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. v ; e 0 ofib'o' I The statements made on the plan of
of Public Health during an inspection visi: correction are not an admission and do not
constitute agreement with the alleged
deficiencies herein.
gwmm“-_ & :m.‘.u This plan of correction constitutes
Community Regional Medical Centers J
Reprasenting the Department of Public Heelth written credible allegation of compliance fo
the deficiencies noted.
Surveyor 1D # 27128, HFEN
int #: CA00306344
Toelonpchan wes Katted 5 e spacilc ity fff.'l'fg ?;490%9729
event investigated and does not represent the
findings of a full inspection of the facility.
A. How the correction was accomplished, both
Health and Safely Code Section 1280.1(c): For temporarily and permanently for each individual
puposes of this seclion “"immediate jeopardy” affected by the deficient practice, including any system
ﬂﬂm‘ﬂﬂ with n the s gﬂa:f:;zglf: wer'e mage ‘ ti immediately
’ n , an investigation was
one or more requirements of authorized by the President of the Medical Staff and the
ficenewre has caused, or is m to cause, serious Chair of Surgery. The Chairperson of the Board of
injury or death to the patient. Trustees (BOT) was notified by the Chief Quality Officer.
On 4/6/2012, the Interim Director of Surgical Services
and the Patient Safaty Officer instructed the
Health and Safely code Section 1279.1(c): "The Cardiovascular surgical nursing staff leadership on the
faclity shall nform the patient or the parly scope of practice for physician assistants and the
resg onsible for m.' patient of the ad : requirements of a surgeon when a patient is in the
, hy operating room. Education on the scope of practice for
the time the report ie made. physician assistants and the requirements of a surgeon
was initiated by the Surgical Services Manager for all
The CDPH verified that the facility informed the nursing surgical and cardiovascular staff.
patient On 4/25/2012, the Interim Director of Surgical Services
or the party responeible for the patient of the and the Patient Safety Officer instructed the nursing
adverse avent by the time the report was made surgical staff clinical supervisors on the scope of practice
for physician assistants and the requirements of a
Heaith and M Code 1279.1 surgeon when a patient is in the operating room.
% All surgical and cardiovascular nursing staff were
m) For puposes of this section, "adverse event' educated on the scope of practice for physician
inchudes any of the following: assistance and the requirements of a surgeon when a
(M) An adverse event or series of adverse events patient s in the operating room by Surgical Services
) Coise death serious  disabiiity Manager with 100% compliance. A nursing surgical
e e e L services staff roster was utilized to ensure all nursing
patient. ’ surgical staff were educated.
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Continued From page
’ 3 Compliance was measured by documentation of
bducation to 100% of cardiovascular and surgical nursing
Tithe 22 taff by the Surgical Services Manger and Interim Director.

70443 Cardiovasculer  Surgery  Service  General

of April 30, 2012, compliance with those instructions
as 100% for the nursing surgical staff. Compliance

to be audited by the Surgical Services Manger
Interim Director and as of this date remains at 100%
the staff roster.

n 4/12/2012, Medical Executive Committee (MEC)
otified the physician by letter to comply with the

ical staff bylaws requiring him to remain in the
ospital and be available when patients are still in the
perating Room or to arrange for appropriate coverage.
he President of the Medical Staff telephoned the
hysician and informed him of the same expectations and
dmonished him that failure to adhere to this directive
would result in an immediate summary suspension.

The Allied Health Professional (Physician Assistant)
iprivilege card was modified in accordance with Title 16 to
Istate that the personal presence of an approved
supervising physician is required when performing
surgical procedures under general anesthesia. The
privilege card was approved at MEC on 5/10/2012 and
Board of Trustees on 7/17/2012.

After the event occurred, the Chair of the Department
met individually with the practitioner and the Physician
Assistant. They were directed that the personal presence
of an approved supervising physician is required when
performing surgical procedures under general anesthesia
at all times.

On 4/12/2012 the Medical Executive Committee
determined it would be in the best interest of both the
physician and the MEC If the case was reviewed by an
outside expert. It immediately took steps to send the

oxygen to the brain. massive blood loss case in question out for an indepandent review by an

required re-opening the chest and manual massage experienced expert cardiovascular surgeon, even though

of the heart. Patient 1was placed on e support it was recognized this would cause a time delay in
resolution of the matter. On 7/18/2012 the practitioner

after the CV surgery and as of -12 remained on and the assisting cardiovascular surgeon were directed by

life support. the President of the Medical Staff to amend their
documentation in the patient record to reflect what

Findings: accurately happened onfJJji2. The amended
documentation was entered into the record on
7/19/2012.

