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E 000 Initial Comments

The following reflects the findings of the California
Department ofPublic Health, Licensing and
Certification Program during a Medication Error
Reduction Plan (Heaith and Safety Code Section
1339.63) survey.

IThe survsy was conducted April 6-8, 12-14, and
120-22, 2010.

Representing the Department of Public Health:

Survsyor 10 #27873, Pharmaceutical Consultant

"
1280.1 (c) Health and Safety Code Section
For purpose of this section, "Immediate Jeopardy
means a situation in which the licensee's
noncompliance with one or more requirements of
licensure has caused, or likely to cause, serious
InjUry or death to the patient.

E481 T22 DlV5 CH1 ART3-70263(g)(2)
Pharmace1Jlical Service General Requirements

(g) No drugs shail be administered except by
iicensed personnel authorized to administer
drugs and upon the order of a person lawfully
aUthorized to prescribe or furnish. This shall not
preciude the administration of aerosol drugs by
respiratory therapists. The order shaillnciUde the
name of the drug, the dosage and the frequency
of administration, the route of administration, if
other than oral, and the dale, time and signature
of the prescriber or furnisher. Orders for drugs
should be written or transmitted by the prescriber
or furnisher. Verbal orders for drugs shail be
given only by a palSon lawfully authorized to
prescribe or furnish and shall be recorded
promptly in the patienfs medical record, noting

EOOO

E4B5

EOOO

SUMMARY
The corrective actions taken are
summarized beiow. For more information
on each action, please see response to Tag
E48S, below.

• Adjusted Hospital computer system
(UMeditech") setting dose range alert to
flAil", The "AlI" setting includes all toxic
drugs in the computer data base
inclUding Colistimethate and alerts the
pharmacist ilthe dose ordered is outside
of the clinically appropriate range.

• Meditech renal notification parameters
for Colistimethate were adjusted to
notify the user during order entry of the
patient's renal status. The ordering
physician is then contacted as necessary.

• Colistimethate was added to the
Pharmacy's Daily Clinical Reminder
report. This report alerts the
pharmacist that review is needed.

• Colistimethate was added to the Daily
Renal Monitoring report. This report
alerts the pharmacist of changes in
values that may need dose adjustments.

• Colistimethate has been included on the
Daily Communication Log, indicating to
the pharmacist when patients are
receiving the drug.

• A Multidisciplinary Medication Safety
Team ("Team") was formed. Under the
direction of a physician and the Director
of Pharmacy, the Team analyzes all
medication Incidents for unusual
occurrences and trends.

1/19/10

1/19/10

1/20/10

1/20/10

1/20/10

6/30/10
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the name of the person giving the verbai order
and the signeture of the individual receiving the
order, The prescriber or furnisher shall
countersign the order w~hin 48 hours,

(2) Medications and treatments shali be
administered as ordered.

This Statute is not met as evidenced by:
Based on review of Patient 1's medicai record,
review of faclDty documents, and interviews~h
the facli~ staff, the hosp~1 failed to ensure that
Patient 1 received the correct medication dosege
as ordered by the Physician. Patient 1 was
prescribed Colistin (Colistimethate)
Methanesulfonate, (an antibiotic used to treat
infections), 5 milligrams (mg) per kilogram (kg), in
"divided doses," intravenousiy (IV), every 8
hours. Based on the patients weight, 70.3 kg,
the physician's order for CoDstin reqUired the
patient to receive 5 mg per kg, every 8 hours, in
divided doses, Which would have been 117 mg
every 8 hours (a totai dose of 350 mg per day).
However, six (8) doses of 350 mg (three times
more than the prescribed amount per dose) of
CoDstin were administered to Patient 1.

