
FORM APPROVEC
r:ahfornl"l Oenartmenl of Public Health

I 'Hi\TEMt:.N r f)F OEFICIENCIES
AND PlAN OF CORRECTION

,x1) PROVIOERISUPPlIERJCLIA
,DENTIFICATION NUMBER·

CA220000009

IX2) MUL nPlE CONSTRUCTION

A BUILDING

a WING

XJI DATE SURVEY
COMPLETED

12/09/2009
F OF PROVIDER DR SUPPLIER

KAISER FOUNDATION HOSPITAL· SOUTH SAN F

STREET ADDRESS. CITY, STATE, ZIP CODE

1200 EL CAMINO REAL
SOUTH SAN FRANCISCO. CA 9408Q

X4110
PREFIX

TAG

.;iUMMAAY STATEMENT OF DEFICIENCIES
l::ACH DEFICIENCY MUST BE PRECEDED BY FULL

HEGUlATORY OR LSC IDENTIFYING INFORMAnON)

'0
PREFIX

TAG

PROVIOER'S PLAN OF CORRECTION
EACH CORRECTIVE ACTION SHOULD BE

CROSS-REfERENceD TO THE APPROPRIATE
DEFICIENCY)

'"COMPlETE
DATE

E000 lmttal Comments EOOO
Tag 000 • lntrodul:lion

The following reflects the findings of the
Cahfornla Department of Public Health during a
survey on 12/09/09,

Representing the California Department of Public

IIIiIiIIiIIpharmacy Consultant II

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

1900 T22 DIV5 CH1 ART7-70701(a)(5) Governing El900
Body

(a) The governing body shall:
(5) Take all reasonable steps to conform 10 all
appltcable federal, state and local laws and I

regulations. including those relating to licensure, I
fire Inspection and other safety measures.

This RULE: is not met as evidenced by:
Based on observation. interviews. and policy and
document reVIew, the hospital failed to maintain
the temperature in the pharmacy's refrigerator in
accordance with the manufacturer' s
recommendations, state regulations and hospital
policy to ensure stability, potency and safety of
refrigerated medications. Medications were
stored at below freezing temperatures (as low as
minus 8 degrees Centigrade) for a 32 month
penod. This resulted in the administration of
Improperly stored vaccines which resulted in
unknown or ineffective vaccination status of
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Kai~r Foundalion Hospital South San
Francisco has taken lhe findings from
Ihe Medication Error Reduction
Program survey and the issues cited in
Ihis "Statement of Deficiencies" very
seriously and has taken both immediate
.tnd systemic actions to ensure that such
medication errors do not occur again.
This "Plan of Correction" outlines these
actions in the areas of:
(I) Medication Storage to ensure that

vaccinations. PPDs and all
medications are safely stored.

12) Medication Error Recognition
which includes:
• identification, screening for

follow-up care and notificatIon
of the patients specifically
affected by this situation;

• improvements made to ensure
that the potential for
v3Ccination and PPD
administration errors are
reduced. and

• an expansion of the definition
of "medication error" with
revisions to policies.
procedurt:s and tools to ensure
lhat medication errors of all
types are better identified.
reported and analyzed so that
opportunities for
improvements can be
identified and acted upon.
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3.921 patients.

rhe facility's failure to maintain refrigerator
temperatures at 2-8 C in accordance to hospital
polley and the manufacturer's recommendation is I
a deficiency that has caused, or is likely to '
cause, serious injury or death to the patient, and I

therefore constitutes an immediate jeopardy I

within the meaning of Health and Safety Code
section 1280.1.

Findings:

The faCility's failure to maintain refrigerator
temperatures at 2-8 C in accordance to hospital
polley and the manufacturer's recommendation is I
a deficiency that has caused, or is likely to
cause, serious Injury or death to the patient, and
therefore constItutes an Immediate Jeopardy
within the meaning of Health and Safety Code i
section 1280.1.

The above Indicated over a 32 month period the I

maJonty of Ihe lowest weekly temperatures were .
at freezing temperatures (0 C or below) in the
Inpatient refrigerator. The inpatient refrigerator
was used to store the majority of the hospital's
refrigerated medictions. The failure of the facility ,
to maintain appropriate refrigeration
temperatures was identified during a California
Department of Public Health Medication Error
Reduction Plan (MERP) Survey started on
August 12, 2009. I

According to Lexi-Comp Online, a nationally
recognized drug information resource indicated,
"do not freeze" for the following medications:
Insulin-used for diabetes
Diltiazem Injectable-used to treat heart problems
Rocuronium- adjunct to general anesthesia
Tuberculin Skin Test- skin test in diagnosis of

t1l Focused educallon through "Patient
S<lfelY Universily" 10 create and
"uslain a culture of palient safety
lhroughoutlhe hospitnlthat
includes a cullure where errors nod
issues can be safely reported.
cscalated and addressed to fun.her
promote a safe patient care
environment.

