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1 SUMMARY STATEMENT OF DEFICIENCIES 
PREFIX (EACH DEFICIENCY MUST BE PREeEEOED BY FULL 

TAG . REGUU.TORY DR lSC IDENTIFYING INFORMATION) 

(X-4IID 

I 
IIThe following renects the findings of the 
ICalifornia Department of Public Health during 

10 

PREFIX 
TAG 

PROVIDER'S PlAN OF CORRECTION 
. (EACH CORRECTIVE ACTION SHOULD BE CROSS. 
REFERENCED TO THE APPROPRIATE DEfiCIENCY) 

[ ACTION ITEM #1 
:A second corrosive cabinet was 

(X"l 
COMPLETE 

DATE 

04/02/09 

, an Entity Reported Incident.	 ! 

IComplaint No: ICA 000183430 

!Category: Stale Monitoring 

Iinspection does not represent the findings of a I 
I full inspection of the facility. ' 
I 

iRepresenting lhe Slale of California: 
; artment of PUblic Health Services: 
I . Pharmaceutical Consultant II, Specialist. 

1279.1 (4) Care management events. including 
the following; 
(A) A patienl death or serious· disability
 
associated with a medication error. including
 
but not limited to. an error inVOlving the wrong
 
drug, the wrong dose, the wrong patienl. the
 

, wrong	 time. Ihe wrong rale, the wrong 
preparation, or the wrong r.Qule of 
administration, excluding re'asonabJe 
dirferences in clinical judgment on drug 
selection and dose. 

1280 1 (cl HSC Seclion 1280 

For purposes of Ihis sectIOn "immediate 
jeopardy" means a sllualion in which the 
licensee's noncompliance with one Dr more 
reqUirements of licensure has caused. or is 
likely 10 cause. serious injury or dealh 10 the 
patient. 

purchased to improve storage of
 
jphenol prodlr,<;,_w'_Ol>.....~~~:':lL_I- _
 

., department, One E~WTI ~tPc HI IT, 
,.labeled "ex erna EA H 

[was labeled "int rnal , 

I (injectable· ,IAN 2 1 2010', 

\ 

ACTION IT ~ #2 LICENSING & CERTIFICATIO~ /14 /
 

A communi at:&lN lllQlOlNl'M'JH DISTRICT OFFICE
 
implemented to effectively
 
communicate essential quality,
 
safety, and operational
 
information to the pharmacy
 
staff, The staff acknowledges
 
they have read the material by
 
initialing a sign-off sheet
 
within two weeks of the
 
information being posted. Non­
compliant staff are reported to
 
their supervisor and if they
 
fail to immediately acknowledge
 
the information, appropriate
 
disciplinary action is taken. 

04/01/09
ACTION ITEM #3
 

Reviewed current Meditech
 
pharmacy computer module
 
entries and updated them to
 
reflect concentration of the
 
phenol external product (89%)
 
and injectable product (5%) and
 
route of administration.
 

9 



CALIfORNIA HEALTH AND HUMAN SERVICES AGENCY 
DEPARTh1ENT OF PUBLIC HEALTH 

STATEMENT OF OEF"ICIENCIES (X1) PROVIDER/SUPPLIER/ellA (X2) MULTlPLE CONSTRUCTION (X3j DATE SURVEY 
AND PLAN OF CORRECTION tOENTIFICAnON NUMBER: COMPLETeD 

A. BUILDING 

053303 B. WING 05/1412009 

NAME OF PROVIOER OR SUPPLIER STREET ADDRESS, CITY. STATE. ZIP coDe 

RADY CHILDREN'S HOSPITAL· SAN DIEGO 3020 CHILDREN'S WAY, SAN DIEGO, CA 92123 SAN DIEGO COUNTY 
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PREFIX (EACH DEFICIENCY MUST BE PRECEEoeo BY FLU 
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I Continued From page 1
 

IThe
 

10 PROVIDER'S PLAN OF CORRECTION 
PREFIX (EACH CORRECTIVe ACTION SHO!AO BE CROSS­

TAG REFERENCED TO THE APPROPRJATE OEFICIENCY) 

(X5) 

COMPLETE 
DATE 

ACTION ITEM #4 P4/01/09 
Placed an example of the canned 
[text and appropriate auxiliary

fadliLy's failure (0 dispense a medication,1 
[labels on the topical phenolj solution (phenol 5 %), as ordered by the 1 
tattle. Canned text states, .

physician. resulted in the administration of an i'I' , I ;"Liquified Phenol 89% solution Ii89.5 % phenol solution to Patient K. The i
 
. (undiluted) 2 mL volume. II In
administration of the 89.5 % phenol solution is I 

Ia deficient practice that has caused or is likely!
 
