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DATE

The following reflects the findings ofthe Department
of Public Heakh during an inspection visit:

Complaint htake Number:
CA00324171 - Substantiated

Representingthe Departmentof Public Health:
Surveyor ID#29821,HFEN

Their inspection was limited to the specific facility
event investigated and does not represent the
findings of a full inspection of the facility.

Health and Safety Code Section 1280.3(g): For
purposes of this section "immediate jeopardy”
means a situation in which the licensee's
noncompliance with one or more requirements of
licensure has caused, or is likely to cause, serious
injury or death to the patient.

The hospital detected Adverse Event on

01.10.2012.
The hospital reported Adverse Event to Department
on 8.31.2012.

The hospital notified Patient of Adverse Event - no
documentation.

Health and Safety Code 1280.3

(g) For purposes of this section, “immediate
jeopardy" means a situation in which the licensee’s
noncompliance with one or more requirements of
licensure has caused, or is likely to cause, serious
injury or death to the patient.

Adverse Event Notification - Not Informed

Event ID:79QU11 8/12/2016 8:39:41AM

“ABORATORY DRECTOR'S OR Pw ﬁEPRESENTATlVES SIGNATURE (X6) DA

TLE _ T
S WA o dg C)é 0 l Su Heo I.)l}vl ( %SP%

By signing ths document, | am acknowletging receipt of the entire dation packet. Page(s) 1thru 13

AN
Any deficiency statementendingwith an asterisk (") denotes adeficiency whichthe institution may be excused from correcting provding its determined fi, ? \ 7 l ( C
that other safeguards prode sufficient protection to the patierts. Except for nursg homes, the findings above are dscbsable 90 days folowing the date

of surveywhether or not a plan of correction is provided. For rursing homes, the above findhgs and plans of correction are dsclosate 14 days following

the date these documents are made available to the facility. Fdeficiencies are cited, anapproved plan of correcfon & requiste to conhued program
participation

b AELT
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SUMMARY STATEMENT OF DEFICIENCIES . PROVIDER'S PLAN OF CORRECTION (5)
é’;‘” oy {EACHDEFIENCY MUST BE PRECEEDED BY FULL PREFIX (EAGH CORRECTIVE ACTION SHOULD BE CROSS: COMPLETE
Ti;'x REGULATORY OR LSC IDENTIFYING INFORMATION) e REFERENGED TG THE APPROPRIATE DEFICENGY) DATE
Health and Safety Code Saction 1279.1 (¢)
Health and Safety Code Section 1279.1(c), "The 1279.1(0) Finding Number 1A Inform the Patient
tacilit . th tient or th t iol Finding Number 1A, Responsible Parties:
acility shall inform the patient or the party responsible Chief Medical Officer, Chief of Staff, Chief of
for the patient of the adverse event by the time the Surgety, Chief Nurse Executive, Chief
report is made." Exscutive Officer, Perioperative Nursing
managers
. L . Finding Number 1A, Action Plan:
The CDPH verified that the facilty failed to inform Criginal Action plan was developed and
the patient or the party responsible for the patient of u_:arlrk;d glgg t?eﬁsurzrger of 201‘éthatt_
; : include: staff and Surgeon education on
the adverse eventby the time the reportwas made Disclosure as well as revision of this
particular policy. At this current time, to
Health and Safety Code Section 1279.1 ensure compliance to the above action plan it
A health facility [ d t bdivisi was decided to redaploy the action plan due
{2} A health facility licensed pursuantto subdivision to the passage of time, turnover in personnel
(a), (b),or () of Section 1250 shallreport an and the updating of palicies during the normal
adverse event to the depariment no later than five course of busingss.
Fiays after th? adverselevent has been detected, or, Redeployment of Education to Physicians 8/29/15
if that event is an ongoing urgent or emergent threat consisting of Read & Sign acknowledge-
to the welfare, health, or safety of patients, ;nents to all lregular staff SUFQG?HS of the
o ‘allowing polices: "Disclosure o
personnel, or visitors, not later than 2 hours after Unanticipated Outcome Information 70-7." Al
the adverse event has been detected. Disclosure of physicians not present {on leave, or on-calf)
indvidually identifiable patient hformation shall be will complete/read/sign within 24hrs of return.
- consistent with applicable law. Redeployment of Education fo OR Nursing
and OR support staff, consisting of Read & 8/22/16
The Department verified the faciity failed to report Siglxp aclﬁ{gwlfdgeme?b of thtE; f_ollﬂing
I polices: “Disclosure of Unanticipate
the adverse: event to the Departmentwithinthe Outcome Information 70-7." All staff not
mandatedtime frame. present {(on leave, or on-call) will
complete/read/sign within 24hrs of return to
_ Health and Safety Gode Section 1279.1 work.
®) For purposes of this section, "adverse event” Ongoing Culture of Safety Survey Metric: Sept
includes any of the following: “Willingness to Report” .included in 2016
(1)Surgical events, hcluding the following: September 6-26, 2016 iteration of survey.
. ) L . With this metric we can assess current state
(D) Retention of aforeign object ina patient after of attitudes about disclosure for any
surgery or other procedure, excluding objects improvement projects in this area.
. 1lntent|on§]|y |mpbnt.ed as partofa Planned torina:
intervention andobjects present priorto surgery 1. If an adverse event accurs, or reportable August
that are intentionally retained. event oceurs, Quality/Risk Management, in 2016
coordination with the Perioperative Service through
Director/management will review record for August
2017 -

