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The statements made on the plan of correetion
are not an admission and do not constitute
agreement with the alleged deficlencies herein.
This plan of ¢orrection constitutes
Community Regional Medical Centers written
; eredible allegation of compliance for the
deficiencies noted.

‘The fallowing reflects the findings of the Department
of Public Health during an inspectien visit:

| Complalnt Intake Nurber;
CADO306344 - Substantiated

Rapresénﬁng the Depariment of Public Health:

SHFOSYOR IB 2T1 S R ; Complaiat # CA0D306344

Penalty # 040009720

A. How the correctlon was accamplished, both
temporarily and permanently for each Individual
affected by the deficlent practice, Including any system
changes that were made.

On 4/2/2012, an'Investigation was Immedlately
authorized by the President of the Medical Staff and

The Inepection was limited to (he spectfic fackity
evant invezfigated and does not represent the
findings of a full Inspaction of the facillty.

Health and Safety Code Sedlion 1280.1{c): For
purposes of this secion “Immediale |eopardy®

means a sitvafon in  whish the lcensae's the Chalr of Surgery, The Chalrperson of the Board of
noncompllance with one or mors requirements of Trustees (8OT) was notifled by the Chief Quality
licensure has caused, or Is likely lo cause, serious Officer.
Injury ar death fo the patient. On 4/6/201.2, the Interim Director of Surglcal Services
} and the Patient Safety Officer instructed the
Cardlovascular surglcal nursing staff leadership on the
scope of practice for physiclan assistants and the
requirements of a surgeon when a patient 1s In the
operating room. Educatlon on the scope of practice
far physician assistants and the requirements of a

d Safety code Seclion 1279.i(c) “The surgeon was Inltiated by the Surglcal Services Manager|
gzl]allg: aBI;I.aII ?mg'ﬁ the pafient of ﬂga) p;-::y for all nursing surglcal and cardlovascular staff.

. o gl On 4/25/2012, the Interim Director of Surgical Service -
responsible for the palient of the adverse event by and the Patlent Safety Officer Instructed the nursing
the tima the raport is made."

surglcal staff elinical supervisors an the scope of
practice for physiclan assistants and the requirements

AMENDED .NOVEMBER 26, 201470 REFLECT
NEW EVIDENCE PROVIDER TO  THE
DEPARTMENT

|The CDRH verdfied that the facilty informed the
pallent or the party responsible for the patient of tha
adverse event by the tims the report was made.

af a surgeon when a patlent Is in the operating room.
All surgical and cardiovaseular nursing staff were
educated on the scope of practice for physician

assistance and the requirements of a surgeon when a
patient |5 In the operating room by Surgical Services

