.08
Coumadin on ©27/08 and had never written . an Off Communication Process letter
order for the appropriate lab tests or the appropriate to physicians.
monitoring of lab tests. DR 2 stated he briefed DR
1 0,
1and toild him Patient A was receiving Coumadin Compliance of 32% has been 12.9.08
. . . achieved as of 12/9/08
on a daily basis when DR 1 resumed responsibility .
of Patient A on 9/29/08. DR 2 stated he was
11/26/2008 7:26:26AM
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Continued From page 4
The Quality Director will continue

directly responsible for the lack of quality care to track and monitor weekly for ONGOING
which resulted in a failure of the appropriate physician communication and
laboratory tests being reguested. compliance.

. ) ) d. The date the immediate corrective
On 10/29/08 at 11:32 a.m., dunng an interview, the action will be accomplished'
Chief Executive Officer (CEO) stated he was _ o 0.08
ultimately responsible for oversight of the medical *Peer Review submission . 1:08

*Warfarin Hard Stop Process letfter

staff asl a means of ensuring quality medical care *Hand-Off Communication latter 3. |
and patient safety. The CEO stated he was aware *Monitoring

of the lack of communication between DR 1and DR

2which resulted in a failure of appropriate Finding:

taboratory tests being requested for more than a 2) Fallure to provide planning, _
implementation and evaluation of medical

week's time. The CEO slatgd he was unaware .DR care when patient was given warfarin by
1 had failed to thoroughly review the chart of Patient eight nurses without evidence of lab tests to
A when he resumed responsibility of care on determine if the dose was appropriate.

9/29/08. The CEO stated he had ultimate

responsibility for the oversight of the medical staff Nursing
with regard to the quality of care rendered and lack a. How the corrective action will
of patient safety for Patient A, be accomplished, both temporarily and
permanantly.

2. Patient A \.'vas admitted to the faciiity on 1) The Nurse Managers counseled the
9/26/08 for complaint of shortness of breath by nurses who administered Warfarin to  10.30.08
Doctor 1(DR 1). The History and Physical the patient.
performed by DR1on 9/26/08 included a diagnosis 2 On1010/08. The N M

3 : : : n . £ 3]
of atrial fibrillation (rapid heart beat). On. 9127108, ) implemente daHear duSiter lgroac%esrssin 10.10.08
Doctor 2 (DR 2) wrote an order for warfarin (brand collaboration with the Pharmacy

name is Coumadin - a potentially dangerous Manager.
medication which would prevent the biood from

clotting) 5 milligrams (mg.} to be given every day. @ lﬁa\gsr:i:ev\l’;r;milg :;(:ieE:SBrgursetharggda

prior to administering the medication.

From 9/27/08 through 10/1/08 at  9:00 p.m., RN 3. If the labs are not ordered, the nurse
RN 4, RN 5, and RN 6 administered Warfarin 5 mg. will call the physician and obtain lab
to Patient A,  On 10/2/08 at 9:00pm. LVN 1 orders. The pharmacy will not
administered warfarin 5mg. to Patient A. On dispense the medication without