Event ID:76QU11

C 0\

81212016

8:3%:41AM
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o 10 SUVMARY STATEMENT OF DEFICIENCIES  (EACH 10 PROVIDER'S PLLAN OF CORRECTION (EACH
DEFICIENCY MUST BE PRECEEDED BY FULL PREFIX CORRECTIVE ACTION SHOULD BE CROSS- 5)
P?izx REGULATORY OR LSC IDENTIFYING INFORMATION) TG REFERENCED TO THE APPROPRIATE DEFICIENGY) Cog:TLEErE
1279.1 (Continued)
(a), (b), (c| oclear documentation from physician and/or
Health and Safety Code 1280.4 or (f) of nhursing of event and disclosures made to the
Fal f a health facilty ko dund section patient/family/care provider. This will be
alicensee of a healih faciity lcensed Under 1250 menitored for a period of one year (August
subdvision (a), (b}, or (f) of Section 12501fails to 2016-August 2017).
reportan adverse event pursuant to Section 12791, ,
P d t P heli ivil 2. Patient Safety Reports (PSRs) are Ongoing
the department may assess the licensee a civi monitored continuously through the Sutter
penalty inanamount notto excesd one hundred Davls patient safety process. PSRs are sent
daollars ($100) for each day that the adverse event is to Administration, Directors, & Managers on a
treportedfollowingthe initial five-day period o daily and weekly bases, and
netreporie . 9 _ yP reviewed/discussed with managers every
24-hour period, as applicable, pursuant o week du:.fir.\g safety huddles (with Quality and
subdivision (a) of Section 12791, F the licensee the /r-‘gdr[mmstraélqn tﬁamgreser?t).l -Lhe_PStF:]
) . quarterly report is shared quarterly during the
disputes adeterminationbythe department Quality Patient Safety Committee (QPSC)
regardingallegedfailure to reportan adverse event, and minutes sent to the Medical Executive
the lcensee may, within 10 days, request a hearing Committee monthly for review.
pursuant to Section 100171, Penalies shall be paid Haalth and Safety Code Section 1279.1 (),
when appeals pursuant to those provisions have (by, {c) or (A
been exhausted. Finding Number 1B: Reporting:
Finding Number 1B, Rasponsible Parties:
. . Chief Medical Officer, Chief of Staff, Chief of
T22 Divs CH1 ART3 70213 Nursing Services Surgery, Chief Nurse Executive, Chief
Policies and Procedure Executive Officer, Parioperative Nursing
. - . managers
(a) Written policies and Proe?edures f(_)r patient care Finding Number 18. Action Plan:
shall be developed, maintained and implemenied by Original Action plan was developed and
the nursing service, carried out in the surmmer of 2014 that
included OR staff and Surgeon education on
R . ) Reporting Adverse Events as well as revising
These reguirements were not met as evidenced by: this pollcy for any deficlencies. At this current
time, to ensure compliance to the above
Based onstaff and family interview, medical record action plan it was decided to redeploy the
nd facility document ow. General Acute Care action plan due to the passage of time,
anc 1acilily documert review, Loeneral Acu turnover in personnel and the updating of
Hospital (GACH) 1 faied to: policies during the normal course of business.
, . . . Redeployment of Edugation to Physicians
1. Follovxt- its pol:cy- when a patllent S'fzfety Bsue, the consisting of Read & Sign acknowledge- 8/24/16
postsurgal retention of a foreign object (RFO) by ments to all regular staff surgeons of the
Patient 1, was not communicated to Operating E}Ilowm? golicy: “High SISk Events f"dd
A . nusual Occurrences Management an
Roor]'\ lman?gement, Quality/Risk, or hospital Reporting to Governmental Agencies 70-4."
Administration leaders, All phy_siciar)s not present will complete
2. Show evidence that the retention was diclosed read/sign within 24hrs of return.
EventiD- 79QU11 q’\u\w 8/12/2016 8:39:41AM
Page3of I3
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DEPARTMENT OF PUBLIC HEALTH