Health and Safety Coda 1279.1 B SO Sl A i
services staff roster was utilized to ensure all nursing
surglcal staff were educsted,
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brﬁmm‘wmnznvmmmnmn or
. leducation to 100% of cardiovascular and surgleal nursin
Fi sposes of thi ction. "adverse ' event! istaff by the Surgical Services Manger and Interim
gc):l du' ap of the h,:’ owins' = » R Divector, As of April 30, 202, comgliance with those
udes any g nstructions was 100% for the nursing surgical staff.
(7) An adverse event or “ﬁaf of adverse ‘avents pllance continues to be audited by the Surgical
thet cauee the death or serious disability of a ervices Manger and interlm Director and as of this datd
pallant, mains at 100% on the stalf rostar,
; 0n 4/12/2012, Medical Executive Committee (MEC]
Titla 22 - notified the physictan by latter to comply with the
70443 Carctiovascular  Syrgery  Service  General iealeal stf Dyl rentiving haiad eemerin the
Requirements hospltal and be avallable when patlents are still In the
erating Room or to arrange for appropriste coverage
) he President of the Medical Staff telephoned the
(8) Wlitan polides and procedures shall be ysician and Informed tim of the same expectations
developed and maintained by the person ard admonished him that failure to adhere to this
rasponsible for the sandce in consultafion with other Irective would result In an mmediate summary
asppropriate hesith professionals and administration. spension.
Policlea shall be approved by the governing body. Allled Headth Professional (Physiclan Assistant)
Procedures shall be approved by the adminisiration ;M:&thfm“:“ mw:;d in mrﬂ;ﬂﬂ with T:‘le 16
: § at the personal presence of sn approv
and madical staff where stich |s appropriate. : purvln pieileien 1S required wien eriomoiig
) ' rgical procedures under general anesthesia. The
Dﬁﬂdm Constitutes Immed|ate Jeopafdy rivilege card was approved at MEC on 5/10/2012 and
; Board of Trustees on 7/17/2012.
Based on sfff interviews, clinical record and After the event occurred, the Chair of the Department
administrative document review, the hoapital failed mat individualty with the practitioner and the Physician
to implement Cardlovascular Surgery Senvice Assistant. They were directed that the personal presende
policles and procedurss and medical staff bylaws of an appraved supensing physiclan Is required when
when Cardlovasoular Surgean 1 (CVS 1) left the PARIE Sepel s o gl
Opaating Room (OR) bofore  Patient 1 fully 0n 4/12/2012 the Medical Exacutive Commitise
stabllized following the conchision of open’ heart deteroined It would be fn the best Interest of both the
surgery on [ll12. CV8 1elso directad Physicien physician and the MEC I the case was raviewed by 3n
Assistant (PA) 1to be feft In-charge, an Individual Qutside expert. It immediately took steps to send the
nol quelified o be left n-chage of the case In question out for an Independent review by an
cardiovasculer {CV) ourgery. ARer CVS 1lefi the |’ experienced expart cardiavascutar surgean, even thougn
OR, Patlent 1 wr\fgrad massiva blood loss, vardlac B CHEERAL I Gt SRR ok i
i . brgl g resolutlon of the matter. On 7/18/2012 the practitioney
arrest and loss of axygen fo H‘lvﬂ th n:I est IVE and the assisting cardlovascular surgeon were directed
blood loss requined re-apening the an by the President of the Medical Staff to amend thek
manual massage of the heart. Palient 1 was placad documentation in the patient record to reflect what
; { £ I TP 5 Yy A—
Event IDMWGUB1! 121602014 10:37:32AM re = W] TR T
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! The amended documentatlon was entered Into the
| record on 7/19/2012.
on life support afler the subsequent CV surgtTw and g: ?ﬂﬁﬁgiimi lBSEdefs:;t Diit_rsical gen'wfl:;,
Ined fa support. airs of the Facility Executive 1sary Commitiess
saof .12 remainad o e supp i and the Pragident of the Medieal Staff sent a letter to
i all members of the medical stafl notifylng them of the
Flndings: Physician Assistant scope of practice and diracting all
. to aghere to the California Code of Regulations Title
On 411112 at 3:46p.m. lhe department receiwd an 16. :
anonymous complainl  alleging the - foﬂcwlng‘ L. 0n 7/27/2012 the Medical Dicectorshlp for
(CVS 1) lefl the operaling reem while the chqst wes Card!o.thorac!c Services was reassigned to another
stll open {for Patlent 1) and then left the hospital physician. A
befora the surgary was done Jeaving his (PA 1) to Gn 15/2012, the surgery staff offentation was
take over the sumgery ..The patlent amested i;nn.ﬂdedtu include th:smpeulfpmchca for
Physiclan Assistants and surgical practice and