The facility's failure resulted in Petient 1
developing acute renel failure {a sudden loss of
kidney function characterized by decreased urine
production and elevated blood urea nitrogen
(BUN) and creatinine. As a result of the facility's
failure, Patient 1 required hemodialysis
treatments {a procedure which directs the

i patienfs blood flow extemally through a special,

10
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PROVIDER'S PLAN OF CORRECTION
(EACH CORRECTIVE ACTION SHOULD BE

CROSS-REFERENCED TO THE APPROPRIATE
OEACIENCY)

• The Chair of the Department of Medicine I
reviews all Medication Incident Reports

on an ongoing basis for timely action and I
to follow up. The Chair forwards any
recommendations to the Director of
Quality, Director of Pharmacy and to the
Team.

• The policy "Medication - Orders" No.
MM.414 has been revised to clarify when
pharmacists must contact a physician for

clarification. I
~ I
In response to the findings of non-compliance
discovered during the MERP survey the
following comprehensive corrective action
plans have been instituted:

1. HOSPITAl/PHARMACY ALERTS,
NOTIFICATIONS AND REPORTS

Action: Mec!ltech Alert settings Adlusted
The Hospital uses Meditech software as its
electronic medical record and information

management system, and First Data Bank
("FOB") as its Formulary Service Provider. The
Meditech Dose Range Checking defauit
identified in the Hospital's Meditech
Customer Defined Parameters were revised
to "ALL". The "ALL" setting will ensure dose
range checking for ali ranges provided by FOB
and any ranges entered manually by Hospital
staft. This setting Includes the drug
Colistimethate and all other drugs in the
computer data base.
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E485 Continued From page 2

machine Which helps the body remove wastes
before retuming the blood to the patient).

Findings:

On April 7, 2010, during the Medication Error
Reduction Plan (MERP) survey, a review of the
faCility's medication error reports revealed that an
overdose of Colistin Methsnesulfonate was given
to Patient 1.

Colistin (Colistimethate) is an antibiotic
medication used to treat Infections. The side
effects of this drug include tingling or numbness
in the extremities and mouth, weakness of the
lower limb, increase BUN and creatinine levels,
nephrotoxicity (poisonous effects of toxic
chamlcals and medications on the kidneys),
dizziness, headache, slurred speech, respiratory
arrest, rash, and itching. The dose for adults is
based on the patient's ideal body weight The
dosing for intravenous was 2.5 milligram
(mg)lkilogram (kg)/per dey in 2 • 4 divided doses.

According to the facility's policy and procedure on
Medication Administration, Preparation, Control,
Distribution, and Documentation dated January
27, 2009, medications would be administered
safely to the patients as prescribed by the
physician. The primary goal in medication
administration included administering the correct
dose of the drug.

On April 7, 2010, a review of Patientl's medicai
record was conducted. The History and Physical
report dated_ 2010, indicated Patient 1
was admitted to the faCility with diagnoses that
included pneumonia, chest pain and abdominal
pain.

E485 Education: All Clinical Pharmacists were
educated regarding the new alert settings in
late January 2010.

Responsible Person: Director of Pharmacy.

Monitoring: The Director of Pharmacy
reviews updates to the Meditech Information
system on at least a monthly basis. This
review ensures that the most up to date
information in regards to Dose Range
Checking is available within Meditech and for
review by the Hospital's Clinical Pharmacists.
No Incidents of incorrect medication doses
for Colistimethate have been reported
through the monitoring process since the
Meditech Customer Defined parameters 1·

were set to ItAll".

Action: Adlust Rena! Notification 1/19/10
Parameters for Colistimethate
Within the Meditech drug dictionary set up
for Colstimethate, a specific alert was set up
to notify the user during order entry of the
patient's renal status.

if a patient has an alert for altered renal
status during Colistimethate order entry, the
pharmacist will contact the physician to
request any adjustments to the ordered
dose, as necessary, and will note this in the
intervention log in Medltech.

Education: The Pharmacy Staff was
educated in person in January 2010.

Responsible Person: Pharmacy Clinical
Coordinator.

Uc:enSlng and CertIfIcation Dlvl&ion
STATE FORM .... OE4C11 Ifcotltinu8aon sheet 3 of 8
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Monitoring: The Pharmacy Clinical
Coordinator will monitor the Meditech
intervention log weekly for 90 days starting
July 1, 2011 for appropriate contact with
ordering physician as needed. Additional
monitoring will be performed as needed
based on the results of the 90 day review.

