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NAME OF PROVIDER OR SUPPLEER STREET ADDRESS, CITY, STATE, 2iP CODE
COMMUNITY HOSPITAL OF THE MONTEREY 3626 Holman Hwy, Monterey, CA 93840-5002 MONTEREY COUNTY
PENINSULA
Py 0 SUMMARY STATEMENT OF DEFICIENCIES o PROVIDER'S PLAN OF CORRECTION s)
PREFIX {EACH DEFICIENCY MUST BE PRECEEDED BY FULL PREFIX (EACH CORRECTIVE ACTION SHOULD BE CROSS- COMPLETE
TAG REGULATORY OR LBC IDENTIFYING INFORMATION) TAG REFERENCED TO THE APPROPRIATE DEFICIENCY) DATE
A) Main OR/PACU Hand-off Monitor-[12/18/13
Tool created and will be com-
pleted on patients where IV
medication drips are utilized.
TME The form requires confirmations
CAUFORE\BT'EE&EA&HH of the following activities:
OF P * Anesthesiologist-physical
.. ‘ 1 m\k activity stops
m * Surgeon identified
L&Gm\gsslghl : Procedure Btated. '.
wj Intra-op medications reviewgd
* IV infusions labeled
* Labels and clamps checked
* Medication orders entered
* Opportunity provided for
questions
* Patient Label attached.
Responsible Person: Director,
Main OR/PACU
The following reflects the findings of the Califomnia
Depariment of Public Hesith during the investigation B} Medication Added Labels and 10/17/13
of an entity reporied incident conducted on Medication Added infusion labefl
11/13413 through 11/18/13. reminder posted in all OR Suitles
and placed on all Pyxis machires
For Enfity Reported incident CAQ0375600 regarding within the 8 Operating Rooms.
State Monitoring, Medication Emor, a  State Medication labels ordered for
oioiercy e ws. jone: Caloniy ‘tade ot IV medication tubing labeling
Reguistions, Title 22, TN and their use has been imple-{11/16/13
Inspection was limited fo the specific entity r}'lented. The following information
reported incident investigated snd does not i :“—‘E::::j‘m e
: ant findings inspection a 1S umbexr
hospital. - - b * Drug - Amount - Base Solutfion
* Start Time-Date-Flow Rate
* Expiration Date
Event ID:GS1B11 21872014 10:60: 16AM
LABORATORY DIRECTOR'S OR PROVI ATIVE'S

By signing this document, | em acknowiedging receipt of the entine cltation packet.  Papefsl f thiy 12

VW ses.

PN g o

Any deficiency statement ending with an esterisk (%) denctes 8 deficiancy which tha inalitulion may be excused from comecting providing it s determined

that other sadeguands provida sufficient protecion fo tha palients. Except for numsing homes, the findings sbove ere disclosabls 90 deys following the date
of survey whether or not a plan of comection i provided. For nursing hames, fhe shove findings and plans of commection are disclosable 14 days following
the dais thess documents ere made avaiisbia Io the facliity. If deficiencies ane clted, an spproved plan of comeciion is requisite 1o confinued program

paricipation.