STATEMENT OF DEFICIENCIES {(X1)| PROVIDER/SUFPLIER/CLIA {(X2) MULTPLE G ONSTRUGTION {IDATE SLRVEY
ANO PLAN OF CORRECTION IDENTIFICATION NUMBER- COMPLETED
A BUILDING
050537 8 WING 08/0572018
NAME OF PROVIDER OR SUPPLIER STREET ADDRESS, CITY, STATE, ZIP CODE
Sutter Davis Hospital 2000 Sutter Place, Davis, CA 95616-6201 YOLO COUNTY
X4 SUMMARY STATEMENT OF DEFIGIENCIES (EACH o PROVIDERS PLANOF CORRECTION (EACH «
PREFIX DEF CIENGY MUST BE PRECEEDED BY FULL PREFIX CORRECTME ACTION SHOULD BE CROSS- &3
oy REGULATORY ORLSC IDENTIFYING INFORMATICON) REFERENGED TO THEAPPROPRIATE DEFICIENCY) COMPLETE
G TAG DATE
1279.1 Redeployment of Education to OR Nursing 8/25/16
to Patient 1or her responsible party, and {a), (b}, and OR support staff, consisting of Read &
3. Reporttheadverse eventtothe Departrmentno (c)or{f) | Sign acknowledgement to all regular staff &
. ) of sectiot |  support staff of the following policy: "High Risk
] later than five days after discovery. 1250 Events and Unusual Occurrences
Conf'd Management and Reporting to Governmental
These failures precluded the Quality/Risk Agencies 70-4". All staff not present (on leave,
M tand Adrinstrationd " tsfrom or an-call} will complete/read/sign within 24hrs
amagementa minigtration departments of return.
krnowledge of the adverse everit. KOperating Room
management, Quality/Risk representatives or ?;Glﬁ?mq Cultturlt; of S;ﬂ?tv |SE“:fY i\getritc: X Sept
. - - . “Willilngness to Report® included in September
hospital Admirstration had been apprised that a = 6-26 2016 iteration of survey. With this metric 2016
- centralvenous catheter segment (pieceofsmall CHI we cah assess current state of attitudes about
tubing threaded into alarge chest vein for delivery of ART3 disclosure for any improvement projects in this
medications and fluids) attached to a Port-a-cath 70213 area.
(hloodstreamvenous access device for medication Monitoring:
and N soldtions, usually implanted inthe upper 1. If an adverse event occurs, or reportable August
chest) had broken away during Patient 1's surgery event occurs, Quality/Risk Management, in 2018
o ! coordination with the Perioperative Service through
. reeded clinical resources could have been Director/management will review record for August
mobilized to remove the RFO intimely fashion. clear' documentation from physician andfor 2017
Instead, the RFQ, later determined to be a catheter nursing of event and disclosures made to the
. ) ) S ) patient/family/care provider of the patient.
piece measuring 6.3 inches, was left inside Patient Perioperative Management will also ensure
1 with no post-operative attempt made to extract it. event reported to Administration & Quality
Management and a Patient Safety Report
. \ (PSR) completed & submitted to Risk
Patient 1 subsequently developed a blood clot in rnanagement. This will be monitored for a
her lung; physicians determined the retained period of one year (August 2016-August
catheter piece was the likely cause of the clot. 2017).
Sur.gicall intervention was needed to remove the 2. Patient Safety Reports (PSRs) are Ongoing
tubing piece. monitored continuously through the Sutter
Davis patient safety process. PSRs are sent
: - to Administration, Directors, & Managers daily
The flallure c-)f.the staff and physician to follow and weekly bases, and reviewed/discussed
haspital policies and procedure to report the with managers every week during safety
retained foreign object to hospital lkeadership (which huddles (witl:)QﬁlityP%nF? the :dT'liﬂistraf’lon
. . : . ; team present). The quarterly report is
resultgd n_'nthe patient developing a life threatening shared quarterly during the Quality Patient
complication [pulmonary embolus, a blood clot Safety Committee (QPSC) and minutes sent
which has traveled to the lurgs]) and additional to the Medical Executive Committee monthly.
