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The following reflects the findings of the Cahfornia
' Department of Publc Health during an Entity
!‘ Reported Incident investigation

| Compaint No: CA 00187039
| Category. State Monitoring - Retention of Foreign |
! Object in Patient

s oo @ S

. Medical Cansuitani

|
‘Representmg the Calfornia Department of Public
I
\

1 1280.1{c}) For purpose of this section ‘immediate
| jeopardy” means a situaton in which the licensee's
;noncompliance with one or more reguirements of
Ylicensure has caused or is likely o cause, sefious
; injury ar death to the patient

\ , Title 22 - 70703 Organized Medical Staff (b)

{(b) The medical staff, by vote of the members and
with the approval of the governing body, shall adopt }
i written Dy-laws which provide formal procedures for |
evaluation of staff applications and credentials,
appointments,  reappointments,  assignment  of |
clinical privileges, appeals mechanisms and such
other subjects or conditions which the medical -
staff and governing body deem appropriate. The
medical staff shall abide by and establish a means |
of enforcement of its by-laws. Medical staff
by-laws, rules and regulations shall not deny or
restrict within the scope of their licensure the voting |
right of staff members or assign staff members to
any special class or calegory of staff membersh|p|
based upon whether such staff members hold an

S
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’ Continued From page 1 \
‘MD DO. DPM, or DDS degree or clinical !
\ psychology license. Procsss \
: Scheduling | Completed
| Based on interview and record review. the facifity Effective immediately we will not schedule or | 5/22/09
failed to ensure that health care providers were . E;:fg’;md?;‘% Drl"%zg;’ref (t,ha‘”‘ay requitread
familiar with medical devices prior to the use of the . aneuryrsm reppaf:' o ailu&'zﬁodpﬁ;;ggi 32&? i
device in surgery. As a result, a health care appropriate credentialing and in-service trau-ungi
provider inserted the wrong end of a lumbar CFS process is developed
{[cerebral spma.l ftuid] catheter drain, inte thle spinal i Educale schedulers on new process and decisiol. Complete
i column of Patient A The health care provider had . before snift begins. \ j
{never used this device before. The insertion of a ) ‘ '
llumbar CFS catheter drain procedure was not | L";ﬁé%’ﬂg:;'{g@ﬁgﬁegpgf&ggngmﬂtlf; ‘ Completeq
;clearly listed on the heafth providers privileging ranslated to schedule for all cases and verify |
| sheet. Nor was the procedure listed on the surgery | appropriate credentialing by physician. Polic
i P gery i ; ¥
‘schedule the day of the incident. When the health ﬁg&cs;‘ggg;"g‘:gf;iz;ﬂESU‘:a‘Ed 5;232‘1”"9‘50“]
. . ift began on ;
 care prowder attempted to remove the lumbar drain communicated with appropriate physicians on |
Ithe tip of the catheter was sheared off, and 5i22. |
‘approximatefy 3.5 centimeter [cm! of the catheter | Review all cheduled f fY" c
. . ) ) eview all cases scheduled for next day to verifyf ompleted
was. retalngd. Nine days after. d'SCh?rge Trom ’lhe; appropriate detail is on schedule and confirm 5/22/09
‘facmty‘ Patient A was re-admitted with diagnoses | appropriate credentialing.
t thal included, "Rule out meningitis.” ‘
‘ Review all future cases to ensure appropnate Completed
i detail and credentialing. Cancel any cases not in 5/22/09
iOn 5/21/09 at 415PM., the Depariment called’ compliance with new pg,ocess Y I
{ immediate jeopardy because of the facility's failure
to ensure that the health care providers would be | } R‘G‘P"“s:b:: P_ecr)soé\ .
e ) . . . i ! an A E
Ffam:llar with infrequently used specialized medical : ager, Fen-Up oervices
devices, prior to using the device in surgery, the\
listed approved privieges for MD 1did not clearly
state that he had been approved to place the \
lumbar CFS drain,  which MD 1 described as,‘ i
"Tricky, " and the insertion of the lumbar CFS drain ‘
should have been listed on the surgery schedule as |
a procedure. At 710PM.. the Department |
received an acceptable plan of correction and the‘ "
immediate jeopardy was abated. The plan of ! !
b |
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ﬂ Continued From page 2 "
{ correction included the following elements !
[1. Effective immediately the faclity would not :
schedule or perform any procedures that might :
require a |umbar drain placement until appicprale |
credentialing and in-service (traimng process is i
developed. ' !
(2. Implement immediately @ new process with |
surgery schedulers to ensure appropriate detail is |
itranslated to schedute for all cases and verify |
i appropriate credentialing by physician. i
|3. Review all case scheduled for surgery on 5/22/09 |
}to verify appropnate detail s on schedule and ‘
: confirm appropriate credentialing. |
‘4. Review all fulure cases to ensure appropriate
Tdetail and credentialing. Cancel any cases not n lw
%comphance with new process. . l
'BE. Enhance core privileges to ensure all applicable
!Specialty procedures. List already revised by | I
[Chairman and to be approved during emergency !
; Credentialing Committee and MEC . ‘
\8. Develop in-service training/proctoring program for '
lumbar drain ptacement and new kids. '
7. Work with Anesthesiology leadership to ensure |
appropriate exisling ilems are being in-serviced with | !
physicians as well as staff. Implement process toli
\cover all new items in OR.
!8. Through PI/Risk Management complete monthly | '
audit for full year to determine compliance with all i
steps above.
| |
\ Findings: | !
: |
Patient A was admitted to the facility on 4/28/09 | !
Event ID:ESYST1 11/25/2009 9 31:41AM
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Continued From page 3