State-2567

Page 1 of 12
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AND PLAN OF CORRECTION IDENTIFICATION NUMBER: COMPLETED
A BULDING
050145 B. WANG 11,‘“13
NAME OF PROVIDER OR SUPPLIER STREET ADDRESS, CITY, STATE, ZIP CODE
COMMUNITY HOSPITAL OF THE MONTEREY Holman Hwy, Montsrey, CA §3840-5802 MONT EREY COUNTY
PENINSULA
0%4) ID SUMMARY STATEMENT OF DEFICENCIES ) PROVIDER'S PLAN OF CORRECTION os)
PREFIX (EACH DERICIENCY MUST BE PRECEEDED BY FULL PREFIX (EACH CORRECTVE AC:TION SHOULD PE CROSS- COMPLETE
TAG REGULATORY OR LSC IDENTIFYING INFORMATION) TAG REFERENCED TO THE AJPPROPRIATE DEFICIENCY) DATE
+* Added By
Representing the Califomia Depariment of Public —
was 27000, e Responeible Person: Director,
Heaith Pharmaceutica Main OR/PACU
Health and Safety Code Section 1278.1(c)
::nmu: f:rh.ﬂl'lle g lﬁ; thel A o ll by! C) Memo sent to Anesthesia Services
the time the report is made. in reference to utilization of|12/2/13
IV medications and application
The CDPH verified that the faciity informed the of medication labels.
patient or the party responsible for the petient of tha Subject: Standardization of protogols
adverse event by the time the report was made. on vasoactive medications for Carptid
Endarterectomy Cperations at Co ity
Health and Safety Code Section 1280.1(c) Hospital.
() For purposes of this section “immediate Responsible Perscn: Anesthesia
Jeopardy” means a slluation n which the licensee's Clinical Director
noncompliance with one or more reguiremenis of
licensure has caused, or is likely io cause, serious
injury or death to the patient.
D) Review of the first 15 out of
.?EE O'::’iﬂ{sl;q‘(cv CONSTITUTING IMMEDIATE 20 MOR/PACU Hand-Qff Monitori
: checklists have been completedf12/18/13
Calfomi Cod of Regulstions. T22 DIV6 CH1 Data collected will be submitt
{g) No druge shall be edministered except by i
licensed personnel authorized lo administer drugs Regponsible Person: Director/Assistant
and upon the order of a person lewfully authorized Director MOR/PACU
fo prescribe or fumish. This shadl not preciude the
administration of aerosol drugs by respiratory
therapists. The order shell include the name of the
drug, the dosage and the frequency of
administration, the route of administration, ¥ other
than orel, and the dale, time and signature of the
prescriber or fumisher. Orders for drugs should be
written or transmiited by the prescriber or furnisher.
Event ID-GS1B11 218/2014 10:58: 16AM
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TAG

SUMMARY ETATEMENT OF DEFICIENCIEE
[EACH DEFICEENCY MUST BE PRECEEDED BY FULL
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PROVIDER'S PLAN OF CORRECTION oa)
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Bssed on interviewe and medical record and
document review, the hospital falied to provide safe

intrevenously (IV, directly through the vein) without
a physician order, resulting in a medication error.

The medication error contributed fo the significant
medical complications the peatisnl expsrienced
during the recovery period after a carotid
endarterectomy (a surgery fo remove plaque
bufid-up in the large artery on the side of the neck
to prevert strokes). The complications included a
*biown patch® {(a paich sewn on the arlery during
surgery fthat was blown off), profuse blseding,
requiring tracheostomy (surgical opening through
the neck inlo the (rachea), one-hour code (an
emergency situation where immediate medical
aitention was required) with cardiopulmonary
resuscitation (CPR, emergency procedures fo
revive unresponsive patient), and a reflum fo
surgery. Consequently, the patient suffered from
anaxic brain injury (injury caussd by lack of oxygen ,

21804
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after surgery.
Findings:

conductsd on

at 5:48 a.m.

to the brain), loss of consciousness, and never
regained consciousness. Patlent 1died 11 days

On 11143, the California Department of Public
Health received a reporl from the hospitel indicating
a potential cave management event related to a
patient’s death associsted with a medication ervor,

Patient 1was admitied 1o the hospital on [
for an elective carotid endartereciomy. Her
diagnoses Included high blood pressure (BP), a
3D-year hisfory of smoking, kidney cancer, and
carofid artery sisnosis (constriction of the mner
surface of the large artery In the neck). The
medical record Indicated the surgery was

transferred fo the post anesthesia care unit (PACU)

During an interview on 11/13M13at 11am. In the
presence of the operating room (OR) diractor and
the risk management director (Admin A), the PACU
nuree (RN A) said she was the nurse assigned to
care for Palient 1 after the surgery. She sald when
she recefved Paient 1from the OR, there were fwo
IV bags hanging on the IV pole: a big bag of Nipride
{nitroprusside, medication for immediale reduction
of blood pressure in hypertensive crises or o fowsr
blood presswre to reduce bleading during surgery)
and 8 small bag (100 milliliters) of Neoc-Synephrine.
RN A said she did not know the small bag

contained Neo-Synephrine bacause, she was told

She was

2/18/2014 10:58:18AM
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later, & had a small while tape label and was facing
the wall, so she did not see if. The Neo-Synephrine
bag was not in use (meaning not running or run by
the pump), howsver, the IV ftubing was still
connecied to the patient.