surgery o remove the retained foreign object is a
deficiency that has caused or is likely to cause
EventiD:79QU11 QN\!V 8/12/12016 8:3941AM
I i
PSR TTS
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AND PLAN OF CORRECT ION IDENTIFICATION NUMBER: COMPLETED
A. BUILDING
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SUMMAIRY STATEMENT OF DEFICIENCIES (EACH ] )
(X4) 10 [ PROVIDER'SPLAN OF CORRECTION
PREFIX QEHCIENCY MUST BE PRECEEDED BY FULL o SREFIX (EACH CORRECTIVE ACTION SHOULD BE GROSS COMPLETE
TAG TBULATORY OR LG IDENTIFYING INFORMATION) TAG REFERENCEDTOTHEAPPROPRIATE DEFICIENCY) DATE
{Continued)
serious hjury or deathtothe patient, and therefore T22 DIV 5 CH1 ART3 70213 Nursing Services
constitites an immediate jeopardy within the ll:olicies snd Erocecg,lre o
. . inding Number 2, Responsible Parties:
rmeaning of Health and Safety Code section 1280.1. Chief Medical Officer, Chief of Staff, Chief of
Surgery, Chief Nurse Executive, Chief
‘These failures also kept pertinent healthcare Executive Officer, Perioperative Nursing
. . . . managers
|nformat|onﬁ"om Eatent 1and potentially p're:vented Finding Number 2. Action Plan:
her frorm making informed healthcare decisions Original Action ptan was developed and
related to the avoidable RFO. In additicn, these carried out in the summer of 2014 that
; : ; included OR staff and Surgeon education on
fallure:s precILfded leadershlpfron"! timely _ Reporting Adverse Events as well ag
compliance with regulatory reporting requirements. Nursing/Or staff education on revised OR
Count and Patient Safety Record Policy.
- . At this current time, to ensure compliance to
Fdngs -
’ the above action plan, it was decided to
redeploy the action plan due to; the passage
1. Patient Twas admittedto GACH 1indanuary 9, of time, turnover in personnel and the
201 2for intravenous (IV, through a vein} antibictic u?gatipg of policies during the normal course
- iness.
adrriristration andwound care. While rospitalized, orbusiness
asurgery toreplaceanonfunctional Port-a-Cath Redeployment of Eglucation to OR Nursing 8/95/15
" wae scheduled. During the procedure on and OR support staff, consisting of Read & 5
. Sign acknowledgements to all regular staff &
12012, the s_urgeon cut the 1V tubing att‘ached support staff of the following policy: “Patient
to the old device, lost haid ofthe end portion of the Safety Record (PSR)-70-6". Al staff not
ubing h Patient Ts blbodstream andwas unsble present (on leave, or on-call) will
1o retrieve it complete/read/sign within 24hrs of return.
Redeployment of Education to QR Nursing
- The surgeon's immediate post-operative note | listed gljd ORkSUppIO:‘jt staff, CtorISiStlilng ofIRea::I ff‘ 8/25/18
e wme . ign acknowledgements to all regular sta
als a comp.hcatlon, Portion portac:ath displaced fo and support staff of the following policies.
right venfricle (a heart chamber).” The surgeon's “Count Policy” and "Surgical Count" &
formal dictated operative note read, "The tubirg was addendum /i\ for Bar Code Assisted
found and was brought out into the wound...it was Technology”. All staff not present (on leave, or
. on-calt) will completefread/sign within 24hrs of
grasped...and cut across... [t was realized that return.
. hemostat [a surgical tool] holding the subclavian [a . Sept
arge vessel ithe chest] portion was not holding it Ongoing Culturs of Safety Survey Metric:
ge ) .] P e . ) 9 “Willingness to Report” included in September 2016
and attempts to find this [missing piece of tubing] 6-26, 2016 iteration of survey. With this matric
were unsuccessful. It looked on x-ray that t had we can assess current state of attitudes about
displaced into the superior vena cava {large vein disclosure for any improvement projects in this
which carries blood to the right side of the heart} or

