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The foflowing reflects the findings of the Departiment The statements made in this Plan
of Public Health during an inspeclion visit of Correction are not an

admission and do not comstitute
agreement with the alleged
Complaint Intake Number: ’ deficiencies herein.

CAD0263189 - Substantiated

This Plan of Correcticn

Representing the Department of Public Health: constitutes UCSF Medical
Surveyor ID # 25730, HFEN Center's written credible

: allegation of compliance for the
The inspection was limited {o the specific facility deficiencies noted.

event investigated and does not rapresant the
findings of a full inspection of tha facility.
Corrective Action: Beginning on

Health and Safety Code S n 1280.1ck For March 28, 2011, in the Moffitt/ | 3/28/11
purposes of this section ‘"immediate jeopardy® Long Operating Rocom, a process

means a situation in  which the licensee's for Tounting raney clips was

noncompliance with one or mom requirements of successfully piloted with four

licensure has caused, or is likely {0 cause, serious neurcsurgeons for all of their

injury or death to the patienL cases in which raney clips are

used. The circulating and scrub
staff and surgeons in these
cases were educated to the new
process. Beginning on April s, 4/5/11
2011 and forward, raney clips
are counted in all surgical
cases that use them.

Title 22
70223(b}(2) Surgical Sarvice General Requiremants

(b} A committee of the medical staff shall be
assigned responsibility for:
(2) Development, maintenance and implementaton

of writlen poilicies and procedures in consultation Beginning on April 1, 2011, the