; to cause, serious injury or dealh to the patient,!
 
. and therefore constitutes an immediate ,I
 

! jeopardy within the meaning of Health and,
 
ISafely Code seclion 1280,1,
 

i
 
IBased on observation, interview, record review,
 
i and policy and procedure review. the facility·
 
: failed to ensure that a physician's order for a 5
 
% phenol solution was dispensed as ordered ..
 

: As a result. a phenol solution of 89.5 % was
 
dispensed and administered 10 Patient K 

, resulting In inflammation and nuid build-Up in 
: Ihe muscles of both Ihighs which had Ihe 
potential for muscle ~eath, 

Findings: 

On 03/27/09 at 9:19 A,M" Palienl K. a 3 year 
old child. was admitted for outpalienl treatment 
of spasms affecting bolh legs secondary 10 
mild cerebral palsy. Physician M ordered. 2.5 
ml of 5% phenol solution (a toxic carbolic acid 
that in dilu(ed medicinal strengths relieves 
severe muscle spasms) to be administered· 
intramuscularly \nlo each or Patient K's Ih·ighS: 
(for a 10lal amounl of 5 ml). 

On 3127/09 all0:30 A.M" Pharmacist S 

:addition', the text includes the 
manufacturer, lot number, I 

,expiration ~te, who prepared the 
~ottle, the date it was 
~transferred, and which pharmacist 
checked the product. It also 
states: ._. TOXIC CHEMICAL -- ­
and has a "FOR EXTERNAL USE ONLY'"
 

auxiliary label. The "2 mL
 

volume H represents the small
 
,aliquot that we are now dispensing ~ 

rather than a large bulk bottle, 1 

'ACTION ITEM #5 04/24/09 
Developed and educated th~ 

pharmacy staff on a pharmacy 
operational guideline for 
dispensing phenol 89% that 
describes the repackaging, 
ordering, processing, dispensing 

..and wasting of unused product. 
Pharmacists and technicians were 
re-educated on process for logging 
out both the topical phenol 89% 
and injectable phenol 5% with 
appropriate canned text (we only 
used "canned text~ for 

E~enIlD:H60611 1211812009 12;34.04PM 

LABORATORY DIRECTOR'S OR PROVIDER/SUPPLIER REPRESENTATIVE'S SIGNATURE TITLE (X61 DATE 

Any defICiency slalemenl Bnding W1Ul 8n ••18ri,~ ('J denals, a defJoeney which the lnsliluhon mey be 8ICcused from corrfcting prOVIding II i. determll"led 
,hal other lifeguards Proylde aurrlClenl prolectlon 10 Ihe pellBnlJ E,cepl ror nursing hOmes the fmdings aboYB are dllclosebls 90 days fOllow1r~ the dale 
01 survey whalh"r or nol e plan 01 COrrectlOtl1S proYided FOf nurSlllg I'\omes, thlt above findings al'd plens of correciion ara d••closable 1011 daya1ollOWlng 
the dale Ihes. documents are made evaltable lo-Ihe ,aCllity If derN;:lencles are ciled, an approyed Plan 01 correcllon 15 requISite 10 contmued progralTl 

panlCtpelron 
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! 
ACTION ITEM #5 (continued)IContinued From page 2 

; 
lthe topical phenol since we are ,;checked a "2 ounce amber bottle that contained 
ltransferring a 2 mL aliquot into aland was labeled as phenol 89,5% solution 

aga[~st the physician order for phenol 5% i smaller container, the injectable ! 
; solutIOn. Even Ihough Ihe 202 bottle of phenol' phenol is dispensed in the same 
: solution was 'clearly labeled wilh a much higher ~ Imanner as other injectable 
[ concentration. Pharmacist S failed to identify f :medications requested by the OR 