On 4/1112 st 3:45 p.m. the department received an
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lon 7/26/2012 the leadership of Surgical Services, Chairs
anonymous compiaint alleging the following: ".. of the Facility Executive Advisory Committees and the
(CYS 1) left the operaling room while the chest was President of the N:redtcal S:taf’f rs\entafle:e; :10 aitl*members
sl open (for Paient 1) and then left the hospital R e
before the sugery was done lesving his (PA 1) © ,:‘,:'2?‘:,‘ sﬁ“&fﬁ% "ﬁ;ﬁ; RS
- ornia ns
ks over the osuwrgery ..The palient arresied On 7/27/2012 the Medical Directorship for Cardiothoracic
(cardiac amest - the heart stopped besting) in the Services was reassigned to ;’;'f:he' physician.
room On 8/15/2012, the surgery orientation was amended
m and the m wes not in the to include the scope of practice for Physician Assistants
hospital (o attend fo the patient... and surgical practice and expectations of the surgeon
when the patient is in the Operating Room.
The clinical record for Patient 1 was reviewed on On 8/15/2012 a special MEC meeting was held to review
the findings of the investigation. The followIng actions
4117/12. Patient 1had a surgical repair of the .
were taken regarding the physician:
Ascending Aodic Anewysm (AAA) on -12. A. In regards to the issue of medical record
(Ascending Aorlic Answrysm is a serious condition documentation:
whaere the main artery lsaving the heart ballcons = A summary of his documentation deficiencies identified
and AAA b , ot during the external peer review will be provided to the
may rupture. m open surgery practitioner to illustrate the types and severity of his
in order fo repair.) Surgery was started on -12 ot documentation deficiencies.
S841am. and due o complications, anesthesia « In order to improve his documentation deficiencies, the
wes not m until  9:48 p.m CVS 1was the physician must successfully complete a University of
California San Diego (UCSD) Physician Assessment and
m urgeon, assisted )b' PAMD 1 .;d MO “l Clinical Education (PACE) program in medical record
(general vascular surgeon). was documentation.
anesthesiologist. CVS 1ieft the OR at 11:45am. = The practitioner must abide by all of the hospital
PA fand MD 1sutured the chest closad i policies, medical staff rules and regulations pertaining to

medical records documentation.
B. In regards to the issue of the chest closure following

left the OR. cardiac surgery, the physician shall remain in the
aperating room (OR) until the patient's chest is closed.

Aler PA 1and MD 1left the OR., Staff 1 C. Regarding the issue of leaving the OR and the hospital

: during the case of jJjjj2012:

(perfusionist - a specialized health professional  There is evidence that the patient was unstable

trained t0 monitor the heart-lung mechine during following the conclusion of surgery.

cardiovascular open heart surgery) noted Patient 1 = As a result the patient was not ready to leave the OR.

continued to bleed. At this time Registered Nurse © The responsibllity for the patient's care under these