(GM:G arrest - mth; :;;a“a m:dwziaﬂgﬂ lm ::B expectations of the surgaon whcnthe patient Is In the
Operadng room U n ihe Operating Room.
hozpita] to auand to the patlent...” i On 8/15/2012 a specisl MEC meeting was held to
E review the findings of the investigation. The following
Tha dinical record for Patient 1was revievied en actlons were taken regarding the physician:
417112, Pallent 1had a swpical repalr of the :
Ascending  Aoric Ansurysm  (AAA) on ’.12 A In regards to the issue of medical record
documentation:
(Ascending Aorfic Ammm I?mﬂ !‘:5:?? R:; c?mmﬂ + A summary of his documentation deficlencles
where tha main artery h:ﬂ hqm out identified during the external peer review will he
and may ruplure. AAA requires open heart surgery provided to the practittoner to lllusirate the types and
in order lo repalr.) Surgery was sfarled on 12 at saverlty of his documentation deficlencles.
B:A4A1am. and due fo complications, anesthesia « In order to Improve his documentstion deficiendias,
was not stopped unfil 9:48p.m. CVS 1was the the physician must successfully complete a University
primary surgeon, asslsted by PA 1and MD 1 of Califernia San Dlego (UCSD) Physiclan Assessment
(gﬂng',as vascular Surgeﬂ'n). MD Iwaé  lhe and Clinical Education (PACE) program in medical
off record docurmentation.
?r‘xﬂheﬁlotgilst:l P?fa;}, L 1ualr'ne silis dOfmb)‘;?:GH?: » Tne practitioner must abide by all of the hospital
ihel ::: v by L dloog leig: '8 chest pThe pollcles, medical staff rules and regulations pertatning
99 o8 . to medical racords documantation,
closing of Palient 1= chest consists of [‘:’hsmﬂ B. In regards to the Issue of the chest closure following
soveral layers. CVS dlsft the OR sho after cardlac surgary, tha physiclan shall remain in the
Y
i245pm. PA 1and MO 1leRf the OR after operating room (OR) until the patient’s chest s closed,
mmpmg the surgery sho{ﬂy mgraaﬂgr L Regbrdl ng the lssue of leavins the OR and the
hospital during the case of 4/2/2012:
v There ks evidence that the patient was unstable -
Aﬂm PA tand MD 1 left the OR, Sialf 1 fallowing the conchusion of surgery.
Event ID:WEUBT1 4201612014 10:37:32AM s R
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v As a result the patient was not ready to leave the
4]18
(perfusionist - a specialized health profe‘salnnal « The respanslbtlity for the patient's care under these
fralned o monitor the haan-hmg machine during circumstances rests clearly with this physician.
cardiovascular open heart surgery) nofed Patient 1 # Inleaving the OR and the hospital, he failed to
i ki i designate another physiclan qualified to provide the
continued 1o b!ead. At thia lime Rﬂgmtaredl Nurse e R B
(RN) 1 (clrculating regfefered nuree) called CVS 1 o As 3 result, there wos an untimely response to the
about the wm’"“: blﬂm:ﬁfgg By pil'mna. dCV:loOL patient's deteriorating condition.
ordered blood products  ( example, e ¢ * The physician has been directed to either be present
cells and plasma) to be adminitered to Patient 1; or to provide sultable coverage (presence of a
mulliple administrations of blood products” were - | privileged cardlothoracic surgeon) follawing cardiac
glven with continued blsading from the chest. - surgery cases untll the patleat Is stable In the
; Intensive Care Unlt {ICU).
At approximately 12:45p.m. the anasihesiologist » Therefore, 2 fourteen (14) day medical staff
noted Patient 1t be In venidcular fibrlkation suspension-was imposed
uncoordinated heart contractions causing tha heart )
i(n uiver gnd cause of cardlac ameat) ang code blue B 10 (IR PO o7 Uik pervon Fespansible Jor
a . i correctlan, e-g. Administrator, Dlrector of Nursing ar
was called. {Coda blue is an emergent sltustion \ ather responsible supervisory personnel.
where the heart etops bealing and requires President of Medical Staff and Chlef Quallty Officer
|mmediate Intervention.) PA 1responded to _the
coda blue and rushed back Into the OR and opened C. A description of the monltoring process to prevent
the chest (cut the wire sulures holding the chest recurrences of the deficenty, the frequency of the
mﬂaﬁ'lﬁr) and slared manually meseaging the i monitaring ond the individuates) responsible for the
heart, Patlent 1'd|d het: Pt 1e: e Inanisl i}rg‘a’z‘::g;smlar surgeries under the care of the
magsage of the heart. Patisnt 1continued lo suffer physlclan were monltored concurrently for 2 months
massive blood loss. PA 1&.“d MP 2aﬂsmp1.ad ‘II by the Patient Safety Department from April 3, 2012
placa a cannula (2 hollaw wibe) into the heart in through June 1, 2012 for compliance with surgeon
preparation to ‘re-start the heart bypass imachine. attendance during surgery as specified by our bylaws.
