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The following reflects the findings of the
Department of Public Health during an
inspection visit:
Complaint Intake Number:
CA00189315 - Substantiated
a. How the correction will be July
Representing the Department of Public Health: accomplished, both temporarily and 2009
Surveyor ID # 16509, HFE Il Supervisor permanently.
The inspection was limited to the specific facility e The correct process for
gve_nt investigatgd and Fioes not repr?sent the deployment and removal of angio
findings of a full inspection of the facility. guide wire in-services were held
for all CVL staff that included:
Health and Safety Code Section 1280.1(c): For .
purposes of this section ‘“immediate jeopardy" * Review of catheters and
means a situation in which the licensee's devices used during the
noncompliance with one or more requirements procedures
of licensure has caused, or is likely to cause, e Deployment technique
serious injury or death to the patient. with a focus on guide
wire placement and
AMENDED 2567 removal
Tpe California Department of Public Heglgh h.as ¢  Deployment steps
withdrawn the 256? for the Admm:_strat:ve including statement of:
I:lenalty # 280003724 |$SUedThtO the ‘!:Ci I[); Qll"l- " Wire Out " to be
oyemperlh 2[267 0 9._'-t » e Department s called by the
MR=ICBLINg W9 ARV Reew. technologist for staff
y . and supervisin
The following reflects the findings of the ph sic?an noti iglcation
California Department of Public Health during y
an Entity reported incident investigation e  Documentation of
conducted from 5/27/09 through 6/26/09. Entity “Wire OQut” in the cath
Reported Incident: # CA00189315 lab documentation
module and signature by
Category: Retention of a foreign object in a the technologist
patient
Event ID:KW5R11 4/26/2011 8:28:31AM
LABORATORY DIRECT@R'S OR PROVII_;'!ERISU@ERfEPRESENTATNE’S SIGNATURE TITLE (%8) DATE
;] / dIA <l ¥ Ié f{;cf é_‘&.&:{'.v,_,—(“_,{ - r(d ({
Any deficiency statement endi‘g with an astarisk'(f) dengates a deficiency which the institution may be excused from correcting providing it is determined
that other safeguards provide sufficient protection to the patients. Except for nursing homes, the findings above are disclosable 90 days following the date
of survey whether or not a plan of correction is provided. For nursing homes, the above findings and plans of correction are disclosable 14 days following
the date these documents are made available to the facility. |f deficiencies are cited, an approved plan of correction is requisite to continued program
participation
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Continued From page 1 e The above in-services were
followed by a return
The investigation was limited to the specific demonstration of all staff.
ta;legfat(;gn(s} ; refplclar_ted ?nd fc::e? _I"_‘Ot represent e Interventional cardiologist
Re insg‘r?t?no 4 {tjh rnsp(-,g: {I?fn arie ?;’ IIY-d . of and CVL staff will continue to
re | Il O i
Pjgl'c Healtr?' i 1?:‘30 Sl SREamem 19 remain in the CVL room until the
: ' patient is deemed stable for
transfer to Recovery Room or
Health and Safety Code 1280.1(c) For . overy
; ’ ; : " patient care unit.
purposes of this section ‘“immediate jeopardy
means a situation in  which the licensee's . »
noncompliance with one or more requirements b. The title or position of the person Nov.
of licensure has caused, or is likely to cause, responsible for correction. 2009
serious injury or death to the patient. Mangger D_f CVL
Medical Director of CVL
Title 22 70435 Cardiovascular ~ Surgery  Service L. L N
Staff. (a)Cardiovascular catheterization c. Description of the monitoring process 2359
laboratory. (3) Two persons (registered nurses to present recurrence of the
or cardiovascular technicians) shall  assist deficiency.
durin the erformance of all cardiac - ; ;
g8 e p Medical record audits on patients who
catheterization  procedures, These  personnel : ; L
, : . receive closure devices to validate that
shall be trained in the use of all instruments ;
. the technologist who deploys the
and equipment and shall be supervised by a e
chysidian closure device is signing the record
Based on interviews and record  reviews, w?cfperfom'led f‘;,r 920 dags wllth
Facility 1failed to ensure adequate supervision 5; = 3ctoaydc_omp 1a51ce. h CHIAS were
of a cardiovascular technician [CVT 1] while he shared and discussed at the staff
deployed a femoral artery closure device at the maeeting
end of a cardiac catheterization rocedure . . . .
_ P Any issues identified during femoral
performed on Patent A As a result, a . .
twenty-eight (28) inch guide wire was retained closite. devive deploymeont will be
) s 1eG). i addressed by the CVL staff and
in the patient's right common femoral artery . . . .
; interventional cardiologists. The
and found 29days later during a second Manager, CVL and Medical Direct
: 1 ical Director
cardiac catheter procedure, o . >
P CVL will be notified.
Findings:
Event ID:KW5R 11 4/26/2011 8:28:31AM
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d. Date the immediate correction of the July
deficiency will be accomplished. 2009

