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STATEMENT OF DEFICIENCIES {X1) PROVIDER/SUPPLIER/CLIA (%2) MULTIPLE CONSTRUCTION {X2) DATE URVEY
AND PLAN OF CORRECTION IDENTIF'GATION NUMEER: ' : COMPLETED
: A BUILDING
050589 8. WING 02/01/2009
NAME OF PROVIDER OR SUFFLIER STREET ADDRESS, CITY, 8TATE, ZIP COPE
PLACENTIA LINDA HOSPITAL 1301 ROSE DRIVE, PLACENTIA, CA 92870 ORANGE COUNTY
(%4) 1D SUMMARY STATEMENT OF DEFICIENGIES D FROVIDER'S PLAN OF CORRECTION (X5
PREFIX (EACH DEFICIENCY MUST BE PRECEEDED BY FULL PREFIX, . (EACH CORRECTIVE ACTION $HOULD BE CROSS- COMFLETE
TAG REGULATORY OR L8C IDENTIFYING INFORMATION) TAG REFERENCED TQ THE APPROPRIATE DEFICIENCY) DATE
The following reflects the findings of the Department The plvan of correction is preparfgl in . ]
of Public Health during a complaint/adverse compliance with fed'eral regulations a’nd is
investigation visit E‘ntcnded as Plac_cntaa—lr.inda Kospita! 8 (the
hospital) eredible evidence of compliance.
. The submission of the plan of coxrecticn is
Complaint Intake Number; not an admission by the facility that it
CA00198614 - Substantiated agrees that the citations are correct or that
i it violated the law.
Representing the Department of Public Health:
, HFEN | Orsanization Minutes:
The confidential and privileged minutes are
The inspection was limited to the specific facility being retained at the facility for agency
‘| event investigated and does not represent the review and verification if required.
findings of a full Inspection of the facility. Exhibits:
' . All exthibits including revisions to Medical
Heath and Safety Code Section 1280.1(c): For staff Bylaws, reviewed/revised or
purpozes of this section ‘Immediate [eopardy" promulgated policies and procedures,
means a sifustion in  which the licensee's documentation of staff and medical staff
noncompliance with one or more requirements of ' training/education are retained at the facility
licensure has caused, or s likely to cause, serious for agency review and verification upon
injury or death to the patient. request.
Tag:
T22 DIV5 ART3-70223(b)(2) Surgical Service
General Requirements Poligy & Procedures:
() A committee of the medical staff shall be The Director of Surgical Services deVClOPGd
assigned res'ponsibility for and implemented a Management of Scptember
‘ ) o 2009
(2) Development, maintenance and implementation Orthopedic Implants Policy in September
of written policies and procedures i consuitation igtﬂi'g?’;?glég ﬁmf?;?f,fgf ess for
with_ _Othe{ appmpfiata health professionals and orthopcdl?c sided comp%nems prior to the
admlnlﬁtra’non. Polices shall be approved by the start of surgery during the time out process.
governing body. Procedures shall be approved by . In addition, this palicy outlines the process
the administration and madical staff where such is for a second timéout during surgery but ' \P
appropriate. prior to the insertion of an orthopedic / .
, cormponent to verify that the cotrect P) V
Based on observation, interview and record review, orthopedic sided components were removed n
the hospital failed to have a policy and procedure in from its box. Both timeouts requixe active A\
place for the Introduction of devices into the OR involvement by all members of the OR team
and require documentation of such actions
Event ID:CHYS311 . V32010 9:01:01AM
RPLR jﬂ‘s OR PROVIDER/SUPPLIER REPRESENTATIVE'S SIGNATURE MTLE (X6) DATE
Cén 5/?/
Any deficlency staternent el‘ldhg with &n asterisk (*) denolss g defisiency which the Instifutfon may be excused from comrecting providing it is detarminad
that other aafeguards provide sufficiant profection 1o the patients. Except for nursing homes, the findings above are disclozable 80 days following the date
of survey whather or not a plan ef comection is provided. For nursing homes, the above findlings and plans of eerrection ara disciozable 14 days fellowing
the date thaze documents are made available to the facillty. |f defisiencies ars cited, an approved plan of correction is requisite to continued program
participetion.
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CALIFORNIA HEALTH AND HUMAN SERVICES AGENCY
DEFARTMENT QF PUBLIC HEALTH