Tag E 1900
Governing Dody

Immediate Action 
.\tedicattonIYacdnation Storage;
• All medicnlions, vaccines and PPD

~k.in tests Ihnt were slored in lhe
Pharmncy refrigeralor and in the
medicnlion refrigernlors on lhe
nursing units were immediately
sequeslered on August 13, 2<X>9.

• All medications, vaccines and PPD
skin teslS products were replaced
with new slock on August 13.
2009.

• An immediale preventive
m:ainlennnce review was conducted
on the Pharmacy refrigerator on
August 13.2009 and il was found
to be funclioning correctly.

• A manual temperalure moniloring
system wns immediateJy
implemented within Pharmacy on
August 13. 2009 10 ensure thal the
refrigerator was maintaint..-d within
:lOOfOoriate lemperalure ran~e5.

A,,,,. 13,i
AUguR 13. 2009

Augusc 13.2009

Auguu 13. 2009
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El900 Contlnued From Page 2 EI900 • rcmtx=rature monitoring oversight
has been and continw:s 10 be

tuberculosIs I:onducted by Pharmacy
Filgrasttm-used for low white blood cell count .\tlanagement.
(Impatred Immune function) • All mttlication rdrigtralOrs
Healon 5-Used in eye surgery

throughout the hospital were
Abciximab-Used to prevent heart complications I "ystem::lIically reviewed and found
during surgery

10 be appropriately maintained and
Antihemophilic Factor-treatment for hemophilia
Calcitonin-treatment for Osteoporosis

in range. Thi, was completed on

Crotalidae Polyvalent-rattlesnake bite antidote September 3. 2009. ~J,21

Drotrecogin-treatment for bacteria blood • All Pharmacy stafr were reo

Infections (sepsis)
I educated on policies and

Epoetin Alfa-treatment of anemia secondary to procedures related to medication

renal failure, HIV storage and appropriate escalation

E!anercept-treatment of Rheumatoid Arthritis processes when refrigerator
Hyaluronidase·lncreases absorption of injected lemperature issues were identified.
medications This was completed on August 31, AUSUJI Jt. 2<:

Micrhogam-Used In blood transfusions 2009. For Pharmacy staff who were
Oprelvekin-Used to treat blood problems after on leave, education was completed
chemolherapy on September 2, 2009 Scptembn 2, 2

Peginterferon~treatment for hepatitis
Rabies Immune Globulin-rabies prophalaxis '\vstemi( Actions - Medicatiog
Rabies Vaccine-prevent rabies

;-i:toraKfi
Rhogam-used in blood transfusions • TIle Pharmacy refrigerator wa,
Sargramostim-help prevent life threatening

,
I replaced with a new refrigerator on

infections after chemotherapy
Oclober 26, 2009. The manual OcloOel' 26. 2CJ

These medications were all found in the inpatient I
lemperature monitoring system,

,
I refrigerator and stored at freezing temperatures , I

according to the inventory list provided by the , including Pharmacy Management

hospital.
oversight. continues.

• Engineering staff was in-

In addition to the medications listed above the serviced by the manufacum::r

following vaccines/skin test were stored in the to ensure that preventive

Inpatient pharmacy refrigerator and exposed to maintenance activities were

freezing temperatures: accurately set-up in the

Diptheria tetanus(dn vaccine- used to prevent Engineering work order

diphtheria and tetanus system. (October 26, 2009) Oclober 26, 20

Diptheria tetanus and pertussis (Tdap) vaccine- ,
used to prevent diphtheria, tetanus, and :
pertussis
Hepatitis B Vaccine- prevent hepatitis
Pneumococcal Vaccine - used to prevent

STATE FORM :J"" XMVO',
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pneumOnia
Tubersol skin test· used to aid In the detectIon
of infection With tuberculosIs

A review of the document entitled "Number of
Patients Who Received Vaccines and Insulin
Products, MERP Survey Request Follow Up
Letter and Drugs Dispensed from Inpatient
Pharmacy" indicated that over 5000 patients
received refrigerated medications that were
stored at freezing temperatures.