During this interview, RN A said the
anesthesiologist (MD A) had mixed (prepared the
medications) the Nipride and Neo-Synephrine bags
in the OR end wes administering the medications
transfered to the PACU, the Nipride was
running, and the Neo-Synephrine was tumed
The Nipride was later tumed off due to BP
below the prescribed parameters. She said
typically, In her 10-year experience in the PACU,
patients coming from the OR would not have orders
for Nipride or Neo-Synephrine. RN A said during
the hend-off (process of passing patient-spacific
information from one caregiver to another, or from
ohe feam of caregivers to enother), it was not
communicated to her fthere was a bag of
Neo-Synephrine.

During the same interview above, RN A sald post

31

§

to the medication emor. RN A said shorlly afier the
Nipride was tumed off, the BP started going up.
She said she geve the patient two doses of
labetalol (to freat high BP) 25mg each but they
did not help. The medical record showed the
labetalol doses were given at 10:15a.m. and 10:20
am,

2/1822014
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g
it
5

when the infusion set is removed from the
pump). RN A said she was "keeping an eye out on

the petiert constently® and at the same time trying
“clean up” the IV tubing fo get the patient ready

transfer fo the Intensive Care Unit (ICU). By
this,

Event ID:GS1B11

2182014 10:58:16AM
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PREFIX
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ined. RN A said, "R was just a matier of
seconds.”

The manufacturer of Neo-Synephrine
{(phenylephrine) indicates it is a powerful
vasoconstrictor, ®» dnug that causes the blood
vessels f0 constricd, which causes en increase in
arterial blood pressure. it is intended for the

of the high-alet medications, thoss that bear a
heightenad risk of causing significant pafient ham
when they are used in eror.

On 11/13/13 at 1:05p.m., in the presence of Admin
A and & medical record stafi, MD A said he mixed
the Nipride and Neo-Synephrine bags for patient
use in tha OR (medicstion vials were added fo a
base solution; all were obtained from the automated

<
2
2
g
e
£
g
&
g

Event ID:GS1811
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defarnined Patiet 1 may nesd the Nipride a
Neo-Synephrine in the PACU, therefora, did not
the

disconnect the IV fines from the
patient left the OR. MD A further expisined when
he was later called in for immediate help, he

played a role in the complications the patient
experienced, MD A said, "Certainly. It incressed
the blood pressure. That's what caused the
problem.”

On 111313, a review of an anesthesia note
addendum, dated 11/13/13, indicated MD A
"discoverad the medication bsg labeled
Neo-Synephrine 10mg/100mi open to patient.

During an interview on 11/1313at 1:50p.m.,

:
g
:
i4;
:
i

10:58:16AM
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the increase in the patient's BP, but whether Il was
the only factor causing the complications, she sald
the hospital could not make that determination.

During the Interview above, Admin A provided the
8.5x 4.75inch Instruction Shest, which came with
every IV tubing set (SmariSite Infusion Set, made
by CareFusion, used to deliver Neo-Synephrine for
Patient 1) t had a clearly written all-caps
Instruction wunder Waming: “TO  PREVENT
FREE-FLOW, CLOSE SET CLAMP WHEN
SAFETY CLAMP ON PUMP SEGMENT IS

OPEN."

A review of 10/2011 CareFusion's publication online
tiled “"Alaris Pump module FAQs" on 1171813
reflected that the set roller clamp is the primary
safety mechanism to regulate the infusion rate and
to prevent or stop flow to the patieni The safety
clamp is the secondary safety mechanism.