Al aftempts lo place tha cannula were | All cases wera raferred to Peer Review for Medical
unsuccossul. i Staff oversight, :
CVS 1 re-enlered the OR at 1:28 p.m. and a'dju-steci All Cardiovascular surgerles under the care of the
the cannulas successfully. Patient 1was placed on physiclan;were monitared for compliance witls
full hesrt bypass at s Ime. CVS 1 atempted fo surgeon attendance during surgery as specifled by our
X : i ! o e e Dl bylaws retrospectlvely within 1 week began June 2,
stabilize palients vital signs and etop the; bloo 2012 and continued for 6 months until December 1,
loss In order to wean from the heart bypass 2012 and referred to Peer Review for Medical Staff
machine, Attempt= to take Patlent 1 off the bypass aversight. '
Event ID:WGUB11 12118/2014
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i
! On 8/15/2012, 10 cases par month were randomly
Co selectea for ali Cardiovascular and Surgical
machine wero unsucoessfll. CVS 1 decided to procedures and reviewed by Peer Review for
place Patlent 1on ECMO (extra  corporeal compliance with surgean attendance during surgery
membirane  oxygenation - 8 machine designed to 8s specified by our bylaws and surgical
MP oxygenate blood when the heart and fungs are documentatlon Induding surgery imes, attendance
aged i and the Operating Room report. The review
Ea0arly; it } ol 3'5: p.mt P“alient 1;0“ t‘;nwd occurred for 3 months with the goal of 100%
lo blsed -hnawy afier Palien WER  praced on compliance. Monitoring results was reported to
ECMO. Al spprodmately 7:10p.m. CVS f asked Surgety Advisory, MEC and BOT for September,
another cardlovasoutar aurgeon (CVS 2) o evaluale October and November 2042,
Paflent 1's continued  blaeding. CVS 2 managsd On 8/15/2012, 10 cases per month were randomly
Patient 1's surgicel bleeding and Palient: 1 was selected and reviewed by Peer Review for
admilled to the Cardiovasculsr Intensive Care Unit appropriats utlization of Physican Assistants and
B " " surgical documentation including syrgery tmes,
(C:LK:[.‘I) in ?ﬂoaf condition at appmnmata(y! 10:40 G i Ncer il
.. - * i review oocurred for 3 months with 100% compliance.
: Monltoring results were reported to Surgery
On 4115!12&11.'30 p.m., during an interview, stﬂﬂ 1 Advisory, MEC and BOT for September, October and
(pﬂrfmiuﬂh{) stated (o the effect that CVS 1 tﬂﬂ the November 2012,
OR oprior lo fhe complete closure of Pafient’ On 8/15/2012, 2 cardiovascular and 2 surgical cases
1'scheatand that (PA 1) and (MD 1) closed Mp the wera randomiy selected for observetion per month
chest and then left the OR. Staff 1 stated {hal as by Quallty and Patient Safety AN's. The review
PAland MD1were closing, ‘thete was siil occurred for 3 months with 100% compliance of .
" “ adherence to medical staff bylaw expectation of
hle:edmg' ;;'uoug: :;d MD1r| and mi‘ I:hElsa]l t;?ou{ surgeon attendance and Physiclan Asslstant scape of
12:60pm blood started pouring out o pabents pracice. Monltoring results was reported to Surgery
chast, At the mitial time, ..aknost 250ml of blood Advlsory, MEC and BOT for September, Octaber and
loss. [Fljom 12:45-12:56 about 1280mL" (RN 1) November 2012.
called (CVS 1) and he ordered another rolnd of
blocd products given to Patient 1. (MD 2} was )
ghing the blood products. Patieni 1wes bleeding D. The date when the Immediate correction of the
s0 much that (MD 2) could not replace the blood deflclency was accomplished. Normally this will be no
fast enough and Pationt 1 coded at 12:66 p.m. AN Y Ly (30} s from: the daté o the it
. conference,
; ' A t 15, 2012
Stat 1 ¢tated, “When we called the code ... (PA 1) v 08/15/2012
came rushing back In while CPR (cardiopulmonary
resuscitation) was In process. (PA 1) deciged to
open up the chest wilh chest compreselons being
given, When she opened up the chest blood was_
. Evenl IDWGUE11 12102014 fearaeam - - -
i
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i %
rushing ouf. Bhe coufdnt insert the chest ube and
(MD 2) had to glove wp and assist Insertihg the
chest tube. (PA 1) and (MD 2) never Insgried a
chest tube. (CVS 1) wasn't in and they had to do
something. (RN 1) got (CVS 1) on the phone and
got the phone to (PA 1's) ear s0 he could tak to
her. He instructad (PA 1) how to cannulate (Insert a
tube Into the chest cavily) but she could not do It.
(CVE 1) came In at 1:29pm. and edjusted the
cannulas. He took over from (PA 1) and -started
repalting the bleeding points. At 3:28pm., (Pafient
1) was =il bleeding and (CVS 1) decided 'to put
him on ECMO, (CVS 1) sald, ‘At thls polnt lpere is
nothing ‘elsa that can be done surgically! that we
should send (Patlent 1) to Cardiac ICL."

