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The following reflects the findings of the Deparlment

of Public Heallh during an inspection visit: . -
Tmmediate safety measurcs and precautions

addressing patient safety and the provision

Comptaind intake Number: ol a safe environment in the Inlerventional

CAQ0335919 - Substantialed Radiology (1R suite were taken;
1. Additional sccurity straps/belts {medical  [12/10/12

immobilizers) were purchased to
accommodate patients with larger girths
and/or body mass index (BMI).

2. A new process was developed and 12/10/12
implemented: Prior o entry into the IR
Suite, patient BMI is assessed. For those
paticnts with a BME = 35, the Imaging
Manager and assigned IR Radiologist
confer 1o determine the optimal location for
the ordered procedure (i.e., IR vs, OR with
use ol bariatric table 1 portsble C-arm
imaging equipment).

» When IR is determined to be the optimal
location, the Imaging Manager and IR tcam
cvaluate and implement safe paticnt

Representing the Department of Public Health:
Surveyor ID # 22363, HFEN

The inspection was limited lo the specific facility
event invesligated and does not represent the
findings of a fuli inspection of the facility.

Health and Safely Code Section 1280.1(c). For
purpases of this seclion “immediate jeopardy”
means a sitvalion in which the licensee's
noncormnpliance with one or more requirements of
licensure has caused, or is likely lo cause, serious
injury or death to the patiant.

The following reflects the findings of the California placement on the TR table.
Departmeni of Public Health during the investigation o AR stafl were educated on the above
ofan entity reported incident. new process via staft meetings and 1:1
Complaint Number: CADD335619 Feview,
The investigation was !lrmled to the specific 3. AR IR Department Chutdeline was created, | 12/19/12
self-reported everfl investigated ) and ‘does not further supporting patient safety in the [R
reprasent the findings of a full inspeclion of the selling via the utilization of medical
facility. ) immobilizers [or aff patients regardless of
Representing the Department of Public Heaith: BMI, devel of mental, or use of sedation,
Heallh Facilities Evaluator Nurse 22363 and 12766.  [ducation was provided 1o all IR stalf,
Health and Safety Code Sectlo.n 1230’1_ ) . doAn lmagiog Competency, “{GE) Inova (1271912
(¢} For purposes IOf _ "'"% se_chcn |mmed|ale 4100 Tabie (Philips) Inteis™ was created.
)eopardy” means a situation in which the licensee's | The competency uddresses patient safety
noncompliance with one or more requirements of wilhin the contest of tlable use.
licensura has caused, or is ikely o cause, serious [ s Lducation was provided to all IR stalt.
t
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5. The BMI evaluation process {(#2 above) L125717
injury or death to the patient. was modified based upon quality
Informad  Adverse Event MNotification Health and assessment data to the following: The IR
Safely Code Section 1279.1. RN and IR Radiolopist performing the
(c) The facility shall inform the patient or the party procedure assess every patient’s BMI. 17
responsible for the patient of the adverse evenl by the IMI > 35, the IR team consult with the
the time 1he report is made. IR Radiologist re: optimal procedural
The CDPH verified thal the facility informed tho location for paticnt safety and imaging
patient, or the parly responsible for the patient, of quality. )
the advorse event by the time the report was made, # Fducalion was provided to atl IR stalTre:
Heallh & Safety Code Section 1279.1 the modifted evaluation process.
(8) A health facility ficensed pursvant to subdivision Monitoring; ] ]
{a) by, or (O of Section 1250 shail report  an 1. A [G-month clectronic medical record 0f26/13
adverse even! 1o (he depariment no later than five (EMR) documentation audit of [R patients
days after he adverse event has been delected, or. wiss completed to ensure lnraging Manager
if that event is an ongoing urgenl or emergent threat and 1R Radiologist nalification occureed for
to the welare, health, or safety of patients, putients with a BM1 235, o
personne!, or visilors, nol later than 24 hours after Qutcome: 1) zero patient falls; 2) 160 (6%)
the adverse event has been detected. Disclosure of v the 2612 TR patients screened had a BMI
individually identifiable patien! information shall be 235, 100% had EMR documcplal;o’n that
consistent with applicable law Imaging Manusger and IR Radiologist
{b} For purposes of this section, “adverse event" consuitation occunred. )
includes any of the following: 2. A randomized prevalenee audit 4/1/14
(7) An adverse avent or series of adverse events congisting of one day/month X 4 months
that cause the dealh or serious disabily of a was completed post-process modification
patient, personne, or visitor {#5 above) to ensure [T team and 1R
' Radiologist consullation oceurred.
California Code of chula!ions. Title 22, Division 5, Qutcome: 1) zere pi'.liun! falls; 2) 0 (13%}
Chapter 1. of the 47 IR medica! records audited had a
?0215(0} The nursing p|an for ihe palien!'s care [3ML - 35: 100% had EMIR docwmentation
shall be discussed with and developed as a result that IR team and IR Radiotogist
of coordination with the palient, the patient's family, consultation hih oveurred.
S -1 v e e T
or other represenialives, when appropriate, and stalf ¢ Responsible Pay: Manager, Imaging
of other discphnes involved in the care of the
patient.
The {acility {ailed to provide for the salety of Patient I
Ewent ID MIPH11 ZTI2044 4 23.07AM
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1while she was undergoing the insertion of a
peripherally Inserled cenlral calheter (FICC) ling in
lie Interventional Rediology (IR) department, This
resulted in Patient 1 falling off & treatment lable in
the inlerventional radiology service area during the
insertion of the PICC line, and susiained a fracture
of the Bth thoracic vertebrae requiring an additiong!
swrgical procedura 1o repair the fracture.