(http:/fwww carefusion.com/pdf/infusion/clinical_doc
umentation/faq_tip_sheets/IF0808-02_Alaris_Pump
_module_FAQ.pdf, accessed 11/18/13).

The PACU record indicated the following of Patient
1's BP (obtained from arterial Ene) and other

mmumcuuym-

Time 8P Assessments

g:58am. 138/51 asleep, sedated

10:00 a.m. 13352 patient siates no signs of pain

10:05 am. 13644 patient more awake; able to
cough

10:10a.m. 146/55 patient reporis headache;

weak movement

21812014

Event ID:GS1B11

10:58: 16AM
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10;15a.m. 152/57 patlent states moderate
paln headache; awake,
conversant; orlented to
person, place, situation

10:30 a.m. 157558 patient states moderate pain
headache

10:40a.m. 161/56 patient stales moderate pain
headache; medication;
effective for short intervals

10:45 a.m. 214/86 patient states severs pain
right neck surgical site

During a review of the abowe information with the
OR director on 11/13/13at 445p.m.. he said he
thought the medication eror happened sometime
between 10:40a.m. to 10:45am. (on - 88
fhe blood pressure ncreased significantly during
thet period.

Lexi-Comp online, a nationally recognized dnug
informafion resource, indicates Neo-Synephrine has
an immadiate effect when given intravencusly.

On 11/113/13, a review of Patient 1's medical recond
ravenled there was no physician order fo edminister

Neo-Synephrine post-surgery. This was confirmad
with Admin A and OR director on 11/13/13 at 4:50

indicated
carotid artery (large bicod vessel in the neck) to
the plaque and a Hemashield paich (an

10:58:16AM

Event ID:GS1B11
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grafting) was sewn in piace. [t indicated the patient
had a succeesful surgery, was awakened in
recovery room in good condition.

The second Operstive Report, dictated

indicated the surgeon was called emergently fo the
recovery room because of respiratory (breathing)
distress. It indicated “the patient had suffered an
episode of eevere hyperiension (high biood
pressure), followed by massive rapid bieeding into
the neck, requiring an sttempt at intubstion (a tube

wes trangported back fo the OR for a second
surgery fo remove the Hemshleld paich and fo
close the wound.

The Discharge Summary, dated [l ncicated
Patient 1suflered from ‘“anoxic brain injury afier
prolonged hypotension due to a cardiac code."

|

respiratory  faflure, ‘“pulseless electrical cardiac

i right carotid endariereciomy on
il .,
right endarterectomy with complications with a
blown patch and profuse blesding, hypotension
requiring & (lracheostomy, and {1-hour code with

CPR"
The medical recond revealed Patient 1was

transferred to the ICU afier the second surgery on

was put on comfort care onfJJJJJJllj =~

2na2014

Event ID:GS1811
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she died onffl. 11 days sfier surgery.
RN A's administration of Neo-Synephrine to an
already hypertensive patient with a fresh carotid
arigry paich without an order has caussd, or was
likely to cause, serious injury or death o the
patient, and therefore constitutes an immediate
jeopardy within the meaning of the California Heaith
and Ssafely Code Section 1280.1(c).
This facility feiled to prevent the deficiency(ies) as i
described above that caused, or is likely to cause,
sefious injury or death to the patieni, and iherefore
constiiles en immediate jeopardy within the
meaning of Hesith and Safety Cods Section
1280.1(c).
Event ID:GS1B11 2/18/2014 10:58:16AM
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MOR/PACU Hand-off Monitoring

Date:
Time:

[} Anesthesiologist-physical activity stops

[0 RN- physical activity stops

[ Surgeon identified

[J Procedure stated

[ infra-op meds reviewed

U 1V infusions labeled

[ Labels and clamps checked

U Medication orders entered

[J Opportunity provided for questions

“Do you have any questions before | go?"

Place Patient Label Here




PURPOSE
To support the organization’s goal of improving patient safety by limiting the use of verbal

orders.

DEFINITION

Verbal orders for patient care are those orders that are oral, spoken communications,
transmitted face-to-face, by telephone or other auditory device.