STATEMENT OF DEFICIENCIES (X1) PROVIDER/SUPPUER/GLIA (¢2) MULTIPLE CONSTRUCTION (X3) DATE SURVEY
AND FLAN OF CORRECTION IDENTIFCATION NUMBER: COMPLETED
A BUILDING
050888 B. WING 09/01/2009
NAME OF PROVIDER OR SUPPLIER STREET ADDRESS, CITY, STATE, ZP CODE
PLACENTIA LINDA HOSPITAL 1301 ROSE DRIVE, PLACENTIA, CA 92870 ORANGE GOUNTY
) ID 8UMMARY STATEMENT OF DEFICIENCIES D PROVIDER'S PLAN OF CORRECTION (xs)
PREFIX (EACH DEFICIENCY MUST EE PRECEEDED BY FULL PREFX (EACH CORRECTIVE ACTION SHOULD BE CROSS- COMPLETE
AG REGULATORY OR LSC IDENTIFYING INFORMATION) TAG 'REFERENCED TO THE APPROPRIATE OEFICIENCY) DATE
Gontinued From page 1 "in the medice] record.
(Operating Room). This resultled in an incorrect The Director of Surgical Services reviewed September
implant device placed into a patient which then and revised the OPQ’“‘V“‘/,I“V&S_W" 2005
required a second surgery to remove the incomect Procedural Site/Sido Identification
device and replace it with a correct device (Universal Protocal) Policy in September
' 2009 to specify that correct orthopedic sided
- ' ¢components will be checked during the first
Findings: sud second time out processes as outlined in
the Management of Orthopedic Implants
The medical record for Patient H was reviewed on Policy:
8/20/09. Review of the record showed that on
2/5/08, the patient had -a left total knee Training: The Director of Surgical Services
teplacement. The patient was in the hospital for four and the Bducator inserviced 109% ofthe OR. gggt;mber
days and received treatments that included pain | staff and 100% of the orthopedic vendo:.rs on
medications and ice packing for pain control and both the new Management of Orthopedic
) - pe : Tmplaats Policy and the revised Operative/
physical therapy. On 8/21/09, additional review of Invasive Procedural Site/Side Identification
Patient Hs medical record showed in the implant (Universal Protocol) Policy.
tracking log for the 2/5/08 surgery an implant This imforrmation has been ineorporated into
sticker from the implant device used, showed "Size new OR staff orientation and existing staff Scptember
7, Right Postetior Femoral Component.” annual reorientation. This information is 2009
documented in the employees Human
On 7M6/09, Patlent H was rneadmitted to the Resouree file. . .
hospital for persistent left sided knee pain. An X-ray ﬁ;lggxigg gfpsrgg‘:;}oimc;w September
of the left knee showed the femoral (thigh bone) orthopedic vendor to be inserviced on both 2005
component of the knee n;placemen‘t used on 2/5/08 the new Management of Orthopedic Implaats
was for a right knee. The patient subsequently Poli¢y and the revised Operative/Invasive
underwent another surgery on 7/16/08. According Procedural Site/Side Identification (Universal
to the physician's operative reparf, the surgery Protocol) Policy. This information is kept in
included removal of the existing femoral & web based software program that tracks .
component, cementing in a new femoral component vendor education.
and debridement of extensive seer fissue in the [eft
knee,
Further review of the medical record showed that
sfter the surgery the patient was on. continuous
pain medication of an epidural (= catheter placed in
a spinal space) analgesla from 7/16/09 through
Event ID:CHY311 3/3/2010 . 9:01:01AM
OR'S OR PROVIDER/SUPPLIER REFRESENTATIVE'S SIGNATURE TITLE (X&) DATE
m o ;/r/a
Any daficlency statsmnnf anding with an asterisk () denstes a deficiency which the ingtitution may be excusad from comracting praviding It [2 datermines
that other safeguardz provide sufficient protaction to the patients. Except for hursing homes, the findinga shavs ara discliosable 90 days following the date
of survey whelher or net a plan of comectlon is pravided, Fer nursing homes, the above finings and plans of cotrsetion aro discloaable 14 daye following
the date these documents are made available to the facilily. If deficiencles are cited, an approved plan of corraction e requlzite to continued program
paricipatian,
Stats-2567 20t5
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CALIFORNIA HEALTH AND HUMAN SERVICES AGENCY

