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A 000: Inllial Commanls 

r The following renects the findIngs of the Los 
i Angeles County Oepartment of PublIC Health 
i dUfing the lnvastlgaUon of an enlily reported 
1 event. 
1 I Intake Number: CA00281069 

i Representing the Department of Public HeaUh: 

illJ!l.I.!I .... Pharm,D., Pharmaceullcal 
, Consullant 

1 The Inspecllon was limited 10 Iha specIfic: enUly 
; reported IncIdent Investigated and dOBS not 
! represent the findings of a full Inspection of Ihe 
f.cllily. 

1280.1(0) Health and Safety Code Section 

For purposes to Ihis seclion, "ImmedIate 
Jeopardy" means a situation In which the 
licensee's noncompliance with one- or more 
requirements of licensure has C8used Of likely to 
cause, serIous injury or death to Ihe patient. 

A 334: CCR TITLE 22 DIV5 CH1 ART3 -70263(0) 
: Pharmaceutical Service General RequIrements 

(0) A pharmacy and therapeuUcs_commlttM, or a 
ccmmiltee of equivalent composition, shall be 
establ!shed. The committee shall consist of at 
least one physician, one pharmacist, the director 
of nursIng service or her representatrv9 and the 
administrator or his representative, 

j (1) The commIttee shall develop written poliCies 
;- and procedures for establishment of safe and 
f effective systems for pfOcurement, storage, 
dlstribullon, dispensing and use or drugs and 
chemicals, The pharmacist In consultation with 
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other appropriate health professionals and 
. administration shati be responsible for the 
development and Implementations of procedures, 
Policies shall be approved by the governing body. 
Procedures shall be approved by the 
administration and medical slaffwhere such is 
appropriate. 
(2) The committee shall be responsible for the 
developmenl and maintenance of a formulary of 
drugs for use throughout the hospital 
This Statute Is not met as evidenced by: 
Based on review of the facility and clinical 
records, and Interview with staff, the facility failed 
to protect Patient 1 f{om an adverse medication 
consequence. The facility failed to consistently 
Implement and establish policies and procedures 
for the safe and effective use of an antifungal 
agent, amphotericin B (for treatment of severe 
systemic fungal infection). The facility failed to 
enSlire the correct medication dosage form and 
strength were ordered, prepared, and 
administered for Patient 1. 

On_2011, at 8:29 a.m., the prescribing 
physician, Physician 1, ordered "amphotericin B, 
conventional" (generic for Fungizone, also called 
amphotericin B injection, II has a maximum limit 
for a single daily dose of 1.5 milligrams [mg) per 
kilogram [kg) of patient's weight) 375 m9 for 

! Patient 1. Based on the patient's weight, 74.4 kg, 
. the physician's order required Palient 1 to receive 
i approximately 5 mg per kg of tha madication 
,I mentioned above, which would be mOfe than 
: three Umes over the maximum dosage limit. The 
. pharmacy staff failed to recognize the dosing 
Irregularity and the administering nurse failed to 
verify safe dose calculation. The patient received 
375mg at 10:15 a.m., subsequently expertenced 
a cardiac arrest and expired at 1:15 p.m. 
A review of Patient 1'5 death certificate revealed 

lloonsmg and Certification Divis!on 
STATE FORM 

, ID 1 

PREFIX 
TAG 

A334 

t.m 010011 

PROVIDER'S PLAN OF CORRECTION 
(EACH CORRECTIVE ACTION SHOULD BE 

CROSS·REfERENCED TO THE APPROPRIATE 
DEFICIENCy) 

The first deficiency cited states that 
the facility failed to protect Patient 1 
from an adverse medication 
consequence. In response to this 
deficiency, the facility has 
eliminated the ability to order 
amphotericin B conventional for 
intravenous use in our Computerized 
Provider Order Entry (CPOE) 
System. This was completed on 
7128/2011 by the Director of 

Phannacy. 

The second deficiency cited states 
that the h1cility h1i1ed to consistently 
implement and establish policies and 
procedures for the safe and effective 
use of an antifungal agent, 
amphotericin B. As stated above, the 
ability to order amphotericin B 
conventional for intravenous use in 
our Computerized Provider Order 
Entry (CPOE) System is no longer 
an option. Tllis was completed on 
7/28/20 II by the Director of 
Phannacy. Additionally, 
Amphotericin B Iiposome is now the 
first medication to be seen in CPOE 
ordering pick list. TIils was 
completed on 08/09/1 I by the 
Director of Pharmacy. 
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: the immediate cause of death as cardiac arrest. 

Findings: 

On September 15, 2011, an investigation was 
conducted of an entity reported Incident involving 

. a medication error that resulled in an adverse 
medication consequence, A review of the clinical 
records revealed Pallent 1 was admi!!ed o~ 
.011, for a bone marrow transplant Patient 
1's diagnoses included, but were not limiled to, 
acute myeloblastic leukemia (a cancer of the 
blood and bone marrow) and pulmonary 
aspergltloma (a mass caused by a fungal 
Infeclion that grows In the lung cavity). 