Event D79QU11 QM\\‘/ 8/12/2016
l h'3

83941AM
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STATEMENT OF DEFICIENCES (X 1 PROVIDER/SUPPLIER/CLIA (X2) MUTIFLE CONSTRUCTION (X3) DATE SURVEY
ANO PLAN OF CORRECTION IDENTIFICATION NUMBER. COMPLETED
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NAME OF PROVIDER OR SUPPER
Sutter Davis Hospital

STREETADDRESS.CITY,STATE, ZIP GODE
2000 Sutter Place, Davis, CA 95616-6201 YOLO COUNTY

SUMMARY STATEMENT OF DEFICIENCIES (EACH o PROVIDER'S PLAN OF CORRECTICN {EACH (X5)
#4)1D DEFICIENGY MUST 8E PRECEEDED BY FULL oRErX CORREGTIVE ACTION SHOULD BE CROSS, COMPLETE
P_'?fg'x REGULATCRY OR LSC IDENTIFYING INFCRMATION) TAG REFERENGED TO THE APPROPRIATE DEFICIENCY) DATE
. (Continued)
proximal (situated nearer to the center of the body) Monitoring:
subclavian...” Nofurther attempts were made to 1. Audits will be conducted of surgical counts Jduly-
retrieve the |Vtubing segment and the eventwas (20% of the total amount of surgical Oct
not referenced in any other part of the medical procedures per month) fo enaure counts are 2016
. ) being performed correctly, based on the
record. Patient 1 was sent to a hursing horme the Sutter Davis hospital policy and procedure
following day. called "Count Policy” (effective through
9/30/17).
. . . Audits will be a combination of retroactive
Patient 1 was admitted to GACH 2 in August 26, audits and concurrent audits (July~ Oct T+ #-
2012 for acute respiratory failre, attered mental 2016). Res ,nr,'5£¢_ p;}(\.,l,g([‘ P"';""
status, and chronic lower extremity sores. Review Oftrative rranafemint (A W‘S‘f’ﬂj_). Onaoin
ical indicatedi in studi 2. Patient Safety Reports (PSRs) are ngoing
of her medical record indicatedmaging studies monitored continuously through the Sutter
were done and a pulmonary embolus (PE, blood Davis patient safety process. PSRs are sent
* clot in the lung)was discovered.. to Administration, Directors, & Managers
daily and weekly bases, and
) raviewed/discussed with managers every
On 8/28/12, Patient 1s consulting lung specialist week during safety huddles (with Quality and
wrote, “It appears that the clot may beassaciated the errinistrarttiqn tﬁamdprese;t}.l LhelPStl?]
. ) . o quarterly repert is shared quarterly during the
with a retained foreign bady as there is evidence Quality Patient Safety Committse (QPSC)
that the tip of the catheter is touching the clot. This and minutes sent to the Medical Executive
. could be the cause of the PE." The lung specialist Committse monthiy.
contacted Patient 1's primary care physician (PCP)
“who was not aware of a foreign body.” That day the
PCP sent office records to the specialist for
review, including a copy of the surgeon's January,
2012 operative note.
©On8/31/2012, three days afterthe RFOwas seen
on imaging, Patient Trequired transfer to GACH 3
in a nearby city for removal of the catheter plece,
which measured 6.3 inchesin length.
Review of medical literature reflected the serious
nature ofcentral vencuscatheterfragment
retention. In an article entitled "Transcatheter
Retrieval of Dislodged Port-A-Catheter Fragments:
Experience with 47 Cases" [Acta Cardiclogica
EventiD:79QU11 (\r\[\}\_’/ 81272016 8:39:41AM
N
State-2567
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NAME OF PROV