POLICY

A.

o n

Verbal orders should be limited to situations where immediate written or electronic
communication is not feasible. Verbal orders are not accepted when the prescriber is
present, unless it is impossible for the order to be written down or entered
electronically by the prescriber.

Verbal orders can only be given by a member of the medical staff, including allied
health professionals such as physician assistants and nurse practitioners, credentialed
by the facility in which the care will be provided (CHOMP and it’s satellite facilities,
Westland House, Hospice of the Central Coast) and those authorized by medical staff
physician order protocols {pharmacists and respiratory therapists).

Verbal orders must be within the scope of practice of the person receiving the order.
Read-back is required for all verbal orders.

All verbal orders require review and signature (including electronic) by the prescriber
within a designated time frame based on the facility in which the care is being
provided. If necessary, another physician assuming responsibility of the patient’s care
may electronically sign the verbal medication order in the absence of the prescriber.
This signature indicates that the covering physician assumes responsibility for his/her
colleague’s order as being complete, accurate and final.

1. CHOMP: within 48 hours
2. Westland House: within 72 hours
3. Hospice of the Central Coast: within 30 working days.

Verbal Orders for Tests, Procedures, or Care

A

Within the scope of their practice, persons authorized to accept verbal orders include:
1. registered nurses (RN)

2. licensed vocational nurses (LVN)

3. registered pharmacists (RPh)

4. respiratory therapists (RCP)

5. licensed psychiatric technicians (LPT)

6. registered dietitians (RD)



7. occupational therapists (OTR/L)

8. speech therapists (ST)

9. physical therapists (PT)

10. sonographers
B. A complete verbal order includes:

1. name of patient
test/procedures or care to be provided
medical necessity or diagnosis for outpatient tests/procedures
date and time order is to be completed or frequency/duration
patient specific instructions if applicable

C. Persons receiving verbal orders will enter them directly into the patient’s record using
the Order Source Verbal Order or Telephone Order, if appropriate.

Verbal Orders for Medication

A. Within the scope of their practice, persons authorized to accept verbal medication
orders include:

I L

1. registered nurses (RN)
2. licensed vocational nurses (LVN)
3. registered pharmacists (RPh)
4. respiratory therapists (RCP)
5. licensed psychiatric technicians (LPT)
6. registered dietitians (RD)
B. A complete verbal medication order includes:
1. name of patient
age and weight of patient, when appropriate
drug name, dosage form, strength and concentration
dose, frequency and route
quantity and/or duration
purpose or indication for as needed (PRN) medications
name of prescriber
date and time of order

C. Persons receiving verbal medication orders will enter them directly into the patient
record using the Order Source Verbal Order or Telephone Order, if appropriate.
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D. Read back of medication orders should include verbalization of:

1. the name of the drug and spelling if it is a Look Alike/Sound Alike Drug (e.g.
spell back “GLIPIZIDE™)

2. verbalization of the dose such as 50 mg as “That’s fifty milligrams, five zero
milligrams”
3. instructions for use without abbreviations (i.e. 1 tab TID should be “Take/give
one tablet three times daily”
E. Special circumstances:

1. verbal orders WILL NOT be accepted for antineoplastic agents; the preprinted

chemotherapy order form must be used
2. verbal orders WILL NOT be accepted for investigational drugs
3. clarification of an original medication order can be verbal.

CONTENTS DESCRIPTION
Submitted by: Mariann Novarina, RPh, Director, Pharmacy Services
Next review date: 2013
Effective date: 2010
Applicable to: All CHOMP departments
Approved by: Interdisciplinary Quality Committee Auguat, 2010
Medical Executive Committee September 2010

Reviewed by: Patient Care Committee Auguat, 2010
Replaces: November 21, 2006 version
References: CMS interpretive guidelines, TJC RC02.08.07, MM04.01.01, PC02.01.03
Key Words:" verbal orders, verbal medication orders
Distributiom: CHOMP Intranet — Clinical Department manual
Additional informetion:
Related policies or Acceptahle medication orders 3.1
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| COMMUNITY HOSPITAL OF THE MONTEREY PENINSULA
POST ANESTHESIA CARE UNIT

Policy Title: SCOPE OF ASSESSMENT-PACU

Pagc 1of1l

1L

Post anesthesia assessment is a systematic and continuous process performed by a
Registered Nurse.