Findings:

from a long term care facility and admiled (o ihe
Sharp Memarial Hospital on -|2wi1h a chief
:complaim of abdominal pain  and  abdominal
dislention.

r the admission hislory and physical dated
EZ, Patienl | had been "bedridden for the iasl
3years " and included lhe following additional
diagnosis:

1. Chronic  respiratory  failure  wilh  venlilator
fassistance
| 2. Obesity induced hyperventiation syndrome

13, Severe chronic obsiructive pulmonary  disease |

" (emphysema)
4. Super morkid obesity
5. Airial fibrllation (liregular hearibeal)
G, Cardiomyopathy {enlarged hearl}
7. Chronic kidney disease, stege 4 o 5.

B Pulmonary hypertension

9. History of siroke

10. Losg of mohility

11, Peripheral  neurcpathy {nermve damage
causing numbness and pain tn hands

and feet).

The progress noles dated -2 indicated lhe
patient had, "Acute asterixis {a molor disorder

Patient 1a 73vyear old woman, was Iransferred

Event ID:MIPH1
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characlarized by Jarking movements of he hands

and arms) as wel as myoclonus ferks (involuniary
twilching ¢f a muscle o a group of muscles).”

on 2, Palienl 1 was moved to the surgical
intenisive  card  umit  (SICU) due to  conlinuing
hypotension {low blood pressure) and a medication
(Jopamine) was needod 1o maintain her  blood

prossure, according to the physician's progress

noles  dated iz al 702am. The same
progress notes indicaled Patient 1 had an, “Altered
level of consciousness: Lathargic (sluggish and
tired} She is at leasl morbidly obese”

On -|2 el 2:30 p.m., Palienl 1| was medicated
intravenously IV} wih  Benadryl 25 mg
{anlihistamine) for itching, with Dllaudd €5

miligrams (mg} for pain, and with Zofran 4 mg for
nausealvomiling, according to  the  eleclronic
medical record (EMR). At 240p.m. Palenl 1 was
transierred to the [R depariment for & PICC line
insertion.

(PICC lines are inseried in the arm 1hicugh the skin

[into a targe vain. The catheter is Ihreaded through

this vein unll 1l reaches a large vein near the heart,

PICC lines are used for jong lerm antibiclic therapy, |
secause they can be left in place ‘or a long period
of Ime.}

Accurding lo the ICU nurse (RN 1), Patient 1 was
an an inflateble matiress thal was used lo slida her
srto the IR table  The mattress was jhen deflated.
No seourily siraps or bells were used. RN 1 stated
she did not recall ever laking anyone Palienl 1's
size 1o the IR room Patient 1 was medicaled again
at 345 p m. wih Dilaudid IV for pain.

| Physician 1 was inlerviewed on  1/17/13 al 10:00
ia.m. and venfied he was responsible for lhe

Esant ID.MIPH1 12772014
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described
draped when he entered the
stated ho assumed tho palienl was stra
side but unsuecessful.

1's  right WaE

| on the lefl side, Patient 1 fell off ihe lable,

fioor, Patient 1 sustained
thoracic verlebrae scribed in
radiology reporl dated 2,

gduction internal
fraciure). | have
complications  relaled
stabilized  ..pneumonia,
sepsis (blood infection) ali
death.”

explained the
to not  having
paraptegla
poienlially

her heal and pet betler is opora
the high mortality (doath rate} asso
aperation and angsthasia. The patian

wil become paraplegic at
careful turning.”

as well as the trauma team hag decided

insertion of the PICC line on -|2. Physician 1
the patient was already prepped and
room, Physician 1

snd he altempled to insert the PICC line on Patiend
aftempl was made to accass the !eft arm of Patient
1and during the process Physician 1 said fhat just
-as he was biying to pass the catheler over the wite
As a resull of the fall from the IR table aonlo lhe
a fracture of
the post fall
According lo the Trauma Progress Notes dated