10/3/08 at 9:00 p.rm., 10/4/08 at 9:00 p.m., and

Event 1D:14QB11 11/26/2008 7:26:26AM
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Continued From page 5 ' .
baseline labs obtained and
10/5/08 at 9:00 p.m., RN 1 administered warfarin 5 reviewed.
mg. to Patient A. On 10/6/08 at 9:00p.m., RN 7 (b} The daily dose of Warfarin is not
administered warfarin 5mg. to Patient A On administered unless a PT/INR is
L . drawn and documented on the MAR
10/7/08 at 9:00 p.m., RN 2 administered warfarin 5 for that day. If there is not an INR
mg. to Patient A,  There was no documented ordered, the Nurse cbtains an order
evidence of a PT and INR test in Patient A's clinical from the physician gn_d reufiews lab
record for 11 doses of warfarin. results.prlorto administration of
Warfarin. The Nurse contacts the
. _ _ physician with lab results and
During an interview on 10/29/08 at 240 p.m., LVN 1 obtains a new order for Warfarin if
stated it is the responsibility of the nurse needed.
administering warfarin to check a patients PT and After 10/30/08. the N tact
T er , the Nurse contacts
INR before giving it the pharmacist in the event a lab 10.30.08
order (PT/INR} is missing. Pharmacy | a a4
During an interview on 10/29/08 at 2:55p.m., RN 7 will not dispense the daily dose of
stated Patient A should have had a baseline PT Wartarn untlthe PT/INR lab is ONGOING
. . . verified by Nursing. The ication
and INR and daily PT anq INR's 'before giving her Carts are then stocked by Pharmacy
warfarin. RN 7 stated Patient A did not have a PT with the daily dose of Warfarin.
and INR at the time RN 7 gave the medication,
3) No Warfarin is stocked in the 10.10.08
During an interview on 10/29/08 at 3:25 p.m., RN 2 ggt:ﬂrga;zd iﬁfiseﬁﬁgo%'gt at U
stated it is a nurse's responsibility to check the PT 9 g )
and INR before giving Warfarin. RN 2 stated "l don't 4) Beginning $0/10/08 all Nurses in the
think | saw the INR bhefore | gave the warfarin™. ICU, Telemetry and Med-Surg were
educated prior to the start of their 10.10.08
. shift on the Hard Stop Process, THRY
An  excerpt 1all.(en from the . Nursing 2005'D1lrug Warfarin dosing, drug-drug/nutrient 11.3.08
Handbook contained the following under the listing interactions, signs/symptoms of o .
for Coumadin: "Nursing Considerations-Draw blood Warfarin reactions and actions
to establish baseline coagulation parameters before riqmred f°t'} "r‘lon,'t?r ing a'_"rd .
therapy..PT and INR determinations ‘are essential pharmacist/physician notification.
for proper control.. Give warfarin (Coumadin) at 5) Reference provided to nursing of
same time daily. INR range for chronic atrial . symptoms of over anti-coagulation: 10.30.08
fibrillation is 2 to 3.* melena, petechiae, microscopic
hematuria, oozing from superficial
) . . . . injuries such as blood d LIV
A review of Patient A's Medication Administration sthes bleeding from the :‘:nﬁs after
Record revealed the following documentation
Event ID:14QB11 11/26/2008 7:26:26AM
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Continued From 6
' page brushing teeth and excessive
included on each daily printout of the medication menstrual bleeding. Coffee ground
Coumadin: “Drug/Nutrient education e_rnesns;\and ;ltt):ebleedsatre also t
: . P signs. Any of these symptoms mus
required/Coumadin Drug/Drug Interaction. be reported to the physician
immediately.
During an interview on 10/29/08 at 3:00 p.m., the
Chief Nursing Officer (CNQ) stated that although 6) On 10/30/08, the Pharmacy and 1 08
the information advising "Drug/Nutrient education Nursing Managers revised and 0.30.
ired/C di Drua/D Int . expanded the Medication High )
required/Coumadin rug/Drug nteraction was Risk/High Alert policy:
visible to each nurse who read the order and gave (a) Medications- High Risk/High
the medication, they didn't act on it. Alert policy was expanded to
include drugs recommended
) . by the Institute of Healthcare
3. Qn 10/29/08 at .9,30 am., .the Clinical improvement (Getting
Pharmacist (C| Phr) said Pharmacist (Phr) 1 Started Kit: Prevent Harm
entered an order for warfarin (brand name is from High-Alert Medications,
Coumadin - a potentially dangerous medication to How-to Guide). The following
decrease blood clotting) into the computer for ::‘s.ctzle:d:rugslcategorles
Patient A. Computer entries by a pharmacist were i) Insulin IV Infusion,
part of the dispensing process. The physician's Heparin Infusicn and