with diagnosis that included expanding thoracic :
~aneurysm, status post tharacic stent per the |
idischarge  summary. On  4/29/09 the patient ‘
funderwent a thoracic endovascular stent repair. The 5
!patient was discharged from the faciity on 5/1/09 |
[ The patient was re-admitted to the facility on *
( 5/10/09 with symptoms of headache, ruie out post ' !
\_spinal drainage headache, and rule out local CSF |
 [cerebral spinal fluid] leak. On 5/19/0S Patient A
'was fransferred 1¢ a skilled nursing facility wilh
idischarge diagncses  that  included  aseptic
meningitis, malnutrition, and cardiomyopathy per
\ the transfer summary.

'On 521/09at 300P.M. the health care provider -
+[MD 1] that inserted the lumbar drain into Patent A
iirnmediately pror 1o surgery on  4/29/09 was | I
|
|

‘interviewed. MD 1said that he had been putting in

‘Iumbar cerebrospinal fluid drains, "on and off" for

‘more than 30 years. MD 1 estimated that he has, |

\performed about 15 of these procedures in the last! |

thity years; the last time being about two years |

ago, when he, “helped with" the procedure. MO 1

'was asked to desciibe what happened in the O.R.

loperating room] at the time of the event [4/29/09)

‘LMD 1 said that just prior to stariing the surgery, the

"surgeon asked MD 1tc insert a lumbar dran in, 1 ]
|
|

Patient A. The lumbar drain tray was set cut on a
stand in the operating room. MD 1 said that he had
never seen this type of catheler drain before. WD 1 !
further stated that because he had not used this

paricular device before, he took about 10 minutes |
to go through the brochure. The catheter had a !
pigmented [darkened] end that he assumed was | |
J the end to be inserted, since this is how other } ,

—
Event ID:EQYS11 11125/2009 9 31 41AM
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‘(Cvntinued From page 4

%!ypes of catheters are used. He noted that there

iwere small holes in the pigmented end as he

'expected of the distal end of a drainage catheter

;He did nol notice that the other end of the catheter
(also had holes. MD 1then inserled the pigmented

'end of the catheter, thru the trocar, into the spinal

i column of Patient A, MD 11ihen realzed ihat he
f-had inserted the catheter backwards when he
'noticed that the other end of the catheter alsa had

| drainage  holes. He then realized whal had

:happened and tried to remove catheter drain, but |
'the tip of the catheter dran sheared off
!(approximatelv 3.5 centimeters} and  remained
“inside the patient. *© MD 1 mentioned that one of his
partners had made the same mistake with this type
tof catheter but had been successful in removing it
| without breakage

?Joim review of Patient A's medical record was
'conducted with MD 1 Patient A was discharged
{from the facility on 5/1/08, and then re-admitted on
'5/10/09 with “generalized weakness, ,
|lethargy..minor  headache” per the fsstory and
"physical, Per a consuliation report, Patient A was |
evaluated lo, "Rule out meningitis.” On 5/13/09 at |
11:00P M., a CT [compulerized lomography] of the | |
I'lumbar spine with the use of a contrast matenal ' i
|was performed. Per the radiologist's report, the CTi '
Ishowed. "tiny 2mm opaque foreign  body
i consistert with catheter tip marker just beneath the
lamina just distal to the plane of the L3- L4 disc.'|
In the interview with MD1on 5/21/09 al 3:00 P.M.,|
MD 1 said that the retained tip of the lumbar drain
Icatheter was held in position by the ligaments, and!