Sutter Davis Hospital

IDEROR SUPPLIER STREETADDRESS CITY, STATE ZIP CODE
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o) ID
PREFIX
TAG

SUMMARY STATEMENT CFDEFICIENCIES (EACH
DEFICIENCYMUST BEPRECEEDED BY FULL
REGULATORY QR LSC IDENTIFYING INFORMATION)

s}
PREFIX
TAG

(EACH CORRECTIVE ACTION SHOULD BE CROSS- COMPLETE
REFERENCED TQ THE APPROPRIATE DEFICIENCY) DATE

PROVDER'S PLAN OF CORRECTION {X5)

Sinica, 2006;Volume 22:221-8}, cardiclogist
authors stated, "...Dislodged broken catheter..can
be fatal if the dislodged fragment migratesnto the
heart. Therefore, the dislodged catheter should be
removed as soon as possible..Transcatheter
removal (removal using a snare orother device
attached to anothercatheter, which is inserted hto
the bloodstream] of a dislodged catheter s
generally safe... Mostof these procedures can be
carried out under bcal anesthesia [numbing the
retrigval catheter insertion site] and are well
tolerated.."

" Physician authors of an arficle entitled
"Endovascular [inside a bleod vessel] Foreign Body
Retrieval" (Journal of Vascular Surgery,

2007 Volume 57, Number2; 459-463] wrote, "The
dangers of intravascular within a blood vessel or
the bbod vessel system] foreign bodies (IVFB)

.wereformally recognized by the Federal Drug
Administration (FDA) in a 2008 public health
notification. The purpose of the naotification as
stated was to advise heaith care providers of
semus adverse events associatedwith unretrieved
devicefragments... The potential forembolization
[clotor other plug such as a catheter fragment

cared by the blood from a larger vessel into a
smaller one, obstructing circulation] of an IVFB to
the heart and pulmonary arteries is a danger that
should be a major concern...Mortality of untreated

embolization approached50% dueto
cardiopulrmonary [heart and lung]
complications.. When an intravascular foreign body
is identified, endovascular retrieval should be
attempted due to its high success rate and minimal

839:41AM
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%) D
PREFIX
TAG

SUMMARY STATEMENT QF DEFICIENCIES (EACH
DEFICIENCY MUST BEPRECEEDED BY FULL
REGULATORY COR LSC IDENTIFYING INFORMATION)

D PROVIDER'S PLAN OF CORRECTION

PREFIX {EACH CORRECTIVEACTION SHOULDBE CROSS. COMPLETE

TAG REFERENCED TO THE APPROFPRIATE BEFICIENGY)

(X5)

DATE

morbidity and mortalty "

2012 Association of periOperative Registered
Nurses (AORN) Standards and Recommended
Practices indicated, "Pravention of Retained
Surgicalktems RecommendationV:Measures
should be taken to identify and reduce the risks
associated withunretrieved device

“fragments.. Serlous adverse events have been

associated with unretrieved device fragments. The
FDA [federal Food and Drug Adrministration] defines
an unretrieved davice fragment as 'a fragment of a
medical device that has separated unintentionally
and remainsg inthe patient after a procedure.”"