According 10 the Centers for Disease Control
publication tilled Morbidity and Mortality Weekly
Report. Dec 8, 2006 indicated the following
medlCatlon storage recommendations:
'Diphthena tetanus or pertussls-containing
vaccines: Do not freeze (Aluminum adjuvant 
Irreversible loss of potency WIth exposure to
freezing temperature)
'Hepatitis B vaccines: Do not freeze (Aluminum
adjuvant - irreversible loss of potency with
e)(posure to freeZing temperature)
'Pneumococcal conjugate or polysaccharide
vaccine: 00 not freeze (re: conjugate vaccine,
Aluminum adjuvant - irreversible loss of potency I
with exposure to freeZing temperatures)

According to the World Health Organization
(WHO), an internationally recognized health
organization in the document titled,
"Temperature Sensitivities ot Vaccines" I
Indicated, "More than two million deaths were I
averted by immunization, as well as an additional
600,000 hepatitis B related death that would
otherwise have occurred in adulthood... However, I

despite this, more deaths could be prevented
and illnesses avoided, If vaccines which are
senSitive both to excessive heat and excessive
cold, were transported and stored
correctly... liquid formulations of vaccines

El!lOO • me hn~pilal rt:vlcwet! all policies
,LOU procedurt:s related 10
"lIuiprncnl and devicc maintenance
.IOU f:l.llun:s 10 ensure that
J.pproprlult: r"purllng occurs.
(i\ugust2009)
• Any policit:s requiring

amendment wl:re revieWC!d and
approved by lhe appropriate
commillees. (November 2009)

• i\1I appropriate staff were re·
educated 10 any new or
,In'!ended policies by Augusl
2009 ·ongomg.

• To ensurt: consislcnt Preventive
Maintenance ovcrsight.
Engineering provides copit:s of all
Preventallve Mainlcnance
rerformed on tht: rcfrigermors in
lhl: Pharmacy to the Pharmacy
Director or Manager. The
Pharmacy Directorl Manager have
kept and continues to keep these
records archivcd in the department
to show thai Preventative
1\.taintenance was performed
regularly and on time.

e_ Medicmion storage and
temperalure monitoring has been
J.nd continues to be a part of
nrientation for new Pharmacy staff
,Ind annual training for all
Pharmacy staff.

.\ccountable Pun - Medication
Stornge:
Medication Storage: Inpatient Pharmacy
Director
Refrigerator Preventive Maintenance:
Support Services Assistant
J-\dministrator

No~ember 2C
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\lonitorina - Medication Stor3!l,e:

cOnlalmng diphthena. pertussIs. tetanus. • ()n a monthly basis. the inpalienl

hepatitIS e, Hemophilus mfluenzae type b, IPV
pharmacy vaccine rcfriger.:lIor

"nd their combinations should not be
manual log has been alklited 10

frozen ...When a vaccine containing an antigen
cnloure Ihal h.:mpemtures were Iaken

absorbed to an aluminum adjuvant (e.g. hepatitis

I
un a tWICC daily hasis and that any

0, tetanus toxoid, .. ) is damaged by freezing, the
lemperatures thaI werc out of range

loss of potency can never be restored; the
,hows documentation of aclions

damage is permanent...Freezing affects the
taken.

~dsorbed vaccines through changing their • Any idemified issues would

physical form... Freezing brings changes in the have been immedialely

structure and morphology of the adsorbed addressed wilh the Inpatient

vacclnes.,.lce cryslals formed during freezing Pharmacy Director/Designee.

force aluminum particles 10 overcome repulsion, • lbe resulls of lhe audit were

thereby prodUCing strong InterpartICle attraction rcpot"lOO to the Medication

resulting In aluminum particle Safety Committee, P&T

coagUlation/agglomeration .. The size of the Comminee, Integrated Safety

granules seems to Increase on repeated freezing Comminee :.lnd Medical,
Execulive Commillee on aand thaWing cycles,M
rouline basis for six. momhs 10

In an interview on 12/09/09 at 1:45 p.rn. demonstrate a sustained
Administrator 1 staled after reviewing patients'

, performance.
charts the estimated number of patients that • If performance did nOI meet
actually received ordered vaccines or skin tests cltpeclations, any commiuee
(Tubersol) stored at freezing temperatures from would have made
11/16/06 to 08113/09 were as followed: recommendations for further
dT and Tdap-2727 action and monitoring.
Hepatitis B vaccine-12 patients
Pneumococcal vaccine-1 034 • On a monthly basis, all scheduled
Tubersol-148 patients preventive maintenance orders for