Action: Dally Clinical Reminder Report 1/20/10
Colistimethate was added to the Pharmacy's
Daily Clinical Reminder Report. This report is
generated on a daily basis and lists drugs
identified as needing Clinical Pharmacist
review. After review, the Clinical
Pharmacist communicates any concerns to
the physician requesting dosage adjustments
or discontinuation of drug, I

Education: The Pharmacy Staff was educated
in person in January 2010.

Responsible person: Pharmacy Clinical
Coordinator

Monitoring: Clinical Pharmacists monitor
the Daily Clinical Reminder Report on a daily
basis to ensure that patients who are on the
identified drugs, including Colistimethate,
have their medical records reviewed to
enSure that the drugs are being used safely
and effectively. The Hospital notes that the
effectiveness of the Daily Clinical Reminder
Report is evident, in that no error in dosage
of Colistimethate has been reported since
this drug was added to the Daily Clinical
Reminder report on 01/20/2010.

E485 Continued From page 3

According ttl the Infectious Disease Consultation
Reportdated_2010, at 2:25 p.m., the
pt\ysician's aS$essment incll.lded $Elvere chronic
obstructive pulmonary disease exacerbation with
multi-drug resistant organisms as well as
bronchitis/pneumonia. The physician's
recommendations included to administer Colistin
mecllcation intravenously to Patient 1.

IA review ofth..Ph ieian Progress Notes &
Orders dated 12010 at 2:15 p.m.,

I indicated an order," olistin 5 mglkg IV q8h
I(eve'Y Bhours) in divided doses."

A review of the Medication Adrninistration Record
(MAR) dated_2010, indiceteda
handwritten CoJist/methate Sodil.lm 350 mg in
100 ml soc:/ium chloride at 100 mlper hour every
Bhours IV. The MAR indicated the patienfs
weightwas70.3 kg and the physician's order for
Coli$tin reqUired the patient to receive 5 mg PElr
kg every 8 hOurs in divided dos~, which would
have been 117 mg every 8 hours (a total dose of
350mg per day).

Further review of the MAR disclosed that the
licensed nurses administered Colismethate 350
~glV to Patient 1 on the following~
times:_2010, atBp.m,,~
2010, at 4 a.m., at 12 p.m.. and at 8 p.m., and
_,2010, at 4 a.m. and at 12 p.m., The
MAR revealed the overdose was administered ttl
Patient 1every 8 hours for six (6) doses before
being discovered and stopped at 1:30 p.m. on
_2010.

The Progress notes (lntelVElntion and Evaluation)
dated_ 2010, at 7:30 a.m.,and at

I
10:55 a.m., disclosedthepatientcomplained of
numbness in his face, dry mouth, and saying,

Licensing Illld Certtflcalion DivisIon
STATE. FORM
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The Physician Progress Notes & Orders dated
_,2010, disclosed the patient was
suffering ''from acute renal failure likely due to
Colistin and IV contrast." The progress notas
documented the pharmacy "mis-dosed" Colistin
and the patient was given 5 mglkg IV, every 8
hours, which was not in divided doses as

I ordered.

E485 Continued From page 4

'1he antibiotics are kiliing me." Al11 a.m., the
physician was notified. At 12:15 p.m•• Patient 1
slated again. '1he antibiotics are killing me," had
severe dry mcuth and complaining of "loss of
motor ability.'~ian Progress Notes &
Orders dated_2010 at 1:30 p.m.,
indicated to hold Colistin until further orders.

~an Progress Notes & Orders dated
_ 2010 at 5:30 p.m., revealed the
patient developed acute renal failure secondary tc
(caused by) Colistin.