DEPARTMENT OF PUBLIC HEALTH
STATEMENT OF DEFICIENCIES (X1) PROVIDER/SUPPLIER/CLIA (X2) MULTIPLE CONSTRUCTION ] (X3) DATE SURVEY
AND PLAN OF CORRECTION IDENTIFICATION NUMEBER: COMPLETED
A. BUILDING
050589 . WING 09/01/2009

NAME QF PROVIDER COR SUPPLIER STREET ADDRESS, C(TY, 8TATE, ZIP CORE .
PLACENTIA LINDA HOSPITAL 1301 ROSE DRIVE, PLACENTIA, CA 92870 ORANGE COUNTY

(%4 1D SUMMARY STATEMENT OF DEFICIENCIES o ' PROVIDER'S PLAN OF GORRECTION (X8)

PREFIX (EAGH DEFICIENCY MUST BE PRECEEDED BY FULL PREFIX (EACH CORRECTIVE ACTION SHOULD BE CROSS- COMPLETE

TAG REGULATORY OR L5C IDENTIFYING INFORMATION) TAG _ REFERENGED TO THE APPROPRIATE DEFICIENCY) DATE

Gontinued From page 2
. - t o iced
7809 at 1100 hours. Addiionally, . the patient The Director of Surgical Services mservice

i €1
receive‘d an oral pain medic_atio_n, hydrocodone with f:;ﬁﬁ;ggnhggf g?gﬁ?f;ifﬁgfﬁa gggtgcmb
acelaminophen  (a  combination  narcetic  and Policy and the revised Operative/lnvasive
non-narcotic pain reliever). The patient received 11 Procedural Site/Side Identification
doses of this medication from 7/17/09 through (Universal Protocol) Policy. This information
7/19/09 for severe pain. The patient was discharged will be provided for any new orthopedc
on 7/19/08. surgeon on both the Managsment of

Orthopedic Implants Poli:!iy :lids l_'lt'leels'd
On &20/09at 1500hours, MD A, the surgeon Operative/Invasive Procedural Sitevice
performing both the 2/5/08and the 7/16/09 Ydentification (Universal Protocol) Policy.

The Director of Surgical Scrvices will

surgeries, was Interviewed. MD A stated that the maintain sign in sheets for cach orthopedic

company representative for the implant device surgeon inserviced. .

brought the knee implant components inte the OR

after the size needed was determined. The

representative showed the boxes to the MD, the Monitoring:

cireulating nurse and the OR technician. MD A The Director of Surgical Services and/or September
stated that the size written on the box was in large qualified designee reviewed a 100% of all 2009
letters but the side the device was to be used on orthopedic implant cases through either

direct observation or fnedical record review
for four consecutive months (September
2009 — Decexaber 2009) 1o determine
whether both the first titne owr to confirm

was in smaller lelters. According to MD A, the top
of the femoral implant was higher on one side and
the high side goes to the outside of the knee, MD A

went on ta add that the implant was a dark color thar the cotrect orthopedic sided components
making it harder to see in the knee during surgery. were present and whether the second time

, ' out to confirm that the cormrect orthopedic
On 8/21/09, at 0830 hours, ORT B (OR technician) sided components were rechecked again
present at the 2/5/08 surgery was intefviewed. ORT were done according to the new Management
E was unable fo remember this specific surgery. of Orthopedic Implants Policy and the revised

Operative/Invasive Procedural Site/Side
Identification (Universal Protocol) Policy.
Results indicate that 100% of all orthopedic
implant cases had the correct orthopedic

however, described the usual course of events
during @ surgery of this type at this hospital.
According to ORT B, the implant company

representative started placing the implants in the sided components checked during the first
OR. The implant company representative obtained timeout and 100% of all the orthopedic
these implants from 2 larger container located in a implant cases had the correct orthopedic
hallway outside the OR, After the incision was sided components rechecked again during
made the rapresentative would bring a box the second timeout.