, Pharmacy equipmem from the
A review of Patient 48's clinical record indicated I previous month have been audited
that this patient was one of the 1034 patients that j to ensure that they were completed
received compromised Pneumococcal vaccine. in a timely manner.
Patient 48 had a past medical history of lung • Any orders that were not
cancer, diabetes mellitus, and splenectomy completed in a timely manner
(surgical removal of the spleen). Patient 46's were immediately remediated.
vaccine and pneumonia history were as followed: I • The results of the audit were
~07 Physician ordered Pneumococcal reported to lhe Medication
vaccine
_07 Received compromised Pneumococcal
vacCIne was age 52 at the time of vaCCination
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_08 Admitted Into hospllal for PneumonIa
md Cand.demla (Fungus In the blood)
_09 Admitted Into the hospItal for
Community AcqUired Pneumonia
"'09 Blood culture gram posItive
Pneumococcal pneumonia (bacteria in the blood) I

A review of Patient 42's clinical record indicated 'I

that this patient was one of the 1034 patients that
received compromised Pneumococcal vaccine. I

Patient 42 had a past medical history of
dementia, diabetes mellitus, and hyperlipidemia.
Patient 42's vaccine and pneumonia history were 1
as followed:
__08 AdmItted Into hospital and phYSICian
ordered Pneumococcal vaccine
"'08 ReceIVed compromised Pneumococcal
vacCine was age 87 years old at the time of
vaCCination

'09 Death certificate lists pneumonta as the
only cause of death

A review of Patient 51's clinical record indicated
that Patient 51 was one of the 1034 patients who I

was administered compromised pneumococcal 1

vaccine. Patient 51 had a past medical history of I
diabetes mellitus and end stage renal (kidney)
disease. Patient 51's vaccination record and
~umonia history were as followed:
_S8 Received Pneumococcal vaccine
_as Admitted to intensive care unit (leU) for
_ mania/sepsis

as Physician ordered Pneumococcal

•
,ne
as Received compromised Pneumococcal

vacCine
.09 Admitted 10 hospital for pneumonia/sepsis

A review of Patients 152's clinical record, on
'2/9/2009, indicated that Patient 152 was one of
the 1034 patients who was administered I

EI900

Safely Committee. P&T
Cummlllee. Integrated Safely
Committee and Medical
Exel.:ulive Commillc!:: on a
ruuune basiS for Sill mOnlhs to
demonstrale a SUSLained
performance.

• If performance did not meet
cllpectations, any committee
would have recommended
further action and monitoring.
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c:ompromlsed pneumococcal vaccine. Pallenl
152 vaccinatIOn record and pneumonia history
were as followed:
_2008 ReceIVed compromised
Pneumococcal vacCIne was age 75 years old at
the time of vaccination.

2009 Admitted to leu for
pneumonia/sepsis

~iew of Patient 153's clinical record, on
~009, indicated that Patient 153 was one of '
the 1034 patients who was administered
compromIsed pneumococcal vaccine. Patient
, 53's had a past medical history of hypertension,
right renal transplant, congestive heart failure
and placement of pacemaker. Patient 153'8
vacClnatlon record and pneumonia history were I
as followed:

_
993 Received Pneumococcal vaccine
001 Received Pneumococcal vaccine

2007 Received compromised
Pneumococcal vaccine was age 69 years old at f

.J.b.a,Jjme of vaccination.
~OO9 Admitted to hospital tor sepsis/urinary
tract infection/pneumonia

A review of Patient 151's clinical record, on I
121912009, indicated that Patient 151 was one ot I
lhe 1034 patients who was administered
compromised pneumococcal vaccine. Patient
151 's had past medical history at aortic stenting,
coronary heart disease, atrial fibrillation and
anemia. Patienl151's vaccination record and

Ij
eumonia history were as followed:

1999 Received Pneumococcal vaccine
009 Received compromised Pneumococcal

vaccine was age 80 at the lime of vaccinallon.
_009 admitted to hospItal for pneumonia.

Patient died approximately two hours after
admission.
Physician note datedllllz009 at 3:08 p.m.

EI900
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mdlcate, "Death pronounced at 2:25 PM
Presumed cause of death IS pneumonia.

Unable to rule out eNS (central nervous system) I
uvent SInce pallen! was to unstable for head CT.
"

2. A review of QA data provided by the hospital
indicated Within just less than a 3 year period the
majority of the lowest weekly refrigerator
temperatures were at freezing temperatures (0 C I

or below). The DOP was not aware of these
zero and subzero temperatures.