The Renal Consultation Note dated_,
2010, indicated the nephrOlogists(~t
A) initial impression was the acute renal faliure
was caused by hypersensitivity to nedioconlrast
matertal (medication used to highlight body organ
functions durtng a spedal x-ray procedure). The
~Uled tcmography) Scan report daled
_ 2010, indicated the patient received
Irediocontrast medium at4 p.m.

lin an interview with NephrologistA on Aprtl 8.
2010, at 12 p.m., he stated that the consultation
Was balled upon the intormation he had at the
time Of the incident Nephrologist A stated he
misdiagnosed the situation as he thought the
patient received only one (1) dose cf Colistin.
Nephrologist A staled the acute renal failure was
cauSed by the overdose of Colistin.

I
tx5,
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IActin": Dailv RAn.1 Mon1tnrina Reno"
CDlIstimethate was added to the Pharmacy's
Daily Renal Monitoring Report. This report is
generated on a daily basis and lists drugs
that may need adjustment based on renal
function. If a patient's serum creatinine is
1.3 or above, a creatinine clearance is
calcUlated. The pharmacist will indicate that
the report has been reviewed by signing the
daily log.

Education: On 01/20/2010 Clinical
Pharmacists were educated in person by the
Director Df Pharmacy regarding the addition
of Colistimethate to the Daily Renal
Monitoring Report.

Responsible Person: Pharmacy Clinical
Coordinator.

Monitoring: Clinical Pharmacists review
the report on a daily basis tD ensure that
prugs requiring possible dosing adjustments
based on current renal function are
identified and that the ordering physician is
notified if necessary. The pharmacist
reviewing the report will indicate that the
report has been reviewed by signing the log.
The Pharmacy Clinical Coordinator Will.
monitDr for cDmpleteness of review for 90
days beginning 07/01/2011. Additional
monitoring will be performed as needed
based on the results of the 90 day review.
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Accor~facility's Medication Errors form
dated~ 2010 at 1:45 p.m., on_
.2010 at 4:15 p.m., the physician preS'CTGd"""'
an unclear order. The order was wri~n for
"Colistin 5 mglkg IV every 8 hours in divided

Idoses". Order entered ~S 350 mg IVevery 8
I hours, should have been 117 mg every 8 hours.

Serum creatinine increased from 0.8 on_.to 8.4on_Patient received""6"'d'OSes
before the orderwas discontinued. There was no
evidence that the pharmacy and/or the licensed
nurse called the physician to c/iarify the prescribed
unclear order.

A review of the facility's laboratory report dated
_ 2010, disclosed the patient's BUN
level elevated to 32 milligram/deciliter
(reference interval 8-19 mg/dl) and creatinine
level increase to 4.9 mgldL (reference interval
0.7-1.3 mg/dL). Urea Is a byproduct secreted by
the liver and removed from thfl blood by the
kidneys. Creatinine is a byprodUct of creatinine
fOUnd in a person's blOOdstream that is removed
by the kidneys. If kidney function is abnormal, the

I BUN and Creatinine will increase in the blood.
j
According to the Discharge Summary dated
_ 2010, Patient 1'8 BUN level was 5
mgldL and creatinine level was 1 mgldL on
_ 2010. However, the BUN level
increased to 18 mgldL and creatinine 'flvel rose
to 3.3 mg/dLo~ 201. O. and continued
to increaseon~010with a BUN level
~t 71 mgfdL and the creatinine level was 9.5
mg/dL. On_ 2010, Patient 1's serum
creatinine rose to 12.3 mgldL

~an progr&ss Notes & Orders da~d
~,2010, revealed the treatment plan for

E485 Action: Daily HOff ServiceD Notes

Pharmacists assigned to clinical shift(s}
utilize an electronic log to communicate
important issues between off-going and
on-coming staff. The on-coming pharmacist

will follow up on any concerns identified by I
the off-going pharmacist. Patients
receiving Colistimethate are specifically
noted in the Daily "Off Service" Notes.

Education: A memorandum was sent to
pharmacy staff on 01/20/10 reminding
pharmacists to include CoUstimethate in
the
off-going/on-coming communication log
located in pharmacy folder on the network
shared drive.

Responsible Person: Pharmacy Clinical

Coordinator.

