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E 000| Initial Comments’ E-000 :
The following reflects the findings of the California Hospital Medical Center considered this
Department of Public Health during & Complaint very serious event and took immediate action th
I""’Esﬂﬁaﬂﬂ"- prevent rummm'enoe as ﬁﬂuws
Complaint Intake Number: CAD0181940 -
" | Substantiated. :
I i : bospital immediately implemented
The Inspe-cﬁnn was limitad to the spacific _ plan approved h;;hﬂ Governing ;nd:,r W
complaint investigated and doss not represent states that the bospital Phﬂmﬂ}' will imme
the findings of a full inspection of the facility. cease dispensing
2 S Methotrexase to Residept Physicians
Representing the Department of Public Health: las follows: 2
S R N-HFEN Physicians may not preseribe or
1280.1(c) Health & Safety Code Section 1280 k
For purposes of this section, “Immediata 12:  Prescribing of Methotrexate: -
Jeopardy" means a situation in which the " Orders for Methotrexare for all OB-GYN | '
licensee's noncompliance with one or more patients must be written by the anending
requirements of licensure has causad, or likely to pl:wslmﬂﬂwhuiﬂnmﬂmbﬂ' of the Madical
cause, sarlous injury-ar dﬁm to the patlent Staff and has privileges in Obstetries & |
: Dsﬁ‘“m" Constituting Immediate JWPE"”? prmihlgﬂmmmmﬁ hsofms
o : " who have privileges to prescribe Methotrexate
E242| T22 DIVS CH1 ART3-70203(a)(2) Medical E242 was distributed to all pharmacy staff
Service General Requirements : 3 . : :
(2) Developing, maintaining and implementing th'mwaf will r.hacl: xf Mcfhnmm ﬂm: =
written policies and procedures in consultation appropriate before preparation. Pharmacist
with other appropriate health professionals and will contact the physician if renal or bepatiz
administration. Policles shall be approved by the dosing adjustment is needed or Methotrexate
governing body. Procedures shall be approved i3 contraindicated. Pharmacist Jooks up
by the administration and medica) staff where beta -HCG value before processing
such is appropriate. 8 Methotrexate order. If HCG is negative
- (HCG <10), pharmacist will infornm
the physician of negative HCG and will NOT
This RULE: is not met as evidenced by: prepare/dispense Methotrexate 4
Basad on record reviews and interviews, the .
facility falled to ensure that their written poficy Currtinued on Bage 5 -
& e m mm

722y

lfmaﬂnnm 1al?