During a 3:17 p.m.,7/16/14 interviaw, the Operating

Room Technician (ORT}assisting the surgeon
recalled, ‘The tip broke off aswe were trying to pull
tout"sherecalled seeing ton x-ray inthe room.
She "vaguely" remembered talking with the
circulating Registered Nurse (RN 1) about the
avent, including adiscussion aboutdocumentation.

In & 10:47 a.m., 7/15/14 interview, GACH 1's

Quaality Management Executive (QME)recalled the
incident. She indicated that surgery staffwas
aware a piece of IV tubing had remained inside
Patient 1 after the procedure. The QME stated the
incident "never got reported to Administration or
Qualty at the time (January 2012)."

Iha3:.05 p.m., 7/15/14 interview, the QME stated
that a member of the 1/10/12 surgical team should
have complefedareporteftheevent. Ina
concurrentinferview, the Surgical Services Nurse

EventlD:79QU11 O\ 812/201%

8:39:41AM
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D SUVMARY STATEMENT OF DEFICIENCIES (EACH D PROVIDER'S PLAN OF CORRECTION EACH .

htidnd DEFICIENCYMUST BE PRECEEDED BY FLLL PREFIX CORRECTMEACTION SHOULDBECROSS, Conﬁ;L)ErE

hG REGULATORY OR L8C IDENTIFYING INFCRMATION) G REFERENGEDTO THE APPROPRIATE DEFICGIENCY) ATE

Manager (SSNM) stated that if the RN circulating h
the operating room became aware that a foreign
object had been retained during surgery, the RN

" should complete an heident report and report the

Bsue to leadership.

Revigw of the undated "Surgical Count Policy” (last
revised 8/11) read, "Intentionally Retained
ltems:..Complete Patient Safety Report..."

Review of the facility's 10/09 "Quality Assessment
Record [CAR]" pol ¢y indicated, "Types of Incidents
to Record:...Patient Events - Documentation of all
patient-related occurrenices that are in any way
unusual in nature. Something that happened

~ to/with & patient that should net have...all high-risk

evants as outlined below. High-Risk
Events...Injuries - e.g...foreign body

retention. When aneventoccurs, personnel
witnessing the eventwillaccess the online OAR
form...and complete all reguired fields that pertain to
the event...IMPORTANT: If the event is a high risk
event...the individual completing the OAR must
immediately notify the Nursing Supervisor...."

The GACH's 6/10 "Sentinel Event Policy" read,
"Sentinel Event Definitions:...Unintended retention of
a foreign object In a patient after surgery or other
procedure... The Administrator-on-~call and Quality
Improvernent Manager should be called
immediately...."

The GACH's investigation concluded that "policy

was not followed' and "no event rotification was
submitted.”
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1. Review of Patient 1's medical record from her
January 9, 2012 hospitalization reflected no
documentaton affirming that disclosure of the RFO

_had been made to Patient 1or to her responsible

party by the surgeon or a hospital representative,

Physician notes reflected that at the time of the
GACH 2 lung specialist’s discoveryofthe RFO in
August, 2012, he was unable to discuss the RFO's
presence with Patient 1 as she was sedated and

" on a continugus breathing machine. The specialist

wrote that he instead spoke wh Patient Tstwo
sons. Yet in interviews discussed below the two

sons stated they were unaware of the presence of
the RFO.

- The QME recalled the event duringa 10:47 a.m.,

1514 interview, She indicated notification of
disclosura was expected to be recorded in the
medical record but was not evident in Patient 1's
chart. She stated that while there was nowritten
documentationthatthe presenceofaRFOwas
disclosed to the pafient or herresponsible party,
the surgeor "was adamant” duringtheir
investigationthathe had made disclosure about the
incident. \When asked io produce evidence of a
comprehensiveinvestigation of the incident, the
QME revealed the file containing details of the

. investigation could not be located.