Monitoring: The pharmacist assigned to
the clinical shift will review the Daily "Off
Service" Notes on a daily basis and perform
follow up monitoring. Monitoring to date
has revealed that all pharmacy staff are
aware of the Daily "Off Service" Notes and
utilize them appropriately. The reviewing
pharmacist will sign the log indicating it has
been reviewed. The Pharmacy Clinical
Coordinator will monitor the log for
signature for 90 days starting 07/01/11.
Additional monitoring will be performed as
needed based on the results of the 90 day
review.

1/20/10

Llcensing and CertIfication Division
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2. FORMATION OF MUlTIDISCIPLINARY
MEDICATION SAFETY TEAM

Action: Formation of Multidisciplinary
Medication Safety Team
A Multidisciplinary Medication Safety Team
("Team"} was formed in June 2010 to
promptly review all medication errors. The
Team is chaired by the Chair of the
Pharmacy and Therapeutics Committee and
the membership is made Up by
representatives from nursing, pharmacy,
respiratory therapy, imaging and quality
management. The first meeting took place
on June 30, 2010. The Team categorizes
medication errors by severity, reviews
unusual occurrences, harm to patients,
trends by unit or practitioner and type of
errors. The Team also formulates corrective
action plans to avoid similar errors and
evaluates the effectiveness of the actions
taken.

Education: The Pharmacy and
Therapeutics Committee was educated on
the formation of the Multidisciplinary
Medication Safety Team in August 2010.

Responsible Person: Director of Pharmacy.

Monitoring: Starting July 1, 2011, the
Director of Pharmacy will undertake a
review of the effectiveness of the actions
taken by the Team over a period of 90 days.
Additional monitoring will be performed as
needed based on the results of the 90 day
review. Monitoring will be conducted via a
review of the errors identified and the
breakdown of the error severity and patient
impact.

DE4C11

E485

-

The Discharge Summary dated
2010, disclosed that due to elevated BUN and
creatinine levels, the patient underwent
hel'l'lOdialysis. The patient's final discharge
diagnoses included acute renal failure.

The Discharge Summary dated 2010,
from Hospital #2, disclosed the patient received
hemOdialysis treatments and his last treabnent
was on 2010. The plan was to
disd1arge the patient to home and to arrange with
a dialysIs center for continued hemodialysis
treatments.

I
A review ofthe Physician's Orders dated
~ 2010, from the dialysis center,
'iiidICStEid'1iemOdialysis treatment every Monday
and Friday for three weeks. The Progress
Record dated 201 C, disclosed that
the patlenthoo received 4 hemodialysis as of that
date. On ,2010, the hemodialysis

A review of the History and Physical Examination
Record dated , 2010, from Hospital #2
disdosed Patient 1 was transfelTeid to Hospital #2
with diagnoses that Included renal failure, likely
chronic. and in need outpatient hemodialysis
treatment.

E 485 Continued From page 6

acute renal failure was acute hemodialysis after a
dialysis catheter placement. The Physician
Progress Notes & Orders dated
2010, revealed the catheter placement was
completed for hemodialysis treabnent. The
Physician Progress Notes & Orders dated

I•••• 2010. disclosed the patient was to
receive hemodialysis on that day. On
.2010, with the patient still requiring

1 hemOdialysis, Patient 1 was transferred to
IHospital #2.
I,
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3. POLICY AND PROCEDURES

Action: Revision of Hospital Policy 6/20/11
"Medication - Orders" Policy No. MM.414

The Team reports to the Pharmacy and
Therapeutics Committee, which is a medical
staff committee, and the information is
reported to the Board of Governors by the
Medical Executive Committee.

The house-wide policy, "Medication ­
Orders" No. MM.414 will be revised to
include the following verbiage: Orders
that state "give in divided doses" must be
clarified with the practitioner as to the total
daily dose and the exact dose and frequency
of the dose(s) to be administered. This

change requires pharmacy staff to clarify
with the ordering physician all orders
written in this manner. This policy change
will help safeguard against errors when
calculating the medication dosage for a
patient.

Education: A draft revision of polley
"Medication - Orders" policy No. MM.414
will be presented at Senior leadersip
attended by Nursing directors on June 23,
2011. The revised policy will be reviewed
at the Pharmacy and Therapeutics
Committee meeting on June 29, 2011.