Event ID:GHY311 3/3/2010 9:09:01AM

LAEOR, Z‘S OR PROVIDER/SUPPLIER REPRESENTATIVE'S SIGNATURE TITLE 8) DATE

Sy Céo 34 /:)

/7

T
ny daficiancy ataternant emflng with an asterlsk (V) denstes a deficiancy which the Institution may be excused from earrecting praviding it 1s determined
that other safeguards provida sufficiant protection to the palients. Excapt for nursing homes, the sindings abave are dizcloaable 80 daya following the date
of survey whether or not & plan of correction it provided. For nuraing homes, the above findings and plans of correction are disclosable 14 days following

the dabe thess documents are made avaiiable to tha facility. If deficiancies are cltad, an appravad plan of correction i$ requisite to continued program
participation.
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CALIFORNIA HEALTH AND HUMAN SERVICES AGENCY
DEPARTMENT OF PUBLIC HEALTH

STATEMENT OF DEFICIENCIES {x1) PROVIDER/SUPPLIER/GLIA {X2) MULTIPLE CONSTRUCTION (X3) DATE SURVEY
AND PLAN OF CORRECTION IDENTIFICATION NUMBER: COMPLETED
: A BUILDING
050539 ) B. WING ) 09/01/2009
NANE OF PROVIDER OR 8UFFLIER STREET ADDRESS, CITY, ZTATE, ZIP CODE
PLACENTIA LINDA HOSPITAL 1301 ROSE DRIVE, PLACENTIA, CA 92870 ORANGE COUNTY
@ | SUMMARY STATEMENT OF DEFICIENGIES  * [} PROVIDER'S PLAN OF CORRECTION s)
PREFIX (EACH DEFICIENCY MUST BE PRECEEDED BY FULL PREFIX (EACH CORRECTIVE ACTION SHOULD BE CRO8S- COMPLETE |
TAG REGULATORY OR L8¢ IDENTIFYING INFORMATIGN) TAG REFERENGED TO THE APFROPRIATE DEFICIENCY) DATE
GContinued From page 3 ' This information was seported to the
Tt Performance Jmprovement Committee, the
confaining the Implant for the surgeon, OR Medical Executive Committee and the
technician and circulating RN to see. The| - Governing Board at their regularly scheduled -
creulating nurse would put the implant Identifier in moeetings and no further review or action was
the implant tracking record. When asked if anyone required.
in the team said the siie and size of the Implant -
device out loud, ORT B said it was not a usual Regponsible Person(s):
practice. Director of Surgical Services

Director of Clinical Quality Improvement

On 8/21/09, at 0900 hours, the circulating RN (RN

\ ] ¢ . v Son:
C) was interviewed. RN € also did -not remember Disciplinary Action:

Non-compliance with corrective action by

the specific surgery, RN G stated that during the hospital staff will result in immediate
fime out process (a fme when all staff are to be remediation and appropriate disciplinary
focused on ensuring the correct procedurs iz being action in accordance with the hospital’s
done on the correct side of the correct patient), the Human Resources policies and procedures.
only reference to the implant would be that it was : . .
present. RN C also stated that usually after the Medical Staff members demonstrating non-

complisnce with corrective action will be
refered for peer review in accordancs with
Medical Staff bylaws, as appropriate,

surgaon removed theé head of the femur, the bone
was mesasured o determine the size of the implant.
The surgeon then said the size needed out loud,
The implant representative then would hold the
implart box up prior to opsning and placing it in the
operating field so the team could see it but it would
be the surgeon that confirmed it was comect, RN C
went on to state that left or right side does not
usually get verbalized. . !