wﬁh' .oIth appropr.iate health professionals and perioperative mursing procedure 4/2011
administration. Policies shail be approved by the "Count, Instruments, Sponges
governing body. Procedures : |l be approved by Needles and Small Items® was
the administration and medical staff where such is revised to include counting
appropriate. raney clips in all surgical
, X cases where they are used.
1279.1(b}{1{D} Retention of Foreign Objecl in a
Patiant g
WAL
Event ;zﬁ?qvu 712072011 g:qm} -
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lhal ards provids suffcent protecton o the patients. Excepl for nursing homes, the findings above are disclesable 90 days hollowing the date
of survey whather or nol a plan of chon ts prowided, For Ing homes, Lhe alxres findings and plans of comection am disciosable 14 days Falkwwing
the dabe these documanty are made available o he faciity. i defudences aro dind, an appraymd plan of continued program
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Continued From page 1 Additionally, the procedure was
revised to clarify requirements
{b} For purposes of this section, “adverse event" for counting other emall items
includes any of the following: in accorGAnt?e with cux.-rent ADRN
{1) Surgical events, including the following: recommendations. All involved
(D) Retention of a foreign object in a patient after personnel who perform ,
surgery or other procedurs, excluding objects c1rculat3..ng and scrub duties 2/22/11
intentionally implanted as pat of a planned were trained by July 22, 2011.
intervention and objects present prior 1o surgery
that are mientionally retained. The revised count policy was 4/8/11
approved by the OR Committee on
This Regulation was not met evidenced by: April 8, 2011. Beginning in
May 2011, competency checklists
Based on interview and record review, ihe facility for circulating and acrub
failed to develop and implement a surgical count personnel were revised in
policy and procadura that specified smaill Hems accordance with the revised
would be accoured for prier fo closure after brain count procedure. By July 22, 7/22/11
surgefy resuiting in a Raney dip (green plastic clip 2011, all affected operating
approximately one inch long and one quarter inch room personnel who were not on
wide)} being lefl nside Patient 1's skuil. a leave of absence were
assessed using these revised
Findings. competency checklists.
Patient 1was admitted to. the haspital on [l To ensure systemic change in
for removal of two melanoma metastases to the the ocrganization, by July 20, 7/20/11
right occlpitat and the right parietal lobes of his 2011, the revised procedure for
brain (Cancer of the skin which spread causing counting small items, including
tumors on ihe right side of the back of Patient 1's raney clips, was implemented in
brain).  On JEMH1 Patient 1had a craniotomy both Labor and Delivery (L&D)
(surgical operation in which a bone Rap was where c-sections are performed
removed [temporarily] from the skull to accass that and in the Orthopedic Institute
portion of the brain where the tumor was located) (0I) where outpatient
with resection {remaoval} of the tumor in the right orthopedic surgery is
occipital area of the brain (rght side of the lower performed. L&D and OI
back jobe of the brain). personnel were educated in
accordance with the procedure.
Event ID:CW8Y 11 71202044 2:44:57PM
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Continued From page 2 Additionally, as of June 28, 6/28/11
oOn 11 Patient 1had a second craniotomy for 2011, personnel in O completed
rasaction of the tumor in the sight parieial lobe of the competency assessments for
hig brain (lobe just above the occipital lobe in the counting small items, including
back of Patlent 1's brain). The heurosurgeon's raney clips. Beginning July 20, (7/20/11
Cperative Report. dated -11. indicated thal 2011, competency assessment of
when dosing the skult afler this craniotomy, the personnel in L&D began and will
bone Rap was m four pieces and was secuned with be completed by the end of the
thanium plates and screws. month.
During both of these operations Rangy dips wang :
used to compress the layers of the scalp in arder to Monitoring: Beginning in April
stop it from bleeding and to keep the scalp out of 2011, an audit was conducted of | #/1/11
the surgical area. 100% of the neurcsurgery cases
involved in the pilot testing
On 4/511, Patierl 1's Case Records, daied of the new process for counting
B t=nd 1. were reviewed and showed raney clips. The compliance
that the pre-op and final sponge, needle, and small rate for a 2-week period was
Hems ocounts were documented as comecl.  Thae 100%. Results were reported to
Case Records did not indicale what smalf tems the Patient Safety Committee on
had been counted. June 1, 2011. At the direction | 6/1/31
of the members of the Patient
Review of the Discharge Summary dated -11 Safety Committee, the audit
Indicated Patient 1 had mild left Jower extremity process was reviged to include
weaknesa efter the second surgery. Patlent 1 was small items in addicion to
| discharged to a Skilled Nursing Facility {SNF} on raney clips, to be conducted
11 for acute rehsbiliation. randomly on a guarterly basis.
A report of findings was
Record review of Palient 1's Admission History and presented to the Patient Safety
| Physical dated [[ji1 indicated  Patient 1 was Committee at its August 3, 2011 | 8/3/11
readmitied o the facility because of a possible meeting. Compliance with and
infecled pseudomeningocele of the operative area. conting both raney clips and ongoing
A pseudomeningocele was an abnomal collection other small items for the
of cerebral spinal fluid which formed outside the months of June 2011 and July
dura [covering of the brain] csusing a pouch-like 2011 was 100%.
| fluid coflection under the scalg in the opsrative area
Event ID:CWBY11 720)2011 2:44:5TPM
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Continued From page 3 At the direction cf the
where the bone flap had been replaced. Patient Safety Committee at
the August 3, 2011 meeting, 8/3/11
Raview of the computer assisted tomography (CT) the monitoring plan going and
scan performed on [Jll11 indicated  "Tubuler shape forward in the OR is to audit | ongoing
foreign body in the right acclp  resection cavity of compliance with counting raney
uncartain etiology.” clips and other small items
for 5% of cases per month for
Review of the Operative Report dated [ a g-month period. In L&D and
indiceted Patient 17elurned to surgery for a CI, 10% of cases will be
craniotomy and a wound irigation and dralnage audited due to a lower volume
with removal of the bone fAap. The neurosurgeona of cases. A report will be
note stated there were signs of infection so he took given to the Patient Safety
cultures and then imigated the wound with two Committee in January 2012 when
differant antbictic solutions.  The neurosurgeon the freguency of continued
wrole "Ouring lhe irfigation, we encountered a green monitoring will be determined.
Ranay dip foating in the lrdgant ..and because
clps had not been applied to the skin edge during Responsible Party: Director of
the current wound washout, it was possible that the Pericperative Servicea; Chief
clip was remnant from the prior operation, and it Nursing Officer
was ramoved.” A drein was wd in the surgical
area to drain cerebral spinal fluid and  "residual
infection." The neurosurgeon wrote he was not
replacing the bone flap becauss there was a dsk of
recurrant  pseudomeningocele which would require
an additional operation to place a shunt and
because lhare was a risk of recurrent infection.
Review of the culture the subgakeal {under
the scalp) Muid, dated 1 when lhe specimen
was received, indicated the fluid was positive for a
moderete amount of staphylococcus aureus.
Raeview of the Inpallent Progress Notke dated
[l 1 indicated  the  surgeon spoks  with the
Patient 1 regarding the [l 1 surgicat indings
Event ID:CWoBY 11 TR0 2:44:57PM
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Continued From page 4

including the identification and removal of the
Reney dlip.