PRINTED: 04/20/2008

FORM APPROVED
iyt gl - et o D
A BUILDING
CA330000002 c2iu 04/03/2008
HAME OF PROVIDER OR SUPPLIER STREET ADDRESS, CITY, STATE, ZIP CODE
CALIFORNIA HOSPITAL MEDICAL CENTER LA 1401 SOUTH GRAND AVENUE
: ) LOS ANGELES, CA 30015 i :
(%4 ID SUMMARY STATEMENT OF DEFICIENCIES I " m PROVIDER'S PLAN OF CORRECTION o8
PREFIX (EACH DEFICIENGY MUST BE PRECEDED BY FULL FREFIX (EACH CORRECTIVE ACTION SHQULD BE COMPLETE
TAG REGULATORY OR LSC IDENTIFYING INFORMATION TAG CROSE-REFERENCED TO THE APPROPRIATE DATE
; DEFICIENGY)
E 242| Confinued From Page 1 E 242
and precedure for administration of Methotrexate 4. Administration of Methotrexate
was implementad by falling to: Methotrexate for all OB-GYN patients must be
administered by attending physicians who
1. Follow the criteria for recaiving Methotrexate, have privileges at CHMC. Resident -
which stipulated the "unruptured mass" is to be Physicians may mot prescribe or administer
less than 3.5 centimeters (cm) at greatest Methotrexate. :
dimension,
2. Obtain bassline lzbs such as serum (blood)
beta-Human Chorionic Genadotrapin (beta-hCG)
- | prior to Methotrexate administration. The :
beta-hCG levels must be less-than 10,000miU/ml
befora giving Metheotrexate. . In ndﬁmn. the facility Imm&dmer re\rlsed and
J lmpkme.nlad the 3/18/2009
3. Ensure that all findings (labs and radiclogical olicy, approved by the Governing Body which|
studies) were reviewed by the attending OBGYN requims pharmacists to dispense
physician who must document the assassment Methotrexate for Ectopic pregnancy only to
and plan of care in the patienf's record prior to sttending OB/GYN physicians and only after « - .
administration of Methotraxate. Pharmacist confirmation of a positive Beﬂm
level 10 or > as well as normal BUN and ning and -
The facility's failure to follow their written policy Hepatic fimctionas follows.
and procadure resultad in Patient 1 being *Special Requirements for Methotrexats
E.‘:!TDFIEGUS!]! administered Methotrexats, a ; Administration to OB/GYN Patients
-chemotherapeutic medication. Patient 1 did not Methotrexare for OB-GYN patients
have a positive pregnancy and did not meet the Prescribing of Methotraxats
criteria as specified in the facility's Methotrexate Orders for Methotrexate for all OB-GYN
policy for administraticn of this medication, patients must be written by the attending
Patient 1 suifered serious adverse effects physician who is a member of the Madical
following the administration of Methotrexate Staff and has privileges in Obstetrics &
including immunosuppiression, severs : Gynecology. Resident physicians may not
neutropenia, leukopenia, and oral, esophagaal prescribe Methotrexate.
and skin ulcerations (stomatitis). .
Findings:
On 4/2/09, an unannounced visit was made to
investigate a facility reported incident involving
Patient 1 who received Methotrexate medicafion
for a possible ectopic pﬂegnancy and suffered
: adverse effects. A review of Patient 1's madical .
record was conducted on 04/02/09. The "ED Continued on page 3
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E 242| Confinued From Page 2 E242 It is mandatory that every member of i
s . |Obstetrics & Gynecology Call Panel who
Admitting Notes,” dated 03/02/09 af4:30 AM,. is responsible fnnupr.msmg mdd:m
revealed Patient 1 was seen in the Emergency review the M.
Department (ED) with complaints of left lower _Pregnancies policy dated mms whin.h s
‘quadrant abdominal pain and nausea for 2days. located in CHMC call room and on the
Patient 1 had a history of Gastroesophageal '| computer desktop indicating thiat they have
rafiux (GERD), hyperisnsion, diabetzs mellitus, and understood both policies. S
hyperipidemia, acuts renal I'ailure, and bilateral Tﬁe wm Pnﬁcy 6/1/2009 |
lower leg edema. . | the Methotrexats usein Ectopic
_ _&EMWHWSM} be appended to the
Further review of the ED pregress netes/Nursing Obstetrics and Gynecolozy Rules
Assessments - under “Treatments® revedled on and Reguiations which are reviewed annnally by
] GE{D?IGQ at 10:01 AM - "Paint of Dare_- UA . | the OB-GYN Admiistrative Commitree,
{ urinalysis) Pregnancy test was Negzfive." A copy of the OB-GYN Rules and K=
Patient 1 was further managed for her pain, are provided 1 all new practitioners with obstetrical
along with tests including Chest X-Ray (CXR), | privileges artha time of their appointment to the
Electrocardiogram (EKG), Computerized . Madical Staff. Any revisions to these palicies
Lomngraphy Scan (CT), mca'::' ultrasound scan will be ciroulated to all practitioners with obstetrical
3). The findings from the CT and US ivileges oval'by the Execitive Madtical Boand
identified a largs right adnexal mass (by the right | - o hm;pon ELEL wﬂlhw i bt
ovary). It was measured at 8.12 centimaters By the Medical Staff Offics Digector
(cm). : _ _ :
According to the facilil:y'g‘ﬁuﬁcf and procedura
for "Methotraxate Treatment for Ectopic - - . s
Pregnancy” with a revised date of 12/23/08, the * | Renal doging adiustment: | Patients with
criteria for receiving Methotraxats included Pharmacist will contace | moderate renal
tresting an unrupturad mass with a size is lsss : physician if renal dosing | failure (GFR 1
than 3.5 cm. In addition, the facility's policy : adiusement is needed mI./min) should
stipulated that, prior to Methotrexats s i
administration, a baseline lab be obfained for : ot

serum beta-hCG (human chorionic
genadotropin), a bload test that can verify and

chack for abnormal pregnancies. Thers was no
documentation in the medical record i;t a
serum befa-hCG test was done for Patlent 1
prior to Methotraxata administration.