In a 3:56 p.m.. 7/16/14 interview, the surgeon
Medical Doctor 1(MD 1} recalled makingthe
disclosure the day of the procedure but could not
remember whether he spoke with the patient or a
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farnily member.

Ina 10:15 a.m., 7/30/14 interview. Patient 1 was
unable to verify that the RFO incident had been
disclosed to her in Januaiy, 2012,

Two family members, one a designated contact on
her January 9, 2012 medical record demagraphics
form, were also asked to verify that disclosure had
taken place. In a 1&:15 a.m., 7/29/14 interview,
Family Member 1(FM 1) stated, "I'm pretty sure no
one told (Patient 1]." In addition, she didn't think
other family members knew at the time of the
incident either; FM 1 only became aware of the
RFC when she was advised of its presence in
August, 2012,

Ina 7.06 a.m., 7/30/14 interview. FM 2 also was

- unable to verify Patient 1's knowledge of the RFO in

January, 2012. FM 2 felt that Patient 1didn't know at
the time of occurrence because "she never

spoke about it. | think that's something she would
have talked to us about." FM 2 added, "No cne
fphysician or hospital representative] talked o us

_ [family members]” at the time of the event. Vhen

she leamed of the RFO in August, 2012, "that was
naws to us [family members].We had no idea."

2012 AORN Standards and Recommended
Practices read, "V.a.ln the event that an unretrieved
device fragment is left in the surgical wound...the
surgeon should inform the patient of the nature of
the item and the risks associated with leaving it in
the wound...Health care professionals are
encouraged to maintain public confidence by
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communicating with patients regarding their
treatment and oufcomes. Organizations are held
accountable for informing patients of their rights
when they enter the health care system. V.a. 1.
Infarmation provided to the patient should
include...material composition of the fragment (if
known); size of the fragment (if known); location of
the fragment; potential mechanisms for injury (ag,
migration [travel to another body part],infection);
procedures or treatments that should be
avoided...which may help reduce the possibility of a
sarious injury from the fragment. and risks and
benefits of retrieving the fragment as opposed to
lzaving it in the wound...."

Review of the 5/08 facility policy "Disclosure of
Unanticipated Outcome Information "indicated, "It is
the policy of [the GACH] to provide our patients
with outcome or resulis information so that

- knowledgeable decisions may be made regarding

future treatment...Examples of 'Unanticipated
Outcomes' ...5, A 'never event as defined by the
California Department of Public Health [Health and
Safety Code 1279.1,Adverse Events - (b}1}D)
Retention of a foreign objection a patient after

~ surgery or other procedure)...3. Disclosure must be

timely. ‘Timely' can indicate & spectrum from
'immediately' fo as soon as appropriate support can
be obtained for the patient...5. The healthcare
professional/physician who informad the patient
should document in the medical record that the
discussion took place with the patient, or with the
patient's representative.. with the date, time, and
signature, AND 8. The patient's physician shouid
also document in the medical record the plan of
AN
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care upon the patient's knowledge and consent... "

The GACH's nvestigation concluded that “policy
Jf\ras not followed."

ﬁ. CDPH received a report from GACH 1 on 8/31/12
ating that a fareign object, a section of
intravenous tubing from a Port-a-cath, had bean
retained by Patient 1 after removal and replacement
rsurgery on 11012,

Ina 10:47 a.m., 7/15/14 interview, the QME
confirmed that members of the surgical team were
aware of the event at the fime it occurred on
1/10/12. She stated that neither the Quality/Risk
Management Department nor GACH Administration
was apprised of the event until 8/30/12 when the
Quality/Risk representative from GACH 2, where
Patient 1 was hospitalized, sent notification. The
QME acknowledged that GACH 1's adverse event
report was made to CDPH on 8/31/14, which was
228 days after the required report within five days of
detection,

This facility failed to prevent the deficiency(ies) as
described above that caused, or is likely to cause,
serious injury or death to the patient, and therefore
constitutes an immediate jeopardy  within the
meaning of Health and Safety Code Section
1280.3(g).
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