During a group intarview on 4 1 at 10:05 AM, the
neurosurgeon who had operat  >n Patient 1 stated
he had parformed craniotomies with the resection of
metastatc wmors on 11 and B Rangy
clips were used to stop the Ip bleeding during
both operations. The neurcsuraeon continued that
afier the second surgery Patie 1 had weakness of
his left lower leg so Patlent 1was discharged o a
rehabililation nursing facility (NF) on -‘11. While
at the NF Patient 1 developed a
pseudomeningocele  {an abnormal collection  of
cerabral spinal fluid [CSF] which leaked through the
dura maler [the outer covering of the brein and
spinal cord responsible fr keeping the CSF
conlained]}). The pseudomeningocele appeared as
swelling of Patlent 1's ecalp over the surgical area.
The neurosurgeon stated thal durng Pabert 1's
stay at lhe NF, the pseudomeningocele “ruptured”
(began {o leak CSF) and he was fransferred back to
the hospital. The pseudomeningocele appeared
infected so another surgery was scheduled fo
jrigate the wound and draip any infected material.
During the irrigation of ibe wound a Raney dip was
identified in the surgleal sils. The surgeon slated
that since he had not used any Raney ciips for ihis
imigation and drainage procedurs, the Raney clip
was most likaly lefl in the surgicsl site affer the
operation of 1. The neurosurgeon stated he
mmoved the Raney cfip, the bone fap, and a¥ of
the plates and screws which had been instafied
during the [l opsration in order to minimize
the chances of a recument infec

Event ID:CW9Y 11 20201

244 5TPM
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Continued From page 5

The neurosurgecn stated he spoke with the patient
immediately after surgery to disclose the
information  aboul finding the Raney clip. The
neurosurgeon saikd he plac muhfiple calls to
Patient 1's son and when they finally spoke, he
also informed Patient 1's son about the retained
Raney clip.

During this interview the neurosurgeon stated
Patienf 1required two mone operations afler the
third operation on [Jj11- The fourh operation
was to place a shunt which moved the cerebral
spinal fluid away from Patient 1's head to prevent
mcurrent  pseudomeningoceles  from  developing.
The fiffh operation was an explomiory craniolomy to
determine if another infection had developed. The
neurosurgeon said the results of this operation
showed only trace amounts of bacterla.

Review of the Discharge Summary, dated -|1,
indicated that Palienf 1 complsined of increasing
pain afler the -11 surgery and was unabie lo
participate in Physical Therapy. It was thought that
the pain was dus to a recurring pseudomeningocels
and Pafient 1had his fourth surgery on 1 for
placement of e shunt tp drain the cerebral spinal
fluid from under his scalp to his abdominal cavity.
After this surgery the pssudomeningocele problem
was solved but Palient 1 still complained of
gignificant pain. Patient 1was relurned to surgaery
on -11 for an exploraiory craniotomy in order to
assess for a reaccumulation of any infected
material. There was no purufent material presem
but cultures did show other rara organisms which

Event ID:CWSY11 7200 2:44:57PM
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Continued From page 6

weare treated by the Infectious Disease physicians.
Patignt 1was ultimaiely discharged lo acute

rehabilitation onf1.

In an interview on  4/8M1at  11:50 AM, (he
areulating nurse (RN) siated the Operating Room
staffl never counfed Raney cfips before or afler
neurosurgery cases.

iIn en Interview on  45M1et 1215PM, lhe
Operating Room Manager (ORM} stated Raney
clips were not counted because they were so far
away from the suigical area she did not think they
could ever fafl mto tha surgical she.