The ED progress notes dated 3/2/09 r:,l_t 2:08

p.m., and written by MD 1, documentsd MD 1,

fram the ED, discussed the patien: with MD 4

from Intemnal medicine, and MD § from ORIGYN.
T PR

Continued on page 4
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E 242 Continued From Page 3 E242 | Hepatic impairment: Hepatic im
; Pharmacist will contact | if the bilirubin is
MD 1's note, dated 3/2/09, indicated the UCG physician if hepatic than 3.0 mg/dL
(Urine Chorienic Gonadotropin or Pregnancy dosing adjustment is agpartate
Test) was “verbally reported as negative but was needed or Methomrexate is | transaminase (.
unable to find RN documentation of it, so will contraindicated, is less than 180
re-check UCG to be sure.” 100% of the dose
: ;o may be admini
A review-of the physician orders by MD 1, in the if bilirubin is 3.1
ED, written on 03/02/09, revealed another UCG 5.0 mg/dL, or AST is
(bedside) was ordered on 03/02/09 at 1:55PM greater than 180 I,
and completed by RN 1 at 2:15 PM. However, a 75% of the dose
review of the medical record revealed RN 1 should be given; the
made no'documentation on 3/2/09 regarding the : dose should be |.
results of this second UCG tast. Patient 1 was omitted if the
transferred to the rnedmai floor on 03/02/08 at bilirubin is
3:21 PM. : than 5.0 mg/dL
A raview of the physim‘an orders from the i e s gl
e e Pharmagcist will NOT NOT be by
gical floor datad March 2, 2009 at 7 i
p.m., revealed an crder for Patient 1 to be given . | prepare/dispense pharmacy # i
Methotrexate 25 milligrams (mg) intramuscuiary . | Methotrexate if HCG is | negative (<10)
(IM) times one now. The medication . negative (HCG <10). :
administration record dated,3/2/09 indicated ;m"m m?"—“
Methotraxate 25 mg was given IM to Patient 1 at verlfy {
11:30 PM. § Methotrexats is hd.{l:ai‘ed
An interview with MD 2, a 2nd year resident
physician, was conducted on 04/03/09 at 10:00 : 1ofre :
"AM. She stated she was reviewing Patient 1's : 4/16/2009 |
medical record after her transfer to the . Pharmacy will check the Methotrexate dose
medical/surgical floor: She admitted she made a to make sure it is appropriate before preparation.
mistake during her review. She stated she
misread the BNP (Brain Natriuretic Pepiide - Pharmacy will check the list of
used to check for cardiac problems) results, for Staff Specializing in Obstetrics & Gynecology
the pregnancy test bets-hCG (Beta Human | to make sure that Methotrexate is erdered by
Cherionic Gonadatropin). She stated she a physician whe has privileges to prescribe
informed the OB/GYN attending physician (MD Methotrexate for ectopic pregnancy. The
&), over the phone, of the BNP value as the is wpdated when changes in the Medical
beta-hCG of 513, and stated she thought it might takes place.
ba an intrauterine or ectopic pregnancy versus .
an ovarian tumar/mass. According to the facility's
Methotrexate policy, the beta-hCG levels must Continued on page 5 -
g ' w2rine : T If continuation sheet 4 of 7
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E242| Confinued From Page 4 E242 The pharmacy will only fill an order for *
- | Methotrexate for ectopic pregnancy when
be less than 10,000 miU/ml before giving | the erder is written by a member of the
Methotrexate. Medical Staff who has privileges in Obstetrics
S . & Gynecology.
MD 2 stated it was at the end of her shift, so she Resident Physiclans may not prescribe M
reported off to MD 3, the evening 2nd year Pharmacist responsibility for Mcﬂmtrexata
resident physician, who was coming on duty MD for ectopic pr'-‘snmr

2 went to see Patlent 1 to complete her . : ;

