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E 000 Initial Comments " E 000

The following reflects the findings of the

California Department of Public Health during

investigation of an enlity reported incident and
| complaint conducted from 12/29/10 to 01/3/11.

| For Entity Reported Incident CA00247514 and

' Complaint CA00246476 regarding Physician

| Services, a State deficiency was identfied (see

| Calforria Code of Regufations, Title 22, Section
70263(c)(1)).

Inspection was himited to the specific entity
reported incident and complaint investigated and
does nct represert the findings of a ful inspecticn
of the hospital

| Representing the California Department of Public
Health was 28767, Health Facilities Evaluator
" Nurse.

Health and Safety Code, Section 1280 1 (c)
(c) For purposes cf this secton "immediate i
jeopardy" means a situation in which tre
hicensee's noncompliance with one or more
requirements of licensure has caused, or is likely
to cause, serious injury or death to the patient.

DEFICIENCY CONSTITUTING IMMEDIATE
JEOPARDY.

E 474 T22 DIV5 CH1 ART3-70283(c) Pharmacedutical E 474
Service General Requirements

(c) A pharmacy and therapedutics committee, or a
committee of equivalent composition, shall be !
' esiablisted. The commuttee shall consist of at
least one physician, one pharmacist, the director
. of nursing service or her representative and the
1 administrator or his representative ‘

E474

T22 DIVS CH1 AR'13-76263(c)
Pharmaceutical Service General
Requireiuents

Discussion:
the hogpital has a working Pharmacy &

Therapeutics Committee (P& T) comprised of

all men:bership outlined in T22 DIVS C
ART3-70263(¢) for many years. One of

responsibilities of (he P&T commiltee is to

1986

Hl

the

review and approve policies relaled to safe l

mediealion management.
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| T22 DIVS CH1 ART3-70263(c)(1)
. | Pharmaceutical Service General
This Slatute is not met as evidenced by Requirements
Deficieney: This Stalute is nol met as
! evidenced by:
. Based on interview, and record ceview, the
E 475 T22 DIVS CH1 ART3-70283(c)(1) . E 475 | pharmacist failed o implement procedures to
Pharmaceutical Service General Requirements " ensnre the appropriate dose and amounl of' a 10/11/10
o \ chemotherapy micdication was dispensed fur
(1) The commitiee shall develop written paolicies one of one patient.
. and procedures for establishment of safe and
" effeclive systems for procurement, storage,
. distribution, dispensing and use of drugs and a)  Anadministrative dircelive to all pharmacy
chemicals. The pharmacist in consultation with staff indicating thal, beginning iImmediately, all
other appropriate health professionals and chemolherapy orders would rejuire diagnosis,
. admnistration shall be responsible for the | (lype of caneer being treated). protocol name,
. development and jmp]emen[ahons of procedurcg | ! duratien of the pro:ocol (1o asscss cumnjulative
_Policies shall be approved by the governing body i ‘ doses were consistent with established research- .
I Procedures Sha“ be approved by 1he \ . appro»ed dOSII\g bUJdChHES Il\L‘CPCDdCYﬂ doublec 100\ 1/10
administration and medical staff where such is | check hy 2 pharmacists will varify the
appropuate | cumulative dosms is eurrect (o the prorocol and
\ type of cancer being eated.
i
' This Statute is not met as evidenced by: If “ Resporsibie Individual: Director of Pharmaey
Based on lme.Nlew and recerd review. the . ‘ b) The Director of Oncology Services provided
pharmacist failed to_ implément procedures to ) immediate nursing edueation regarding the P&T
ensure the approprl_ate dose and'amount of a reqnirement ta add the research-hased chemo Committee
chemotherapy mEd_Icatlon was dispensed _fOI' one protoce| with the MD order 1o use as pant cfthe | approval 2/10
of one sampled patient (1). Patient 1 received an independent 2-RN double verification process
excessive amount of a cherrotherapy medication i . al the point of admiuistration
(cisplatin) which resulted in serious disabiity for
* Patient 1. Findings: 5 Responsible [udividual  Nursing Director of
: , Queology
On 12/30/10, review ol physician orders indicateo
‘ Patient * was scheduled to receive outpatient ¢). The hospital poliey on High Risk 12/13/110
chemotherapy for five consecutive days (10 | Medicalion (8610-pc-500) was revised to
to I 10) for test-cular cancer. Chemotherapy | \ inctude the presence of the reseacch-based
orders included cisplatin {medication used to treat chemotaerapy protecols (o be included from the

different types of cancer) 212 milligrams (mg)
given intravenously {directly into a vein; daily for

i

physician when the chemo order is received.
Thus fugmal weitten pratoeal will identity the
protocol’s approval for the type of cancer being
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On 12/30/10, review of a physician's note

+ indicated Patient 1 called the oncology unit on
10 at 1.30 2.m. with a comptaini of difficuity
urinating. Patient 1 was seen at the emergency
depaniment A urinalysis test was done, followed
by an insertion of a foley cather (a tube inserted
into the blaader to drain urine). Patient 1 was
discharged home The physicltan’s note indicated
a review of Patient 1's chemotherapy orders

" determined Patient 1 had received an excess ve
amount of the medication cisplatin

The on-cali oncologist notes indicated Patient 1
was asked to return to the emergency
department. On arrival a central lin¢ {cathete’
placed into a large vein used to admnister
medication or fluids, and to obtain blood samples)
was inserted due to the "emergent nature of the
situation” and Patient 1 was transferred to
another hospital for possible plasmapheresis
(blood purification procedure).