!2, 'The patients family refused ORIF {open
3 fixation - surgical repair of ihe

rding to the Trauma Progress Notes daled
2, "The only oplion that has a
elting

lingering death {without} operative inlervention and
some  point

The surgeon noted on !’2{ * .the family and
the palien! through conlinued conversalion with me

with operalive Intervention . the eslimated morality
was greajer than 50% in addition to the operation

ppod down,

Another

the 8h

potential
her back
(paraiysis), .
lpading 10

chance of
tive despite
cinted with
wili die a

despile

lo prosead

Evenl IDMIPHT1
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itsell. However, | di explain the risk of moralily
with non-operalive management likely nearly 100 %
wilh non-operalive care. Afler serous discussion
with femily, they really fell that the right means of
treating (Palient 1) at this poinl despite her
significant complication risk was to proceed with
operative  intervention with  stabilzalion of her
frackire 1o allow her io mobilize "

Patient 1 wenl lo surgery on r-'lz for surgical
repair of the spine with insertion ol hardware and
fusion of the spine.

Staih members from the IR depantmenl were
inlerviewad on 12/19M2 at 2pm. The lead RN 2
and the lead technician (LT 1) confimed they
assisted  Physician 1 on 2 with  the
procedure, According to RN Zand LT 1, all
patients that were placed on the IR table were
secured with belis, RN Zand LT 1 said Patient 1
would have been secured, but tha slraps would not
fit around her girnh. Patient 1had a documented
weight of 328 pounds and height of 61 inches.

The manufacturers instruction  manual  was
reviewed in the form of 8 CD ROM According to the
CD ROM instructions enlilled, Movement of Patient
on the Table, "In addition, il is recommended fo use
restrainls, such as Velcro straps  .."  The
instructions show a piciure of a patient on the 1able
with Velero straps across shouiders and legs.
Administrative Stafl were present ai the 12/19/92
interview with RN 2 and LT 1, and stated that in
retrospect Patient 1 should have been taken to the
baristric room (a room with the proper equipmenl lo
accommodate obese patienils). During this same
vinterview, Regulatory Staff stated there was no
safely program in the IR Ocpatirmert refated o the

Evenl I5:MIPHH1
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safely or strapping of palienis lo the table.
On 0/2643al 11:30am., bolh RN 2and lhe!
Raediclogy Manager ware re-nlerviewed related 1o °
the fall event. At the time of the inciden (1> .
RN 2 slated the use of salely restrainle was based
upon an assassmenl of “the patienls level of
mentation or if sedallon was needed andfor
observed prior to the procedure” RN 2 slated the
Palient 1was alen and psiented when she arrived
for the procedure on 2. RN 2 staled the use
of the available safety resirainls were inadequale
due {o tha girlh of Patient 1.

The assassmon! documentation provided by RN 3
on -2 al 309PM prior to the procedura
Indicated Petient 1had no neurclogical probiems,
and the safety precaulions were addressed based
on the medication use. The nursing noles assigoed
1o e assessment provided "P1 was alet oriented
and cooperalive, Consenl was signed and pl was
ossisted to x-ray lable "

The IR table measured 131 inchos in lenglh. The
width of the heod (top) was Binches, lhe trunk
{center) porlion of lhe lable was 18 inches wide,
ond the bottom wae 26 inches wide

The faciity placed Patienl 1on an IR table that
measured  at s narrowast paint 18 inches and
faled lo provide any safely measures or
precadlions. Patienl 1 fefl to the floor dunng the
. procedura,  fracluring thoracic  vertebras, which
required surgical interventon to repair,

Per the discharge summary dated -3, Patient
 1wes  subsequenlly discharged to a long lerm
acute care facHity HS. The extent of tha
disabilily related to t !, ang surgical repair of
| the lhoracic venebrae fraciure could not be

Ewven! ID:MIFPHTY RN 623 07AM
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“constitutes  an

delermined at lhe time of discharge.

The facilty's f{ailure to ensure the radiology and
nursing deparimenis coordinated with each other lo
develop an effective plan of care to provide a safe
environment for Patienl A's IR procedure is a
deficiancy tha! has caused, or is likely {0 cause,
serious injury or death to 1he patient, and therefore
immediate jeopardy within  the
meaning of the Health and Safety Code Seclion
1280.1{c).

This facility failed to prevent the deficiency(ies) as
described above that caused, or is likely to cause,
sefious inury or death to the palient, and iherefore
constilules an immediate jeopardy wilhin the
meaning of Health and Safely Code Seclion
1280.1(c).
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