~ of the electronic physician ordel daled 
~011, at 8:29 a.m., Indicated 
"amphotericin 8, convenlional" (generic for 

i Fungizone. it has a maximum limit for a single 
daily dose of 1.5 mg per kg of pallent's weight) 
375mg IV (Intravenous) Q24H (every 24 hours) 
was ordered by physician 1 for Patient 1. Based 
on the patient's weight on reoord, 74.4 kg, the 
phYSician's order required Patient 1 to receive 

, approximately 5 mg per kg of the medication, 
1 which would be more than three times over lhe 

maximum dosage limit. 

According to tho director of pharmacy (DOP), a 
communication box, titled "black box warnings" 
would pop liP during the prescription ordering 
process for amphotericIn B, conventional. A 
review of the "pop-up" communlcalion screen 
shot, provided by the DOP during the 

i investlgallon, prompted the prescriber to "verify 
. that Ihe dose does not exceed 1.5mg/kg.1t 

A review of Patient 1's electronic P~ 
, record, under "Patient Note," dated~Oll, 
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a18:36 a.m., disclosed Pharmacisl1 noled 
Amblsome (brand name for Ihe IipDsomal 
preparatiDn of ampholericln B, which has a 
normal dosage range of 3 to 5 mg per kg, 
Ihllp://dailymed.nlm.nih.gov/dailymedllookup.cfm 
?seUd= f7 be6506-4d20-40 1 e-aO ff-02ad7 c33158a) 
) was approved by one of Ihe infectious disease 
specialisls (IO). The same record, under "Inquire 
Inlermllienl orde,' (according 10 the OOP, Ihls 
would be the screen the verifying pharmacist 
uses during order verification and obtaining 
approval from Iha 10), ravaalad ampholericln B 

i conventional was being processed. The screen 
I print revealed notations of "equiv. to Fungizone" 
and "amphotericin B". 

; During an interview, on September 15,2011, at 
1:30 p.m., Iha OOP agreed Ihe pharmaclsls 
missed opportunities to correct the medication 
error during tile verification process. The 
pharmacisl failed 10 nolice Ihe medication ordar 
being processed was not for the Ambisome as 
approved by Ihe 10. 

A review of Ihe facilily's pDlicy and procedure, 
numbered "PHARM-43.0", titled "Compounding 
Sierile Producls," daled April 2009, undar 
"Procedure" ilem III. 7., revealed "ail finished 
Icompounded slerile producls) musl be checked 
by a pharmacisl prior 10 dispensing ..... Under 
lIem 1118.2.1., Ihe policy stipulaled "Ihe 
pharmacisl musl ensure Ihallhe drug, dose, 

, concentration and volume are correcl" 

A review of PaUent 1's clinical record, titled 
"medication details," documented, the registered 

. nurse admin1stered the amphoteric1n B 
(convenlional) 375 mg on_2011, a11O:15 
a,m. 
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The third deficiency cited states that 
the facility failed to ensure the 
correct medication dosage fonll and 
strength were ordered, prepared and 
administered for Patient I. In 
response to this deficiency the 
facility feels that the changes made 
tD the CPOE system on 7/28/2011 
and 8/9/2011 correct the cited 

deficiencies. 

The fourth deficiency cited states 
that the pharmacy staff failed to 
recognize the dosing irregularity and 
the administering nurse failed to 
verify safe dose calculation. 
Amphotericin B Conventional is a 

formulation rarely used 
intravenously. The pharmacist was 
unfamiliar with the different 
fonnulations of Amphotericin B. 
The terms "Amphotericin B" and 
".AlnBisome" are commonly used 
without distinction in conversation, 
leading to the misperception that 
they are interchangeable. Education 
provided to all pharmacists and 
pharmacy technicians regarding safe 
medication dispensing practices 
which included information on the 
different formulations, toxicities, 
dosing and administration of 
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During an inlerview, on Seplember 15, 2011, al 
12:15 p.m., the bone marrow specialist. who was 
part of Ihe leam for Ihe care of Patienll, slaled 
Physician 1lnlended 10 order Amblsome. She 
also slaled physicians allhe facility often refer 10 
Amblsome as amphotericin B. 

During an inlerview, at 1 :50 p.m., Physician 2 and 
! the pediatric residency program director 

confirmed all residenl physicians, Including 
! Physician 1, received (raining on the electronic 
, prescription ordering system, including the 

ordering process and black box warnings. 
However. the system did not require 
acknowledgement or documentation of 

i acknowledgement for such warnings. The 
syslem also did nollog alerts. The pop·up 
communication box for any warnings would 

. disappear upon hilling Ihe "enler" bullon on Ihe 
keyboard. 

, A review of Ihe facilily's policy, PHARM-46.0, 
tilled "High alert medication (Including LASA and 
black box warnings medications)", daled July 
2008, under ilem G. 3. i.," <BLKBOX> ... indlcale 
Ihe drug has a black box warning." Also, Ihe 
policy, under "deflnllton" ,indlcaled "Black box 

: warnings are FDA (Food and Drug 
: Administration) warnings for healthcare providers 

of potentially life.threatening complications 
; associated with specific medications ... " Under 
, Table 1 of Ihe same pOlicy, II stipulaled 
, "orderable search restricts the selection of 
amphotericin B to conventional amphotericin. 
Ambisome and Abelcel have 10 be ordered by 
their brand name." 