The initial assessment begins prior to admission to PACU by utilizing data
documented in SCM by the admitting RN. This date, in conjunction with the type
of anesthesia, surgical procedure, patient age and cultural preferences, allow the
PACURN to formulatc a preliminary plan of care and determine the level of post
procedure care.

At the time of admission to PACU the patient’s response to the procedure and
other pertinent data to include vital signs, medications, IV fluids given during
procedure, and fluids and medications to be continued post operatively is
communicated to the PACU RN by the anesthesiologist and by the written
intraoperative record. This data in conjunction with the PACU RN initial
assessment is analyzed and the plan of care is modified as appropriate.

IV.  On admission to and discharge from the post anesthesia recovery are the post
operative status of the patient is assessed using an anesthesia approved scoring
system. The patient is monitored continuously during the post operative period
and discharged from the post anesthesia recovery area by physician order.

V. Patients are assessed at regular intervals during care to determine the patient’s
response to care. A significant change in the patient’s condition or diagnosis
results in reassessment.

VI,  Staff base patient care decisions on identified patient needs and priorities utilizing
patient assessment information. Assessment data is documented in SCM and
communicated to appropriate clinical disciplines as nceded.

Submitied by: K. Burke, RN Assi, Director PACU, T, Housen, RN Director PACU
Next review date: 67201
[ Effective date: 22013
" Applicable to: PACU
| Approved by: 293
Reviewed by 1998, 2001, 2006, 2009, 12/2013
|_Replaces: 2009
References:
Key Words: Scope of Assessment
Distribution: PACU P&P
i Additional hfa'm:lm P&PPACU/COPScopeOfAssessment
| Reluted policies or programs: Post Anesthcsia Patient Agsesament
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Label all medication infusion bags with the following
information:

Label all medication infusion bags with the following
information:




Community Hospital
of the Monterey Peninsula®
MEDICAL STAFF SERVICES

MEMORANDUM

TO: All Members of the Division of Anesthesiology; Ventana Anesthesia
FROM: Matthew Fritsch, MD — Division Chair
DATE: 12/02/2013

SUBJECT: Standardization of protocols on vasoactive medications for Carotid
Endarterectomy operations at Community Hospital

The plan of correction from the recent Root Cause Analysis meeting with the quality
management department of Community Hospital and the members of Ventana Anesthesia
Associates have agreed that for all CEA cases in the future, an infusion pump will be present
in the operating room with the pharmacy standard nitroglycerin infusion. No other standard
infusions will need to be pre-ordered. Should another vasoactive medication infusion be
needed during the operation, the anesthesiologist will order the pharmacy standard infusion
if there is enough time before administration. If there is not enough time or if the
concentration of the infusion that the anesthesiologist wants is different than the pharmacy
standard, then the anesthesiologist will make their own infusion. However, this infusion will
be discontinued and/or switched to the pharmacy standard prior to transferring care in
the PACU. Any “handmade” infusion will be labeled with drug name, total bag dosage, and
dosage per milliliter on an orange adhesive drug label provided in all anesthetizing locations.
Signing and dating the label is preferred but not necessary. The OR staff have agreed to have
these adhesive labels readily available in all operating locations. In addition, PACU sign-out
will be a more formal process. The accepting PACU nurse must stop all activities and listen
solely to the anesthesiologist during the sign-out. The PACU has agreed to supply a second
nurse to attend to the patient while the primary nurse is receiving sign-out. All vasoactive
medications in line to the patient will be explicitly pointed out to the accepting nurse.

Lastly, over then next month, M. Fritsch will be having all PACU nurses sign-off on
completing a tutorial on vasoactive infusions. They must complete this with Fritsch and be
cleared by Kathleen Burke.

Thank you for your compliance on this.
Sincerely,

Matthew Fritsch