order written on 9/27/08 in the medical record was Bolus, Concentrated
for warfarin 5 mg (milligrams) daily. The Cl Phr said Electrolytes (Sodium,
N . , . Magnesium and
she wrote on 9/30/08 in Patient A's medical record Potassium),
recommendations for Patient A's physician to order Neuromuscular
an INR test. She also wrote in Patient A's medical Blacking Agents,
record there was a drug-drug interaction between Vasopressors Agents,
. f . | heart rhvth hich Warfarin,
amiodarone (for urrggu ar hea r ythms), whic chemotherapy, and all
Patient A was receiving, and warfarin. The Cl| Phr Epidurals.
said the hospital did not have a formal policy and )
rocedures concerning warfarin. 7) The MAR was revised on 10/30/08
P 9 10 include the statement for Warfarin, |10.30.08
. “High Alert Med: Record daily
At 10:15am. on 10/29/08, the Phr Mgr said the PT/INR. MAR co-signature (RN,
hospital did not include warfarin in its high risk/high LVN, Mid-Level Provider) and patient
alert drugs policy and procedures. education required.”
_ 8) Beginning 10/30/08, all CCMC $0.30.08+
On 10/29/08 a review was conducted of the hospital ) Nugrlses v?ere educated by the Nurse  {11.3.0@
policy titted Medications - High Alert/High Risk with
Event ID:14QB11 11/26/2008 7:26:26AM
LABORATORY DIRECTOR'S OR PROVIDER/SUPPLIER REPRESENTATIVE'S SIGNATURE TITLE (X&) DATE
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i 7
Continued From page Managers on the Medications - High
an effective date of 11/2/07 listed 10 categories of Risk/High Alert policy.
drugs. It did not include warfarin or the category of Nursing educati |
. . ursing education was also
drugs which decre§se blood clott.lng expanded to include the Emergency 10.30-
{(anticoagulants}. The policy and procedures titled Department, PACU, Procedural 11.20.08
Medication Orders - Pharmacist Review read, "..If areas and Surgery on the Warfarin
there are questions and/or concerns, the physician Hlard Stop PFOOESZ- /:\ll edu%ational
: : " classes were mandatory an
will be contacted to discuss these cqncerns. completed by 11/20/08
Further, they read, "If there are questions or
concerns with the medication prescribed, the 9)  All new nurses hired receive training
physician will be contacted before administration to on the Warfarin Hard Stop process  |ONGOIN
the patient” Listed in the document were nine and Medications-High Risk/High
. X . Alert policy prior to administration of
iters but patient safety was not included. medications.
Patient A received warfarin, 5mg, daily for 11 days 10} The Medications - High _Risk/ngh 11.5.08
from  9/27/08 until  10/7/08 according to  the Alert policy compliance is monitored iy
o L by Nursing and Pharmacy daily for AND
medication administration records (MAR). The I —
) i all identified drugs.
medical records did not document that a clotting OMNGAOIN
test (INR or International Normalized Ratio) had (a) The Nu'rsing Unit Qlinical_ .
been ordered until 10/8/08. An INR is used to Supervisor (or designes) identifies
monitor the effects of Warfarin for the dual purposes all patients on High Risk/High
; _ pUFPOS Alert medications.
of adjusting patients' doses and preventing (b} The Nursing Unit Clinical
bleeding. Supervisor (or designee) reviews
compliance for each medication
. ) . . and completes the monitoring tool.
On 10/29/08 at 10:48 a.m_. the phy.swaan for Patient Any medication compliance issues
A, Doctor (DR) 1, said he did not see the are immediately communicated to
recommendations which. were written in Patient A's pharmacy and the attending
medical record by the ClI Phr.  He said, "l p':ysmiatfj for review and
- - intervention.
ovne‘rlogked it. It was ' my responSIbllltf for (¢) The monitoring tool is submitted to
reviewing the recommendations and it was "a lack the Nurse Manager for review
of quality care” DR 1said "I would order a {d} The Nurse Manager will submita |1 /2009
baseline INR." A baseline INR was one which was "S"'C}mthlycfepol? to quality_ Patient
£ ; " in, afety Committee for unit
ordered before a patient began receiving warfarin compliance until 100%
compliance rate is achieved for 3
On 10/29/08 at 10:49am., Dr. 2said he was months.
aware of the drug interaction with amiodarone and
Event ID-14QB11 11/26/2008 7:26:26AM
LABORATORY DIRECTOR'S OR PROVIDER/SUPPLIER REPRESENTATIVE'S SIGNATURE TITLE (%8) DATE
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Continued From page 8