During a telephone Interview on September 26, 
2011, a14:30 p.m., RN 1, Ihe reglslered nurse 

. who admlnlslered Ihe ampholericin B 10 Patienl 1, 
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Amphotericin I3 and the recent 
changes made within epOE system 
begilming 08/29/11 Ihrough 09/02/11 
by the Director of Pharmacy. With 
regards to the administering nurse 
failing to verify safe dose 
calculation, education regarding safe 
practices for medication 
administration and the "Five Rights" 
was provided to nursing staff on 
8/5!! I, 8/30!! I by Ihe Chief Nursing 
Ofticer and the Director of 
Pharmacy. Additionally, three 
Patient Care Services (PCS) "Grand 
Rounds" were held throughout the 
months of October and November 
regarding the importance of "Five 
Rights". 

The fifth deficiency cited states that 
the pharmacist failed to notice the 
medication order being processed 
was not for AmBisome as approved 
by ID. As stated previously, 
Amphotericin Band AmBisome are 
commonly used interchangeably, 
leading to this misunderstanding. 
The education provided to the 
pharmacy staff from 8129!! I Ihrough 
912111 by the Director of Pharmacy 
addresses this deficiency. 
Additionally, a computer was placed 
in the IV room where the pharmacist 
was working to ensure that staff can 
verify the correct information. This 
was compleled 011 7/29!! I by the 
Director of Pharmacy. 

(X5) 
COMPlETE 

DATE 

010011 If COO\41Ua!lUl sheel 5016 



California Denartment of Public Healill 

STATEMENT OF DEFICIENCIES 
AND PLAN OF CORRECTION 

tXt) PROVIDER/SUPPLIER/ellA 
IDErmFICATION Nut,lBER: 

CA930000034 

(X~) t,lUl TlPlE CONSTRUCTION 

ABUILDING 

B. \"lNG 

PRINTED: 1112912011 
FORM APPROVED 

(X3) DATE SURVEY 
COMPLETED 

C 
09126/2011 

NAME OF PROVIDER OR SUPPLIER 

CHILORENS HDSP OF LOS ANGELES 

STREET ADDRESS, CITY, STATE, ZIP CODE 

4660 SUNSET BLVD 
LOS ANGELES, CA 90027 

(X4) 10 
PREFIX 

TAG 

SUMMARY STAIEMENTOF DEFICIENCIES 
(EACH DEFICIENCY MUST BE PRECEDED BY FULL 
REGULATORY OR lSC IDENTIFYING INFORHATION) 

A 334 Conllnued Froin page 5 

stated she was not aware of the difference 
i between the conventional form and liposomal 
: form of amphotericin B. She also stated she did 
i nDt dDuble check the dose because of Patient l's 

critical condition and urgent situation. 
Furthermore, she stated she later learned that the 

• dose given lVas approximately 3 times higher 
than recommended, 

A review of the facility's policy and procedure, 
numbered "CC-193.0", titled "Administration of 
intravenous fluids and continuous medlcalions," 
item 2.E. stipulated "the RN must verify safe and 
therapeutic dose calculation before administration 
and be aware of the rationale for the medication." 
Under Item 2.M.3., the procedure stipulated 
"verification of orders for IV fluids and 
medications to be carried out by RN include to 
check the following: ... safe and therapeutic dose 

. for weighUBSA (body surface area) of the 
: patients." 

, According to Dailymed, 
, (hUp:lldailymed.nlm.nih.gov/dailymedllookup.cfm 
?setid =aOa54 94 3·9ce4·4 f3e·b681-a 1 a914 4 c 16ce 
#nlm34066·1), amphDtericin B (conventional) 
"should not be given in dDses greater than 1.5 
mg/kg ... exerclse caution to prevent Inadvertent 
Dver dosage, which may result in potentially fatal 
cardiac or cardiopulmonary arrest." 

The facility's failure to ensure consistent 
implementation and establishment of current 
policies and procedures for the safe and effective 
use of amphotericin B, is a deficiency that has 
callsed, or is likely to cause, serious injury or 
death to the patient, and therefore, cons!itutes an 
immediate jeDpardy within the meaning of Health 
and Safety Code Section 1280.1. 
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Additional and ongoing education 
has been provided to the pediatric 
residents. On 91 I 4IJ 1, under the 
direction of the Director of 
Pharmacy and the Medical Director 
of the Residency Program, an 
ongoing educational initiative was 
started between the pediatric 
residents and the Pharmacy. 
Pharmacy meets weekly with 
pediatric residents to review errors 
with medication orders. 
Additionally, three times per year all 
house staff will participate in a 
medication error awareness 
workshop with Pharmacy, This 
workshop will include ordering 
protocols and common medication 
error orders. 

The Director of Pharmacy will be 
ultimately responsible for 
implementation of all corrective 
actions and ongoing monitoring of 
compliance. 
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