circumstances rests clearly with this physician.
called 1

= In leaving the OR and the hospital, he failed to designat
shout the continued blesding. By phone, CV8 1 another physician qualified to provide the necessary
ordered bicod products (for example, bicod coverage or care,
1: ® As a result, there was an untimely response to the
patient's deteriorating condition.
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* The physician has been directed to either be present or
given with continued bieeding from the chest. to provide suitable coverage (presence of a privileged
cardiothoracic surgeon) following cardiac surgery cases
Al approcdmately 12.45pm. the anesthesiologist until the patient is stable in t:e 1ntensiwla Care Unit {lt}}}.
noted Palent 10 be In veniiculw fbrialion s B LR TR RS SAmR
(uncoordineted heert contrections csusing the heart '
fo quiver and cause of cardiac arest) and code biue B. The title of position of the person responsibie for
was called. (Code blue is an emergent situstion correction, e.g. Administrator, Director of Nursing or other
where heart siops responsible supervisory personnel.
the m and  requires President of Medical Staff and Chief Quality Officer
immediste intervention) PA 1 responded o the b
code blue and rushed back into the OR and opened C. A description of the monitoring process to prevent
the chest (cut the wire sulures holding the chest recurrences of the deficiency, the frequency of the
( monitoring and the individuates) responsible for the
fogether) and started manually massaging the roltoring.
hesrt. Pationt 1did not respond to the manual All Cardiovascular surgeries under the care of the
massags of the heart. Patient 1 continued to suffer physician were monitored concurrently for 2 months by
massive bicod loss. PA 1and MD 2 attempled to the Patient Safety Department from April 3, 2012 through
o June 1, 2012 for compliance with surgeon attendance
m a cannuia (a hollow m’ into the heert in during surgery as specified by our bylaws. All cases were
praparation 10 re-stat the heart bypess machine. referred to Peer Review for Medical Staff oversight.
Al aftempls to place the cannula were All Cardiovascular surgeries under the care of the
unsuccessful. physictan were manitored for compliance with surgeon
' attendance during surgery as specified by our bylaws
retrospectively within 1 week began June 2, 2012 and
CVS 1re-entered the OR at 1:28 pm. and adjusted continued for 6 months until December 1, 2012 and
the cannulas successfully. Patient 1 was placed on referred to Peer Review for Medical Staff oversight.
ot b o this ’ and ! l o On 8/15/2012, 10 cases per month were randomly
m patient’s vital signs siop the blood selacted for all Cardiovascular and Surgical procedures
loss in order t0 wean from the heart bypass and reviewed by Peer Review for compliance with
machine. Attempts to take Patient 1 off the bypess surgeon attendance during surgery as specified by our
machine were unsuccessful. CVS 1decided to bylaws and surgical documentation including s;.irgen,r-rh
times, attendance and the Operating Room report. The
piace Patient 1on ECMO (atra  corporeal review occurred for 3 months with the goal of 100%
membrane oxygenation - a machine designed to compliance. Monitoring results was reported to Surgery
help oxygenate blood when the heart and lungs are Advisory, MEC and BOT for September, October and
ber 2012,
severely damaged) at 353pm.  Patient 1 Diaven
continued to bleed hamdly after Pablient 1was
piscad on ECMO. Al approximately 7:10p.m
CVE 1asked ancther cardiovascular surgeon (CVS
2) to evaluste Patient 1's continued bieeding. CVS
Event ID:WGUB11 1728/2013 3:05:55PM
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: . ; i On 8/15/2012, 10 cases per month were randomly
2managed Patient 1's surgical bieeding and |selected and reviewed by Peer Review for appropriate
Patiot 1ws: admitted to the Cardiovascular utilization of Physician Assistants and surgical
intensive Care Unit in criical condition at documentation including surgery times, attendance and
: ; ; i the Operating Raom report. The review occurred for 3
spprosimtely 10:40 p.m. an months with 100% compliance. Monitoring results were

reported to Surgery Advisory, MEC and BOT for

1 September, October and November 2012.

at ©On 8/15/2012, 2 cardiovascular and 2 surgical cases were

of randomly selected for observation per month by Quality
and Patient Safety RN's. The review occurred for 3

the cheet. Staff 1 stated “PA “ (MD 1) dosed manths with 100% compliance of adherence to medical
the chest and then left the OR. We were getiing staff bylaw expectation of surgeon attendance and
ready o transfer (Patient 1) to the Unit but he was Physician Assistant scope of practice. Monitoring results
blesding was reported to Surgery Advisory, MEC and BOT for

4 4 MI 3 (RN d” called (CVS 1) and l: September, October and November 2012,
Palient 1. (MD 2) was giving the biood products. D. The date when the immediate correction of the
Palient 1 was biesding so much thet (MD 2) could deficiency was accomplished. Normally this will be no
not repince the biood fast enough and Patient 1 more than thirty (30} days from the date of the exit
coded at 12:65 p.m." g

! August 15, 2012 08/15/2012

Staff 1 stated, "When we called the code ... (PA 1)
came rushing back in while CPR (cardiopulmonary
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The Rules and Reguiaions and Policies of the FEB 14
Medical Staff dated 2011 were reviewed on 7/12/12
and contained the following documentation under
sagiion O ".. Coverage Amangement - Each

attending physician shall personally provide or
Event ID:WGUB11 1/28/2013 3:06:55PM
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suflered cardiac amest. Because the massive DEPT OF HEALTH SERVICES
blood ioes and Rﬂ of oxygen to the brain, Patient LICENSING & CERTIFICATION-FREJNG
1 wes piaced on e support. Pstient 1 remained on
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life support as 2
This fachity faled to prevent the deficiency(ies) as
doscribed above that catised, o is fkely to cause,
sevious injury o dealh 1o the patient, and therefors
consiules an immediste jecpardy within ihe
meaning of Hesth and Satety Code Secton
1280.1(c)
DEPT OF HEALTH SEHV!C_EE'
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