warfarin but was not aware of the other potential
drug interactions with drugs Patient A was
receiving.

On 10/29/08 at 12:50 p.m., DR 2, who wrote the
order for warfarin said, he did not order an INR test
before ordering the drug. He said it was a regular
practice to order an INR and view the results before
administering the first dose of warfarin. He stated,
"l overlooked the need to order INRs" and it was
"my responsibility for not gefting INRs. He stated,
"l know | made a mistake."”

On 10/29/08 a review was conducted of the
manufacturers' literature for warfarin - which was
approved by the Federat Food and Drug
Administration (FDA} which contained a boxed
warning. The warning related the drug can cause
major or fatal bleeding. Lexicomp, a drug
database, listed the following drugs which may
increase the effects of Warfarin on clotting:
amiodarone, acetarninophen  (for pain  relief),
propoxyphene (for pain relief), and antiplatelet
agents (aspifin). Patient A received amiodarone
and aspirin  from  9/27/08 through  10/9/08 and
propoxyphene and acetaminophen on 10/2, 10/3,
10/6/10/7 and 10/8/08.

On 10/29/08 at 4.00 p.m., the Pharmacist Manager
(Phr Mgr) said there was no documentation Phr 1
had contacted the physician about the order for
warfarin.

b. The title or position of the person
responsible for the correction.

Chief Nursing Officer and Nurse
Managers of ICU, Telemetry, Med-
Surg, and Emergency Department

c. A description of the monitoring
process to prevent recurrence of the
deficiency.

2) Beginning 10/10/08 through
1/2009, the Pharmacist performs 12.4.08
concurrent daily review with the THRU
bedside nurse utilizing the
Warfarin Flow Sheet. Daily 1 /2008
monitoring will be performed until
100% compliance rate is achieved
for 3 months .

4) This is reported to the Nurse
Manager, reviewed by the Chief
Nursing Officer and Quality

1) The Nurse Managers monitored
for 100% compliance by nurses 10.10.08
for education on Warfarin Hard-
Stop Process (beginning
10/10/08) and Medication High
risk/alert policy (beginning 10.30.08
10/30/08) Compliance rate at
100%.

3) Beginning 11/3/08, concurrent 11.3.08
daily review by the Nursing Unit
Clinicai Coordinator {or designee) |THRU
of all High Risk/High Alert
medications for compliance with
policy until 100% compliance rate 1/2009
is achieved for 3 months.

. - . Patient Safety Committee.
The cumulative effects of physician failure to order
the PT and INR for baseline use of anticoaguiants
Event ID:14QB11 11/26/2008 7:26:26AM
LABORATORY DIRECTOR'S OR PROVIDER/SUPPLIER REPRESENTATIVE'S SIGNATURE TITLE (X8) DATE
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Continued From page 9
on Pag d. The date the immediate corrective

such as warfarin; pharmacist not following through action will be accomplished. 10.30.08

with their recommendation; nurses administering “Nurses counseled ll“.M

warfarin without PT and INR baseline; lack of *nzrmtr‘;;’rﬂ?ﬁsfx;:F"e"‘e“te" ‘ﬂ"t‘g

oversight by administration; and no policy and *Education - Hard Stop Process /and 19.10.0%8

procedure  for high alert-high risk use of Bleeding symptoms

anticoagulant: resulted in Patient A's PT being *Ecéqcs}li_?nh—gle:i;atlgons High l|0-30—“.f.03
; i isk/Hi e ic

apnormally proIOﬁged and t.he INR being critically *Educatiognl-New Nzrs:s 'GN‘GO“\T,,:

high. These failures contributed to the death of *Monitoring 1/2000

Patient A, who expired on 10/9/08 after suffering a -

massive bleeding into her brain as indicated by her Finding:

Computed Tomography Scan dated 10/9/08. 3} Failure to develop and implement written

policies and procedures for the
establishment of safe and effective systems
for the dispensing and use of high risk drugs
such as warfarin.

Pharmacy
a. How the corrective action will be

accomplished, both temporarily and
permanantly.

1. Pharmacy Manager counseled the
dispensing pharmacist for this 10.10.08
incident on medication orders and
pharmacist review per policy.

2. Phamacy Manager counseled the
clinical pharmacist for this incident 10.10.08
on the need to communicate
significant clinical recommendations
directly to the physician,

3. Pharmacy initiated a hard stop
process for Warfarin and did NGT 10.10.00
dispense to any patient (hospital
wide)} without verifying a baseline
CBC, PT and INR.

From 10/10/08 through 10/30/08,
pharmacists contacted the physician 10.30.08
for a lab order if the physician did not

Event |D:14QB11 11/26/2008 7:26:26AM
LABQRATORY DIRECTOR'S OR PROVIDER/SUPPLIER REPRESENTATIVE'S SIGNATURE TITLE (X6) DATE
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write a PT/INR order. The
pharmacist did not prescribe the
drug. The pharmacist verified
baseline labs (PT/INR) and when
applicable, contacted the physician
to communicate and/or request:

a. Warfarin dosage adjustments
based on the lab values.

b. Clinically significant drug-drug
interactions

c. INR results (if INR is above goal
range) pricr to dispensing the
Warfarin to the patient. If the
pharmacist could not reach the
physician, Warfarin was not
dispensed until a physician waﬁ
reached. The phamacist would
contact the physician on-call
and proceed through the
Medical Staff Chain of
Command until a physician
could be contacted.