In an interview on 4/5/1tet 12:20, the Neuro/
Cranlo Nurse Manager (NCNM} stated Ramey clips
were not counted because lhey were so peripheral
that they fell to the Aoor or into the head collection
pouch (a plastic pouch under the palient's head
which collected Mood, cerebral spinal fluid, bone
chips, etc) when they become disiodged. The
NCNM  stated that when surgery is ending the
surgeons and the residenis just flip the Raney clips
off ang toss them anywhere.

The facllity provided the policy and procedure
“Counts: Instruments, Sponges, Needkes and Small
Hems," copyrighted 2009, which stated “Keeping
track of the location of items used in and around
the sterile fisk i a shared responsibility between
surgeons end nursing personnel.  Leiting Raney
clips just fall to the Roor or flipping Renay dips
anywhers does not keep frack of the location of
these small items.

Event ID:CWAY11 202011

2:44:57PM
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Continued From page 7

This policy also stated “Nee ;, small items, and
sharps witl ba counted manually, audibly and
visually by the scrub person and the darculating
RN.! The policy did not specfy wha! small items
would be inciuded and/or excluded from  this
counting requirament.

The Assoclation of perOperative Registered
Nurses, or AORN, is an organization with input and
lipisons  including CDC {(Cenfters for [Disease
Cantrol), Asscciation for Profassionzls in Infaction
Control and Epidemiclogy, American Collega of
Surgeons, American Society of Anesthesiologists
and the American Assoclalion of Ambuiatory
Surgery Centers. The AODRN position papers,
standards and racommended practices am widely
used not only in the parioparative clinical selting
but as an suthoritalive guide o darfy regulatory
requirements.

According to 2011 AORN Perioperative Standards
end Recommended Practices

"Retalned objects are considared a preventable
occurrenca, and carefu! counting and
doecumentation can  significantly reduce, £ not
aliminate, these incidents.”

AORN Recommended Practices for Spongs,
Sharp, and Insbumant Counts, Recommendation Il
staled “Sharps and other miscellanecus dems that
are opened onio the st field should be
accounted for during all procedures for  which
sharps and miscellaneous items are used.”

Event ID:CWSY 11

7i20i2011

2:44.57TPM
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Continued From page 3

This Recommendation included IH.b.1.
"Miscellansous itemns that should be accounted for
inciude, but are not limited 10, Raney clips”

AORN's Recommendation X siated “Policies and
procedures for the prevention of RSls (Retained
Surgical Instruments) and unretneved  device
fragments should be developed, reviewad
periodically, revised as necessary, and readiy
available in the practice setting.”

This recommendalion included X.a  '"These policies
and procedures should incude, but not be iimiled
to, tems to be counted_.."

The facility did not meet the AORN's accaplable
Recommended Praclices when Rt failed to require
circulating RNs and a scrub person to count Raney
clips and when the facilily's policy end precedurs
"Counts: Instruments, Sponges, Needles and Small

C.D.P.H.

ltems,"  copyrighted 2009, failed lo wdentify the AG it N
small ftems ta be counted, These failures resulted ) |
in a Raney clip baing left in Patient 1's head, The LERC DIV

retained Raney clip may have confribuled to Patient DALY CITY //
1's staphylococous aureus infection, his left lower "\_‘___F_,//
leg weakness, his recurdng pseudomeningocele
dua to leaks through the dura in lhe operative area,
and his increased pain levels.

The faciity's failure to prevent the retention of a
foraign body (Raney dip) is & deficiency that has
caused, or is lkely to cause, serious injury or
death to ithe patient, and therefore constifules an
immediate jeopardy within the meaning of Health
and Safety Code section 1280.1 {c}.

Evenl ID:CWOY 11 71202011 2:44:57PM

LABORATORY DIRECTOR'S OR PROVIDER/SUPPLIER REPRESENTATIVE'S SIGNATURE TITLE (X&) DATE

Arvy defidency siatement onding wilh an asterisk {*} denoles a deficiency which the instittion may be sxcusad from correcting providing i ia determined
that other safeguards provids sufficlent protection to he pabenta. Exvept for nursig b , iha fwiings above are disdotable 80 days folowing the data
of eyevey whether or not a plan of cormeclion ts provided.  For nursing homes, the abowe findings and plans of correction ame discioaabie 14 days following
the dale fhese documents are made availzhle b the fackty. K deficences are cied, an spproved plan of comention Is requisite o continued program
parlcpation.
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