"Ithai the prepared phenol solution was not what I !for outpatient cases - which is 
IPhysician M ordered, The Incorrect strength of I ;the typical scenario for these 
! phenol was dispensed to Physician M. and! 'patients) and auxiliary labels. 
;between 11:2BA.M. to 11:50A.M.. Physician M! ~Pharmacy reconciles both topical
administered 2.5 rot of 89.5 % phenol instead i land injectable phenol vials I 

of 5% phenol into each of Palient K's thighs,I .dispensed every business day. Any I 

! This concentration of phenol was 17,9 times 
discrepancies result in immediate I


; the concentration ordered by Physician" M. The 
follow-up with the department to 

~ excessive dDse Df the medicalion administered Iwhom .the pheno+ was dispensed in I: resulted in inflammation and fluid build-up in 
order to retrieve and reconcilePatient K's thigh muscles. Following the 
jaIl dispensed phenol.procedure. Patient K was admitted to a medical' 

: surgical unit at 6:00 P.M. for observation. ,! 
i 
IOn 3/29/09 a ma9netic resonance imaging 

: 
'ACTION ITEM #6 
IThe pharmacy operational 

04/24/09 

: (MRI) of Patient K's thighs was performed. The 
. MRI Report refleeted that there was swelling 
and fluid build up in the middle and back thigh 

I 
iguideline for repackaging . 
:products into patient specific 

r musdes of both legs. with "no definitive unit-dose packages was updated to 

. evidence of necrosis (changes lhat indicate: provide specific labeling 

cell destruction or death of the muscles or ~ guidance on hazardous products. 

tlssues). however, early necrosis cannot be: When repackaging from bulk supply 

completely excluded: the following information is a 
part of the label: product name, 

According to the report entitled: "Outpatient product concentration, 
: Clinic Report" (dated 4/13/09), the MRI was manufacturer, manUfacturer's lot 
: repealed on 4/612008, The MRI noted a Inumber, beyond-use date, product 
I worsenIng of the swelling· and fluid build-up in ~specific information, prepared 
I the thigh muscles with a conce.m for by, date ~ransferred and checked 

EvenIIO:H60611 12116/2000 12:34:04PM 

LABORATORY DIRECTOR'S OR PROVIOER/SUPPLIER REPRESENTATIVE'S SIGNATURE TIM IX6/0ATE 

My defici~ slalement enlMg with an asterisk 1") dena.lea a defIciency 'i'ihld'llha Iflshtution ma be e)lcusec! Ir.lm correcling provid'l"lg il i$ determined 
thai other lifeguardS provide SOfflCiel"lt protecllon 10 ttla pallents EJccepl tor nUtting' homes. ltle findings .bove Bre d1sclos.8ble 90 days follOWIng Ihe date 
of survey whether or nol e plen of correction rs pro.,.,ded For nurSing hemes. lhe above findings and plans ot correctl()/"\ are dlldoseble 14 dey! 101lOW11lQ 

Iha dale these documenlS are made avalleble 10 tn.e faclll1Y II deflClenCiell are ci1.tld. an approved plan of correction IS reqUlslle 10 continued" progfiun 
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Continued From page J
 

breakdown of muscle tissue and bleeding.
 

On 4/3/0~ an interview was conducted with 
· Pharmacy TeChnician B. On 4/8/09 an 
i inlerview was conducted with Pharmacist S.! 
iThese Interviews revealed the following: . 
· On 3127/09 'at 10:20 A.M., Physician M was at: 
the pharmacy and wrole an order for, "Phenol i 

,5% 1 vial of 10m;". Pharmacy Technician B I' 

; went to the external corrosive cabinet and 
, removed a 500 ml boWe Df phenol 89,5%, 
~ solution for extemal use. The 500 ml bottle of; 
· phenol 89.5% solution (for external use) and: 
i the phenol 5% per 10 ml Injec1ion vials were 
!stored in the same e;t;ternal corrosive cabinet. 
: Pharmacy Technician B poured 10 ml of Ihe 
· phenol 89.5% solution into a 2 ounce amber 
: bottle. Pharmacist S chec!led the bottle of 
89.5% phenol against the MD order for phenol 
5% solution and handed Ihe bottle to Physician! 

·M. ,, 
On 4/3109 at 3:25 P.M., Physician M staled that: 
after the administration of the phenol solution, 

; Physician M noticed skin discolorations on Ihe 
I injection siles of each of Palient K's thighs, 
; Physician M immediately spoke to tha mother 
· to see ',if Patient K had any history of skin, 
sensitivity. The mother denied any that Patient
 
K had any sensitivities.
 