I
On 71312 at 1036 am., during an Interview, GVS
{stated he directed PA 11to finish the cass which
meanl she was lo perform the remainder ,of the
aurgery - closure of the chest With wires. CVS 1
stated he had checked ell the tubes and all was |
routine. i :

CVS 1 statad he aliowed PA 1to practice above
her priviege card as PA 1was preparing for en
Advanced Quallty Practice Exam and for thal, she
needed so many cases with opening and closing
the chest and fo canmiale (the insertion of a
cannula or lube into 2 hellow body organ) the heart.
CVS 1atated he left tha surgery and went up fo the
urit to complela orders. Pallent 1's medical records
indicabe fat CVS 1 was in the OR untll 12:15pm.

On 7/16/12at 11:30am., MD 4 (Ghlef Offfber for|
Quallty) end Adminisirative (Admin) 1, both stated

Ever ID:WGUB11

I‘T 2{18/2014

1097:32AM
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CVS 1leht the OR prior to complets. dosura‘of the
chest skin MD 4and Admin Staff 1stated that
CVS 1violaled the hosplials Rules! and
Regulations under the Bylaws which do not! parmit
the primary surgeon to leave ihe OR prior ito the
palient baing established sa stable. i

The Rules and Regulations and Pdlicies of the
Madical Staff dated 2011 were reviewed on 7/12/12
and conlained the Tollowing documentation mder
secion D: ".. Coverage Arangement - Euach
attending physiclan shall personally provide or
otherwise arange for continuous care and coverage
for each of his or her patlants... Failure to amange
appropriale coverage shall be grounds for corective
action as deflned n articles - VI and VI of the
Medical Staff Bylaws..If a physiclan s unable to
provide care for his or her patients, then the
physiclan must provide coverage through another
appropriately credentidled physlelan. The covering |
physiclan must by avallable and dualified to
assume responsibllty for the patienls during the
entirely of the alfending physlclan's absenca..it is
oxpecied that @ physiclan on call will respbnd lo
pages regarding a hosplial Inpatient within . fifleen
(16) minules of being called and will be avallable in
the hospital within thidy (30} minutes of any "call to
provide necessary medical evaluation treatment and
stabilizing leatments. In cerlain spac:allles more
restrictive avallablity mey be required. Under’ Article
VI Comective Action and section 6.1.1the foliowing
documentation was noted: When & member may
have exhibited conduct likely to ba (1) detrimental
to patlent safety or to the delivery of quallty patient

care within the hospital; ...

{4) below applicable .
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professional  stendards,.may be iniiated by the
President of the Cammiilee:. " .
GVS 1leR the open hearl surgery on Patlent 1 prior
to complete closure of the chest and before Patent
1fully “stabliized. CVS81violated the hospital
medical staff rules and regulations when. CVS 1
falled to arrange appropriate coverage for Paflent 1
by leaving in-charge individuale not qualified fo
assume responsibilily for Peient 1. . As & resulf,
Patlent 1 suffered massive blood loss afler CVS 1
lafit the OR and subsequently suffered cardlac
arest. Because of the massive blood loss and loss
of oxygen fo the brain, Pafient 1was placed on life
support. Palieat 1 remained on Ffe support as of
2. This faclily felled to pravent the
ency(ies) as deacribed above thet caused, or
la likaly to cause, serious injuy or death to the
pailent, and therefore consfitutes an immediats
jeopardy within the meanlhg of Health and 'Safsly
Code Section 1280.1(c). .

This Ffaclity failed to prevent the deficiency (les) as
describad above [hat caused, or 8 Hkely to cause,
sarious Inury or death fo the patient, and therefore
constitufes  an  Immedlate  Jeopardy withii  lhe
meaning of Health and Safety Code Seclion
1280.1(c).
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