~assessment and discuss with the patient her dmini of e

condition and plan of care. Then, she . Methotrexate for all OB-GYN patients must be

documentad a note in the medical record; and administered by the attending physician who hat

left the facility. ' prescribed the Methotrexate. Resident Physiciags

will not prescribe or &dmmster Meﬂlmmtu

During an interview on 04/03/09 at 10:30 AM,
MD 3 stated he reviewed MD 2's note, but did
not review any of the ED nates or prévious labs

over tha phane, with the attending physician (MD

in the computer, He then discussed the case,
3} (] I IE!i;ﬂ'ﬁﬂ. ﬂﬂd EM‘ = I
A:mrd]nr_.j foMD 3, MD& dlécussed prapping the On 4/16/2009, Medic i ; ]
patient for the operating room (OR) to address relating to Resident ﬁﬁﬁm 4/16/2009
the abdominal mass. However, since Patient 1's physicians was revised to iaclude
bload pressura was very high'at the time of this g Mutiieais vl :
evaluation, she was not lcally stable to taks : S e fouﬂm.
immediately to the OR. The issue was then e - '
discussed further and it was decided fo Ohcicriatbin, af Rasiloate
administer Methotrexate. MD & instructed MD 3 ‘An orientation process 4
to order the Methotrexate and give i, after -  |residenss doing o Eaﬂf{:mm Iﬁspmlfbf::ji
amounts. MD 3 wrote the order, called the presentation il Bt kbt ks
pharmacy and due to Patient 1's poor renal Bl 10 5 Sttt Mo thle s L“‘IME“‘
function, a haif dose was cleared by pharmacy, addresses supervision of mm]_;mmnamn
MD 3 stated he administered the Mathotrexata to
.Patfent 1 on 03/02/09 at 11:30 PM. S bl o D s

A review of tha physician progress records dated ST P :
03/02/08, did not reflect that the attending ool i s
OBGYN physician (MD 6) had reviewed or +n which res ; nelading
docurnented the assessment or plan of care in supervision mdmi? ‘“ml St aetian
the patient's medical record prior to lans generated ;

: ; administration of Methofrexate, as stipulated in P Continued on page 6

STATEFORM TR e ~ 0QD3at " Wcoatinuation sheet 5of 7

- STATE FORM




PRINTED: 04/28/2009

FORM APPROVED
STATEMENT OF DEFICIENCIES [X1) PROVIDER/SUFFPLIER/CLIA (2} MULTIPLE CONSTRUCTION : (%3) DATE SURVEY
ANDFLAN OF cormeEcTION IDENTIFICATION NUMBER: COMPLETED
. |A BULDING :
; B, WING .
CAS30000002 d 04/03/2009
NAME OF PROVIDER OR SUPPLIER STREET ADDRESS, CITY, STATE, ZIP CODE
CALIFORNIA HOSPITAL MEDICAL CENTER 1401 SOUTH GRAND AVENUE
: e A LOS ANGELES, CA 90015
X4) 1D SUMMARY STATEMENT OF DEFICIENCIES D PROVIDER'S PLAN OF CORRECTION (X3)
PREFIX (EACH DEFICIENCY MUST BE PRECEDED BY FULL PREFIX (EACH CORRECTIVE ACTION SHOULD BE COMPLETE
TAG REGULATORY OR LSC IDENTIFYING INFORMATION) TAG CROSS-REFERENCED TO THE APPROPRIATE DATE
. _ : : DEFICIENCY) i :
E242| Continued From Page 5 E242

the facility's policy and procedure for, .

Methotrexats Treatment for Ectopic Pregnancy Metothrexate Profocol .L,L

with a revision date of 12/23/08. In 2007 a methotrexate protocol was develope

: \ =z " | The policy listed:

Methotrexata is a chemotherapy drug commonly The criteria for receiving methotrexate,

used for the treatment of certain famale cancers The contraindications to receiving m '

and can be used for the treatment of an early Also stated that “All labs & radiological

eclopic pregnancy that has not ruptursd, must be reviewed by the attending who must

Methotrexate is given as zn injection, and acts by document the assessment and plan,

destroying any pregnancy-related tissue in the along with the gf:rmed consent in the chart.”

body. Serious adverse effects Included
leukopenia, thrombocytopenid, anemia, nausea,
vomiting and.stomatitis, acute liver toxicity,
kidney damage, skin rash or psoriatic lesions
(webmd.com/baby/methotrexate, 4/8/09).