According to the facility's malerial safety data
 
sheet for liquid 89.5% phenol solution:
 

"Corrosive! Skin: Causes ~evere irritation and
 
can cause bums. The skin may turn white and
 

",eTION ITEMlf6 \cont1nuedj 

by. Additional ancillary 

stickers (i.e. "For External Use ,. 
Only" or "Poison") are applied 

!when appropriate. PM 9-121 , 

I~Medication Labeling for Safe i 
IAdministration" was reviewed and 
,a new policy PM 9-139 was written I 
:regarding "Pharmacy Labeling of I
 
.Medications Intended for Bulk ,
isupply or Batch Production Use." 

'ACTION ITEM #7 104/24/09 

jImplemented pharmacy operational I 
!guideline and practice that ,
restricts phenol from being kept 
,as a floor stock item. Both 
1topical and injectable phenol willi 
'be dispensed from Pharmacy for a i 
:speci fie patient's use. 
I 

'1' 

'ACTION ITEM #8 i04/16/09 

Provided education to Toe Nail 
Clinic and Op~rating Room 
regarding dispensing topical and 
injectable phenol with patient 
specific labeling. 

ACTION ITEM #~ 04/24/09 

Re-educated the pharmacy staff on 
.Policy PM 9-69 "Pharmacist's 
Clarification of Medication Orders 
with Escalation ft which was 
conducted along with updating 
staff on changes made to policy 

Evenl1D:H6061 t t2l1812009 12:3'l:04PM 

LABORATORY D'R~CTOR'S OR. PROVl~E.~SUPPLIC.R. REPRESENTAn'JE'S SIGNAt~. TITlE IX61 DATE 
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thai other I.feguards proVIde sufficienl pro18cDDrlIO lh.8 pallenls E,wtlpl for nursing homss. lhe finc:hngl 'bove are disdosable 90 days following Ihe dale 
or survey whelher or nOI·8 plan of eOl1et\JOn iii proYlded For nurslr'lg homes. the above findings Itld plans of correcllon are dlsdo58ble 14 days follOWIng 
the daie lhese documenla are made available 10 the faelllly. II Oe(IClenCies al'8 Clled en BpprCNed plan 01 eoneetlOl1ll r1l:Qu1$lle 10 con\ll\l,led program 
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I I	 ! 
~:TION ITEM #9 (continued)Conllnued From page 4	 ! I:PM 9-53 "Medication Order 

'opaque or dull gray, and wrinkled, and later! 
iRequirements'" .Igray-while or yellowish·brown and may be I ; 

f deeply eroded and .scarred ... HarmfUl i 
IMonitoring of the above stated 104/24/09: (moderately toxic) if its is absorbed through i 
;processes were incorporated into; skin, phenol burns may be severe but painlesS!


Idue to damage to nelVe ending causing; ~our ongoing medication error
 
I 

ireview through the Safety: numbness ... II may also cause kidney damage!	 I,I(renal failure, . tubular necrosis), heart (necrosis. !Reporting System. Medication ,
of myocardium), and liver . damage Uaundice), I lerrors are reviewed, reporteq. and 

; degenerative changes in the brain, and affect ~ Jdiscussed at the MUltidisciplinaryl 
!the blood (change, in red and white blood cell Medication Management (3M) , 

~ coun!. anemia). "	 ;Pharmaceutics and Therapeutics 
i 

, 
: (P&T) , and Quality Improvement 

. The facility failed to dispense a solution in •Conunittee '(Qrc) meetings
 
, accordance with Ihe physician's order. Th',s
 :quarterly.
failure allowed the administration of a corrosive 
chemical (89.5% phenol) 10 Patient K resulling 
in inflammation and fluid build-up in the 

i 
muscles 01 bolh thigh' which had Ihe potential 
for muscle death. , . 
The facility's failure 10 dispense a solUlion in
 

accordance with the physician's ord€r is a !
 

deficiency that has caused. or is likely to
 , , 
cause, serious . injury or death 10 the patient. i , 
and therefore constitutes an immediate i 

• jeopardy	 within the meaning of Heallh and .
 

Safety Code sedion 1280,1
 

, 
i 

: 

I 
12:34,04PMEvent ID:H60611	 1'211812009 
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