On June 30, 2011 the Director of Pharmacy
will educate Hospital directors including
Nursing directors on the policy changes via
electronic mail. The pharmacy staff will be
educated in person on June 3D, 2011.
Medical Staff will be educated on the
updated policy via memorandum and a copy I

of the revised policy will be distributed to all :1

physicians on staff on July 1, 2011.

E 485 Continued From page 7

was discontinued when the patient'S creatinine
level had Improved to 2.0 mg/dL.

The facility's failure to ensure that a patient
receiVed the correct doses of medication as
ordered by the physit:ian, which resulted in the
patient receiving an overdose of an antibiotic with
side effects that induded renal toxicity,
developing acute renal failure, and undergoing
hemodialysis treatment, is a deficiency that has

i caused. or is likely to cause, serious injury or
i death to the patient, and therefore, constitutes an

immediate jeopardy within the meaning of Hearth
and Safety Code Section 1280.1
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Responsible Person: Director of Pharmacy.

Monitoring: Starting July 1, 2011, the
effectiveness of the policy change will be
monitored for 90 days by reviewing the
Pharmacy Intervention Log where all the
physician contacts are documented.
Additional monitoring will be performed as
needed based on the results of the 90 day
review. Detailed reports for Colistlmethate
will be analyzed by the Pharmacy Clinical
Coordinator to ensure that proper contact
with the prescriber has been initiated in cases
where contact has been deemed necessary. I
The outcome of the monitoring will be I
reported to the Multidisciplinary Medication
Safety Team as part of the Hospital's quality
reporting process.

Action: Medication Event Dashboard
In order to analyze and trend errors, the
Pharmacy has developed an aggregate
medication event dashboard. The dashboard
presents overall errors broken down by
node(medicatlon administration, prescribing,
dispensing, and transcription) as well as an
overall error run chart. This dashboard was
presented at the Hospital's Quality
Performance Council ("QPC") in July 2010 and
is now a standing agenda item at the quarterly
QPC meeting chaired by the Hospital's Deputy
Chief of Staff. The report is also presented at
the Pharmacy and Therapeutics Committee
every 2 months. (The QPC functions as the
Hospital's Quality Improvement Committee.)

Education: The change in error reporting
format was presented at Quality Performance
Council on July 2010.
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Responsible Person: Director of pharmacy.

Monitoring: The QPe and Pharmacy and
Therapeutics Committee will monitor the
dashboard results at their respective

meetings, as described above, and will make
recommendations based on the findings from
their review. The results of this review and
any actions proposed will be reported at the
Multidisciplinary Medication Safety Team
meetings on a monthly basis and to the
Quality Performance Council on a quarterly
basis.

Action: Ongoing Medication Incident Review 10/20/10
The Chair of the Department of Medicine
reviews aU medication incident reports on an
ongoing basis. The reports are analyzed by
him and forwarded to the Multidisciplinary·
Medication Safety Team for any follow up.
This ongoing review of medication

occurrences facilitates early recognition and
action by the appropriate parties.

Education: The Multidisciplinary Medication
Safety Team was educated regarding the '
ongoing review by the Chair of Department
of Medicine in October 2010.

Responsible Person: The Chair of the
Department of Medicine.

Monitoring: The Director of Quality is
responsible for forwarding the reports to the
Chair of the Department of Medicine. The
Chair initials the reviewed reports or

acknowledges receipt of reports
electronically.
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Monitoring of completed reviews will be
done for 90 days by the Director of Quality to
ensure review is completed consistently and
reminders issued to complete in case ofa
delay. Additional monitoring will be
performed as needed based on the results of
the 90 day review. The ongoing monitoring is
reported to the Multidisciplinary Medication
Safety Team as part of the Hospital's quality
reporting process. The Multidisciplinary
Safety Team audits are reported to the
Pharmacy and Therapeutics Committee using
the Medical Staff reporting structure to
Medical Executive Committee and the !
Hospital Board of Directors.
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