Patient A, an 82year old male, was admitted to

Facility 1on

4/20/09 with  diagnoses  which

included chronic total blockage of a coronary
artery, unstable angina, and post coronary

artery bypass
underwent a

surgery. On 4/21/09  Patient A
cardiac catheterization and was

discharged home on the same day  Twenty
nine days later on 5/19/09, Patient A was

admitted to
catheterization
catheterization
cm} guide

catheterization

Facility 2for a second heart
At the time of the second heart
on 5/19/09, a 28inch long (70
wire  from the initial  heart

done at Facility 1was found in |

Patient A's right (common) femoral artery. The
guide wire extended from the descending aorta
up to the aortic arch. The wire was removed

and Patient
5/20/09
On 5/27/09,

was reviewed,

A was discharged home on

the medical record at Facility 1

The Preoperative History and

Physical dated 4/20/09 showed that Patient A
had ‘'unstable angina” The cardiologist

planned to
catheterization.

performed. On
that an Angio-Seal device was

documented

proceed with a cardiac
On 4/21/09, the procedure was
the same day, the cardiologist

used to close the femoral artery at the end of
the procedure. [Angio-Seal is a vascular

closure device

(the femoral

used to seal the puncture site
artery) in patients who have

undergone diagnostic  heart  catheterizations.

The procedure

wire into the

included insertion of a guide
femoral artery. At the completion

of the procedure, the guide wire is removed

Normally this will be no more than
thirty (30) days from the date of the
exit conference. However, in the case
of civil money penalties (citations)
being used, the correction of the
deficiency may be required to begin
immediately with all correction of the
deficiency being completed in less
than thirty (30) days.

Event ID:KW5ER11

4/26/2011

8:28:31AM
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The Post Catheterization Progress Notes dated
4/21/09 indicated  that the Angio-Seal device
was deployed by CVT 1.

During an interview on 5/29/09 at 11:.05AM.,
CVT 2stated that at the end of the procedure,
the physician left the procedure table and CVT
1closed the site. Per CVT 2, the physician did
not remain at the procedure table to supervise
closure while CVT 1deployed the Angio-Seal
device.

During in interview on 5/28/09at 3:00 P.M.,
CVT 1did not recall deploying the Angio-Seal
device on Patient A.

On 5/29/08, Patient A's medical record at
Facility 2was reviewed. On 5/14/09, Patient A
was referred to a cardiologist at Facility 2for a
repeat heart catheterization. On 5/14/08, the
cardiologist's  Nurse  Practitioner examined
Patient A. The Nurse Practitioner documented
in the consultation that Patient A complained of
pain in the right groin and had a "lump" at the
site of the initial heart catheterization at Facility
1. On 5/19/09, the repeat heart catheterization
was done at Facility 2. The Cardiac
Catheterization  Laboratory  electronic  record
dated 5/19/09 showed that a guide wire from
the prior heart catheterization at Facilty 1 was
retained in the right common femoral artery.
The wire was subsequently removed.

During a telephone interview on  6/26/09 at
11:50 AM,, the cardiologist at Facilty 2who
found the retained guide wire stated that the

Event ID.KW5R 11

4/26/2011

8:28:31AM
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Continued From page 4

guide wire probably caused ‘“sensitivity" in the
groin.

Facility 1 failed to ensure supervision of CVT 1
while he deployed a closure device on Patient
A's right common femoral artery. The lack of
adequate supervision resulted in the retention
of a 28inch long guide wire in Patient A's
femoral artery for a period of 29days. This
caused Patient A pain and placed him at risk
for complications such as infection, sepsis,
blood clot formation, and migration or
perforation of a blood vessel from the retained
guide wire.

The facility's failure to properly supervise the
CVT in the proper deployment of a closure
device on Patient A is a deficiency that has
caused, or is likely to cause, serious injury or
death to the patient, and therefore constitutes
an immediate jeopardy within the meaning of
Health & Safety code section 1280.1 (c ).

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 1280.1(c).

Event ID:KW5SR11 4/26/2011 8:28:31AM
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