A review of the physician's notes revealed
Pafient 1 did develop immunosuppression,
severe neutropenia, leukopenia, renal function -
decline and oral, esophageal and skin h
ulcerations aver the next 8 days following the -

| administration of the Methotrexate. According fo
the consulting physician's niotes, starting with

1: The Methowexats protocol was redistributed
2: From now on residents will not prescribe
or administer methotrexate any longer. The
Anending will be required to prescribe and
administer Methotrexate, -

3: The pharmacy will not dispense
Methotrexate for ectopic pregnancy

verify a positive BHCG result

‘Residéney Program Monitoring: ),,,mm

03/11/08, medical staff suspected serious side e e
effects from Methotrexate, On 03/15/08 the - The program director will survey
primary physician (MD 4) documented, residents once monthly en supervision.
"Methotrexate poisoning.” Patient 1 had already Axy issuss will be conveyed to the Chair
been placed on reverse isolation on 03/11/08 of the department of OB/GYN in California
and required advanced medical management Hospital. Residents will attend California H
and extendzd hospital care.in the Intensive Cars Residency Meeting on a regular basis to have
Unit. On 03/17/09, Nursing Staff documented o inpat :
the physician’s order sheet that Patisnt 1's whitz The Rmf Program D"'m the
blood count had dropped lo a critical low of 00.3 Program Director & the Residency Program
(normal range is 4.3 - 10.8 calls per cubic Direetor in CA will meet regularly to review
millimeter of blood). . the rotation

The Rmmiam}:mg:m Direeror with help
According to an interview with Admin 1 on 4/3/09 Other faculty will provide on-site monitor
at 12:45 PM, the facllity had revised the and support of the residents in California
Methotrexate Protocol after an adverse event Hospital.
occurred in December 2006, when anather 1 i
physician gave Methotrexate to a female pafiant ' Continuedonpage 7
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who had a positive intrauterine pregnancy, not an
ectopic pregnancy and the patient lost the fetus,
She stated the new protocol still allowed the
Resident Physician's to order and administer
Methotrexate. Admin 1 stated the facility,
however, did not provide any extra training or
certification for the administration of
Methotrexate to the physicians.

According to Pharmacist 1, during an interview
on 3/20/09 at 1:15 p.m., there was a list in the
pharmacy for certified and specially trained
Registered Nurses who can administer
Methotrexate. However, there was no list
developed for residents and attending
physicians.

This policy and procedure failure, relafing to the
use of chemotherapeutic medication on a patient
who was not pregnant, resulted in Patient 1
being erroneously administered Methotrexate
and subjected the patient to serious
complications and harm.

FORM APPROVED
STATEMENT OF DEFICIENCIES [%1) PROVIDER/SUPPLIER/CLIA MULTIPLE CONSTRUCTION (X3} DATE SURVEY
AND PLAN OF CORRECTION IDENTIFICATION NUMBER: = COMPLETED
A, BUILDING
B. WING S
CAS30000002 04/03/2009
NAME OF PROVIDER OR SUPPLIER STREET ADDRESS, CITY, STATE. ZIP CODE
CALIFORNIA HOSPITAL MEDICAL CENTER LA 1401 SOUTH GRAND AVENUE
: LOS ANGELES, CA 90015
(X4} D SUMMARY STATEMENT OF DEFICIENCIES T PROVIDER'S PLAN OF CORRECTION (x5)
PREFIX (EACH DEFICIENCY MUST EE PRECEDED BY FULL PREFIX (EACH CORRECTIVE ACTION SHOULD BE COMPLETE
TAG REGULATORY OR LSC IDENTIFYING INFORMATION) TAG CROSS-REFERENCED TO THE APPROPRIATE DATE
DEFICIENCY) :
E 242 | Confinued From Page 6 E242

In addition, the polices were distributed to the
Residency Affiliation Agencles for education
and review each month,
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