A consultaticn note dated |10 from Patient
1's primary oncologist stated, "( discavered that |
had transposed 2 numbers in calculating his
chemotherapy dases, and thus, the patient had
receved 100 mg per meter squared per day of
cisplatin instead of 20 mg per meter squared per
day of cisplatin far the 4 days he was
administered the chemotherapy.” The primary

| oncologist centacted the pharmacy department
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E 475 Continued From page 2 E 475 _} treated, and will “ollow the order 1h\|0U3h the
i pharmacy and nursing processes of medication
five days. ! ‘ preparation and zdmiaistation.
d) A clinical pharmacist was re-deplo |
Review of the medical record indicated Patient 1 p,).m{de full ,i"F,)e l.réﬂ,{ccl:l,:?;;ggig,ogsd ‘
complained of rinQing in the ears on day_three ‘ \ Seryicc. This pharmacist works on 1he clinica!
and day four of chemotherapy, and "feeling " unit and reviews 100% of chemotherapy orders
btoated" on day four. Day five of chemotherapy l arc accuracy, completeness and appropriateness l
was cancelled due o worsening of the patient’s ' against the research-based prolocol and other 12/15
symptoms ‘ 1eference materiyl, e.g., Facts and Comparisons, | Ongoing

NCCN and other references ace used. The
writlen protocol is required for the
chemotherapy orcer to be considercd
“complete”. Any deviations from protoeol, or if
the order is incomplete arc clarified by the
clinical pharmacist with the prescriber mfil all
discrepancies are resolved. The order is not
forwarded (o the Pharmacy Departnyent for
preparation unlil the order is complele.

|

Monitorng:

Monitoring to insurc compliance with the new
administrauve directlive/policy has been
undertaken (00% at all chemotherapy orders
Findings will he presented t» Pharmacy &
Therapentics Commmittee. Expected performance
is 100%. Monitoring will be contimied as part
of ongoing medicalion safety. Performance in
Fcbruary 2011 was 100%
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and it was confirmed Patient 1 -eceived the
above ordered dose of cisplatin for 4 days

»am with the primary pharmacist (PH 1) who
received the cispiatin order, PH 1 stated he
received the order that included the patient's
diagnosis of testicular cancer PH 1 stated he
referenced the medization and realized the }
medication dose ordered was high and {urther [ \ \

|

i
During a telephone interview on 01/03/11 at 9:20 | ‘ \

, research indicated the dosage ordered by the
physician was an aporopriate dose for one day of .
{reatment. PH 1 stated he did not realze the

" frequency was incorrect. PH 1 orccessed the

' medication order wh.ch was then verified by a
second pharmacist (PH 2).

During a lelephone interview with PH 2 on
12/30/10 at 1 20 p m., PH 2 discussed the
policies and procedures to be fcllowed when the
pharmacy received a chemotherapy crder from a
physician The order was scanned into the
pharmacy computer system ana a label for the
medication printed. Twc pharmacists checked the
label for appropriate dosage and accuracy. The
med:cation dosage was checked by two
' pharmacists who calculated the patient’s body \
surface area (BSA)(total area of skin on the
“human body)) to ensure correct medication
dosage was ordered for the patient In addition to \
. calculating the patient's BSA for dosage |
appropriateness, the patient's cancer diagnosis
was reviewed to enswre the medication dosage \
ordered was appropriate to treat the specific type
of cancer ‘or which it was ordered. PH 2 stated '
the medication order for Patient 1 was correct
and approonale for a one-time "single” dose. PH
. 2 stated the pharmacy overlocked the part of the .
order where 1t stated :he patient was to receive \

5
|
|
[
|
|
[

the medicalion for five conseculive days
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Review of the hospitals policy and procedures for -
"High-Risk Medication Adminisiration” dated
5/21/10 indicated, Under Seclion 3.
Chemotherapy Agents: Two pharmacists double
check order and dosage \

Acccerding to cniine literature (www.lexi com) an

, appropriate cisplatin dose for testicular cancer ‘
can range from "10-20 mg/m2/day for 5 days ’

repeated every 3 weeks." An average cisplatin ‘
dose for ovanan cancer may range from "75-100
mg/m2 [once] every 4 weeks."

' |

Patient 1's discharge (DC) summary from the \ \ |
hospital where he was transferred for treatment
of cisplatin toxicity and plasmapheresis was . \ |
reviewed. The DC summary indicated Patient 1 ]
was admitted on Il 10 to the ntensive care unit’ ;
with acute renal (kidney) failure due to cisplatin ‘
overdose and cisplatin ototoxicity (damage to the :
hearing or balance functions of the ear by drugs ‘
or chemicals). Patient 1 recewved dady
plasmapheres’s and was started on dialysis.
Patient 1 was in the intensive care unit for 17
days. On 0. the patient was discharged
from the hospital. He was scheduled to continue
dialysis and was referred ta a nephrologist
(kidney doctor) for outpatient care In addition lo |
the above referral, Patient 1 was scheduledto |

* follow-up with an audiologist for ‘oss of hearing

The prarmacists’ failure to iImplement the hospital
policies and procedures to venfy the approprate '
dose and freqLency of Patient 1's chemotherapy
medication resulted in Patient 1 receiving an
excessive amounl of the medication whicn
caused, oris likely to cause, serious injury or i
- death to the patient therefore constituting an
immediale jeopardy within the California Health |
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and Safety Code, Seclion 1280.7(c)
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