On 10/30/08, Medical Staff
Committees; Pharmacy and
Therapeutics and Medical Executivg
approved authorization for

pharmacists to order a PT/INR on

10.30.0

any patient receiving Warfarin in th
event they did not have a lab order
by the physician. The pharmacist di
not prescribe the drug. The
pharmacists verified baseline labs
(PT/INR) and if applicable, contacted
the physician to communicate and/gr
request:
a. Warfarin dosage adjustments
based on the lab values.
b. Clinically significant drug-drug
interactions

¢. INR results (if INR is above gogl A

range) prior to dispensing

Event ID:140B11

11/26/2008

7.26:26AM
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P

Woarfarin to the patient. If the
pharmacist could not reach the
physician, Warfarin was not
dispensed until a physician

reached. The pharmacist would

contact the physician on-call
and proceed through the
Medical Staff Chain of
Command until a physician
could be contacted.

The Pharmacy and Nursing
Managers developed and initiated a
"Warfarin Flow sheet” used for daily
patient quality assurance tracking
which monitors the patient's
response to Warfarin. The flow shee|
is used collaboratively by Pharmacy
and Nursing to review and documen
the patient’s response to Warfarin.
Upon the patient’s discharge, the
Warfarin Flow Sheet is secured in
the Pharmacy.

(a) The clinical pharracist
evaluates and completes the
"Warfarin Flow Sheet" for all
patients on the drug. During
daily rounds, the pharmacist
has the bedside nurse
complete the "Warfarin Flow
Sheet” from the nursing
perspective documenting
assessment for any signs of
bleeding. The phamacist
reviews and documents the
daily INR prior to Warfarin
being dispensed. The

pharmacist returns the Warfarin

Flow Sheet to pharmacy where
it is stored in the Clinical
Pharmacy Anti-Coagulation
Therapy Tracking binder until

10.10.08

THRU
11.10.08

Event ID:14QB11

11/26/2008

7.26:26AM
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discharge. After discharge, the
Warfarin Flow Sheet is secured
in the pharmacy for quality
assurance monitoring.

(b} INR and Warfarin dose
amounts are documented daily
on the flow sheet by the
pharmacist.

6. All phamacists were educated by
the Pharmacy Manager on the hard | 10.10.0
stop process, Warfarin drug-drug
interactions, lab values, MD contact
process, and implementation of the
“Warfarin Flow Sheet.”

7. The phamacy educational binder in
the phammacy contains potential 10.10.0
Warfarin drug-drug interactions for
pharmacy referral.

8. The Phamacy and Nursing
Managers revised and expanded twg 10.30.08
policies.

a. The Medications- High
Risk/High Alert policy was
revised to include drugs
recommended by the Institute
of Healthcare Improvement
(Getting Started Kit: Prevent
Harm from High-Alert
Medications, How-to Guide).
The following listed
drugs/categories include:

(1) Insulin IV Infusion,
Heparin Infusion and
Bolus, Concentrated
Electrolytes (Sodium,
Magnesium and
Potassium),
Neuromuscular Blocking
Agents, Vasopressor
Agents, chemotherapy,

Event |D:14Q811 - 11/26/2008 7:26:26AM
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Warfarin, and all
Epidurals.
The Medication Orders-
Pharmacist Review policy was
revised to include phammacist
activation of the physician chain of
command on 11/3/08. .

b)
11.3.08

5) On 10/30/08 all Phamacists were
educated by the Pharmacy Manager on
the Medications —High Risk/High Alert
policy including:

a) Drug classifications/High alert
drugs

Pharmacy actions to be taken for
each drug

10.30-
11.3.08

N

b)

Efforts to recruit 2 additional clinical
pharmacists were expedited. Viable
candidates were identified during
October and interviews began
11/04/08. Offer extended to candidate
1 an 11/04/08, but offer declined. Offer
extended to candidate 2 on 11/12/08,
awaiting decision by candidate. Offer
extended to candidate 3 on 12/3/08,
candidate accepted offer.

6
) 10.30.08

oNGO|

7 10.30.0

AND
OMNGO1

Any new pharmacists will receive
training on the Warfarin Hard Stop
process and high risk/high-alert
medication policy prior to medication
processing.