x that there would be no attempt to remove the \
— J

|
|
&
|
i
I
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.Contlnued From page § : 1
: Cathete'r piece. Credentialing !
' ) Enhance core privileges to ensure all applicable .
+MD 1's credential file with approved privileges was speciality procedures. List already revised by i Completed
reviewed. MD 1w ivile " Chaiman . Reviewed/approved by CredgnUallng !
' hesia as privieged to do,. regional and Committee. Reviewed/approved by Medical ‘I
ilocat anesthesta”™ There was no listng on the Executive Committee 5/29/09 ;
\prwllege sheet for placement of a lumbar CFS drain. l
The Department and MO 1jointly reviewed his Rﬁspgﬂzlmen:'er.soa o Medical Staft
1a, svan, r, Med
[approved privilege sheet. When asked if the: ead, Anestnhesia; a9
rprocedure of a lumbar drain placement was covered ' Training/Education
Iby any of the categories for which he had teeni . Develop in-service trainingiproclo‘r(irt? grogr'arln ftor c tod
i o R ; . lumbar drain placement and new kits. Spedialis ocmplef
[apprqved, MD 1 stated thal his listed privileges did from Medironic contacted and provided in-service
'"not include” placement of a lumbar CSF drain. MD; on kits on 5./28/09
'1also stated that the insertion of the lumbar drain
! i ; Work with Anesthesiology leadership to ensure
:for Patient A was not hSt?d on the surgery appropriate existing items are being in-serviced
ischedule. MD 1 staled that, “"Had he xnown the. with physicians as well as staff. Implemented
inight before" he could have reviewed the information process to cover all new items in O.R. i
i about the Iumbar drain. MD 1said that he had not : o 1‘
i t h ot L h duct | Monitoring
spent _enough tme reviewing the produd literature , Completed review 5/22/09. Scheduied appropriat
before altempting the insertion. MD 1 stated thal | in-services as required. Based on findings, will not  Completed
he "hates doing them" [lumbar drains] and that they | - perform any other procedures where in-
can be "tricky and they are a sophisticated drain. | senvice/lraining may be lacking.
} | Responsible Person
According to the facility's medical staff by-laws, : ~ Head, Anesthesiology; Manager, Peri-Op
Article VI, Clinical Privileges, "6.1Exercise of‘ | Senvices
|
Clinical Priviteges - Except as otherwise provided ml‘ | Through Performance ImprovementRisk .
\ihese Bylaws, a member providing independent ! ~ Management, complete monthly audit for one Ongoing
| clinical services at this hospital shali be entied to year to determine compliance with all steps
exercise only those clinical privileges specifically 1 ; above.
granted. The listed approved privileges for MD 1did \ Monitoring Process
not clearly state that this provider had been | | Audits to be completed monthly (begun during
; i © week of May 267) for one year o ensure
approved to ptace the lwmber CSF drain. ‘ | appropriate compliance with new process.
MD 1 was not familiar with a specialized device that  Responsible Person
was used infrequently. The insertion of this device | |  Admin Director, Quality/Performance
| S * Improvement
was not clearly listed on the privileging sheet for ‘
] 1
Event ID:E9YS11 11/25/2009 931-41AM
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i Continued From page 6

tMD 1. The facility's Bylaws stated that, "A member’
:prowding independent clinical services at  this

'hospital shall be entilled to exercise only those

iclinical privileges specifically granted.” The facility |
faded toc develop a forma! procedure to evaluate -

rmedical  staff assignment of ciinical privileges

‘related 1o the inserion of a lumbar CSF [cerebral

» spinal fluid] catheter

|

‘The facility's failure to ensure that health providers
~were familiar with medical devices prior o the use
iof the device in surgery is a deficiency thal has

|caused, or is likely to cause, serious injury or .

ideath to the patient, and therefore consiiiutes an
iimmediate jeopardy within the meaning of Heaith
" and Safety Code section 1280 1 { ¢)

|
i
r
i
|
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