A telephone intervisw was conducted with the
implant company representative (CR 1) present in
the OR on 2/5/08. CR 1 was unable fo recall events
jof the surgery on 2/5/08. According to CR 1, the
usual procedure was thet implants are ouviside the N
|| OR. When the implant size and type are declded
uponn, CR 1Twould wak outside and get the
implants. When the implants were brought back
into the OR they would be shown to the surgeon,

Event ID:CHY311 o ¥3Rrolo 9:01:01AM
PROVIDER/SUPPLIER REPRESENTATIVE'S SIGNATURE . TIMLE (X8) DATE
= / 3 /d

thatother safeguards provide sutficlent protection fo tha pallents. Except for nursing homas, the findings 2bove are disclo=able §0 days followlag Hie date
©f gurvsy wholher or not @ plan of somrecion is previded. For nureing homes, the above findings and plans of ssrrectien are distiosabla 14 days following
the dsta these documents ara made available ta the facillty. If deficiencies are citsd, an spproved plan of correction le requlstte % continued pragram
Partipation. .
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CALIFORNIA HEALTH AND HUMAN SERVICES AGENCY
DEPARTMENT OF PUBLIC HEALTH

STATEMENT OF DEFICIENCIES X1) PROVIDER/SUPPLIER/CLIA (42) MULTIPLE CONSTRUCTION (XS) DATE SURVEY
AND PLAN OF CORRECTION IDENTIFICATION NUMBER: COMPLETED
A, BUILDING
050589 8. WING 09/01/2009
NAME OF PROVIDER OR SUPPLIER STREET AUDRESS, CITY, STATE, ZIF CODE
PLACENTIA LINDA HOSPITAL 1301 ROSE DRIVE, PLACENTIA, CA 92870 ORANGE COUNTY
(X4) ID SUMMARY STATEMENT OF DEFICIENCIES 1=} PROVIDER'S PLAN OF CORRECTION (X5)
PREFIX (EAGH DEFICIENCY MUST BE PRECEEDED BY FULL PREFIX (EACH CORREGCTIVE ACTION SHOULD BE CROSS- COMPLETE
TAG REGULATORY QR LSC IDENTIFYING INFDRMATION) TAG REFERENCED TO THE APPROPRIATE DEFICIENCY) DATE

Continued From page 4

the OR tech and the circulating RN, then the
circulaion RN would be given the implant box,
When asked if this was always the process used,
CR 1stated no. Sometimes, the nurse would tell
me, the CR, to open the box and hand it to the OR
technician. CR 1was unable to remember what
system was used for this caze. CR 1went on to
add that the surgeon would usually read out loud
the size and site when the implant box was shown
to him or har, :

On 8/21/09, review of the hospitals policy and
procedure "Operative/Invasive Procedural Site/Side
Identification" showed that implanis were 10 be
‘available but failed to show a procedurs for how the
implants were to be introduced Into the OR during
the surgical procedure. On "8/21/09, at 1000 hours,
the Director of Clinical Quality Improvement
confirmed that there were no polices or procedures
for introduction of devices/implants during surgery.

The facility's failure to develop policies and
procadures to prevent the wrong replacement
components being inserted during surgery is a
deficiency that has caused, or is likely to cause,
serious Injury or death to the patient, and therefare
constitutes an immediate jeopardy within  the
meaning of Heallh and Safety Code Section
1280.1(c).

Event ID:CHY311 3/3/2010 9:01:01AM

MBORATOW VIDER/SUPFLIER REPRESENTATIVE'S SIGNATURE TITLE (X6) DATE
yA , A ZED 3/,9/&

. Any deﬁlciency ataternent ending witl(an asterisk (*) denntes a deficiency which the inatitution may be excuaed from correcting providing & Is determined
that other safeguards provide sufficient protection to the patients, Excapt for nursing homes, the findinga sbove are disclosable 50 daye following the date
of survey whether or not a plan of corraction |z provided. For nursing homes, the abeve findings and plans of correction are distlosable 14 days following

the date these documents are made aviilabie to the facllfy, If deficiencies are cited, an approved plan of cortaction 18 requlsite 1 santinued proaram
panticipation.
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