8) On 10/23/08, the Warfarin event was
discussed at Quality Patient Safety
Committee.

10.23.08

On 10/27/08, the Warfarin event was
discussed at the facility Medication
Management Committee.

10.27.0

Event ID:14QB11 11/26/2008

7:26:26AM
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b. The title or position of the person

€. A description of the monitoring

Adverse drug events continue to be
reported through the Quality Patient
Safety committee, medical staff quality
and medication management
committees.

responsible for the correction.

Manager of Pharmacy and Quality
Director

process to prevent recurrence of the
deficiency.

The Pharmacy Manager will monitor
100% completion of education with all
pharmacists. 100% compliance was
achieved on 10/14/08.

The Pharmacy Manager or designee
wiil monitor compliance with daily
Warfarin medication administration and
perform quality review for ail patients,
Review includes tracking the dose and
results of PT/INR for 30 days (10/10/08
through 11/10/08}. This tracking sheet
is located in the Anti-coagulation binde
in the Pharmacy.

The Pharmacy Manager will review all
“Warfarin Flow Sheets” for completion
and 100% compliance for a period of
three months.

Results of the monitoring will be
reported monthly to Quality Patient
Safety Committee and Medication
Management Committees

The date the immediate corrective
action will be accomplished.

ONGOIAG

10.10-
10.14.0

11.30.0

1/2009

1/2009

Event ID:14QB11

11/26/2008

7:26:26AM

LABORATORY DIRECTOR'S OR PROVIDER/SUPPLIER REPRESENTATIVE'S SIGNATURE:

TITLE

(X6} DATE

Any deficiency statement ending with an asterisk {7) denotes a defic
that other safeguards provide sufficient protection to the patients. Except for nursin J
of survey whether or not a plan of correction is provided. For nursing homes, the ab i
the date these documents are made available fo the facility. If deficiencies are cited,

participation.

tency which tha instituion may be excused from correcting providing it is determined

HbGUE are disclosabls 90 days fofiowing the date

naer i o Fbova
in@and{!ﬁam%_’.cﬁf correction ate disdosable 14 days following

{Uvarphh"éﬁﬁﬁéétidn is requisite. fo continued pragram

PECIO R o

.State-2567

|

15 of 16



CALIFORNIA HEALTH AND HUMAN SERVICES AGENCY
DEPARTMENT OF PUBLIC HEALTH

STATEMENT OF DEFICIENCIES (X1) PROVIDER/SUPPLIER/CLIA {X2) MULTIPLE CONSTRUCTION (X3) DATE SURVEY
AND PLAN OF CORRECTION IDENTIFICATICN NUMBER: COMPLETED
A, BUILDING
050492 8. WING 11/06/2008
NAME OF PROVIDER OR SUPPLIER STREET ADDRESS, CITY, STATE, ZIP CODE
CLOVIS COMMUNITY MEDICAL CENTER 2755 HERNDON AVENUE, CLOVIS, CA 93671 FRESNO.COUNTY
{X4) Ip SUMMARY STATEMENT OF DEFICIENGIES 10 PROVIDER'S PLAN OF CORRECTION (x8)
PREFIX {EACH DEFICIENCY MUST BE PRECEEDED BY FULL PREFIX (EACH CORRECTIVE ACTION SHOULD BE CROSS- COMPLETE
TAG REGULATORY OR LSC IDENTIFYING iNFORMATION) TAG REFERENCED TO THE APPROPRIATE DEFICIENCY} DATE
10/10/08 all phamacists on shift were
educated. Pharmacists on vacation or 10.0
leave were educated prior to the 10.10.
beginning of their first shift back. All
new pharmacists will receive this
education.
Event ID:140B11 11/26/2008 7:26:26AM
LABORATORY DIRECTOR'S OR PROVIDER/SUPPLIER REPRESENTATIVE'S SIGNATURE TITLE (X8) DATE

Any deficiency statement ending with an asterisk (*) denoles a deficiency which the institution may | be 8 excused from correcting providing it is determined
that other safeguards provide sufficient protection to the patients. Except for nursmganes tﬁ_é fmdmgs ahove are disciosable 90 dpys following the date
of survey whether or not a plan of correction is provided. For nursing homes, the ab f’wdmg:s and pfans of correction are disclogable 14 days fallowing
the date these documents are made available to the facility. If deficiencies are cltedtﬁpppv&d plan of correction is requisite to cuntlnued program
participation,
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