According to lexl-Comp Online, Cenlers for
Disease Control. manufacturer's package inserts
indIcates "do not freeze" for medications that
were stored In the inpatient pharmacy
refrigerator. For some medications there would
be a loss of potency when stored at freezing
temperatures.

A review of the document entitled Number of
Patients Who Received Vacdnes and Insulin
Products, MERP Survey Request Follow Up
Letter and Drugs Dispensed from Inpatient
Pharmacy indicated that over 5000 patients
received refrigerated medicalions that were
stored at freezing temperatures,

According to the hospital policy and procedures
trtled Storage and Disposition of Medications
indicated "Medication Storage and preparation ,
areas throughout the hospital shall be under the I
responsibility of the Inpatient Pharmacy Director
or deslQnee...Medications are stored under
necessary conditions to ensure stability
.,.refrigerator 36 to 46 F (2 to 8 C)"

During an intelView on 12102109 at 3:00 pm the
Director of Pharmacy (DOP) stated that the
InpatIent pharmacy's medication refrigerator was

E1900
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where most of the refrigerated medicatIons were
stored In the hospitaL The DOP said there was
no designee that was responSible for monttonng
refngerator temperatures_

The above Indicated that since there was no
designee that was assigned responSibility, based I
on lhe hospital policy and procedures, the OOP
was responSible for monitoring refrigerator
temperatures,

3. A review of the document entitled Medication
Error Reduction Program Survey Indicated ..
Technology regardIng the refrigerator
temperature sensor .. The sensor mechamsm
can be set In freezer or refrigerator mode ...The
designated mode tells the sensor which Celsius
scale to use ... There are two types of paper
wheels on which the sensor stylus records:
freezer and refrigerator. Both are similar in color
and gross visualization and resemble graph
paper ...The sensor has been set in freezer
mode since Its instal1ation. Temperatures
recorded on the freezer wheels are accurate...

During an interview on 08121109 at 3:00 pm the
Regional Director stated that the temperature
wheel used graphing paper to record
temperatures on a weekly basis. He said that
the pharmacy would accidentty use the wrong
graph paper and the temperatures would be
recorded incorrectly. He also said that he was
able to obtain accurate temperatures after
contacting the manufacturer and then converting
the incorrect recorded temperatures to correct
recorded temperatures.

4. The interview on 08117109 at 11:35 am the
Engineer 2 stated that the Inpatient Pharmacy
Refrigeralor should, based on manufacturer
recommendations, have an annual preventative

El900
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maintenance (PM) check although he
recommended a PM every 3 months for a
refngeratof that stored medications. He also
"tated that by mistake they had scheduled the
PM every 3 years Instead of every 3 months.

I
,

The last PM was in November 2006 and the next
scheduled was November 2009. I ,

I ,
A review of the PM work order dated 11/01/06 Iindicated that the last PM check was done on
11/16/06. The woO< order also indicated the next I
scheduled PM would be in 3 years.

The violation has caused or likely to cause
Tag E 1944

serlQUS mjury or death to patients. An Immediate
Jeopardy was calted on 08124/09 at 10:00 am.

Patient Rights

The immediate Jeopardy was abated on 12/09/09
Immediate Action· Patientat 5:00 pm.
Identification and Notilication:

• Kai~r Foundation Hospital South
El944 T22 DlV5 CH1 ARTI-70707(a) Patients' Rights El944 I San Francisco imm~iately began a

~rh:s of actions to ensure that any
(a) Hospitals and medical staffs shall adopt a , patients who might have been
wntten policy on patients' rights. I impacted by compromised

vaccinations and PPD testing were
identified, screenl:d for necessary

, follow-up. and contacted.,
• A review of literature began

This RULE: is not met as evidenced by:
immediately on August 13.2009 to Auguu IJ.

determine what vaccines/PPD slcil\
Based on observation, interview, and record lests might have had potency
review, the facility failed to provide the patients impact if held outside the
the right to be notIfied of the outcome of care as recommended temperature range.
soon as the facility discovered that vaccines, • A risk stratification of patients was
medications, and biologicals that were exposed I conducted by the Infectious,
to freezing temperatures were administered to Disease physician specialist. This
the patients. was based on the review of

literature and consultation with the
Findings: San Mateo County Health Officer.

On 08/13/09 the hospital had been informed of a
the Clinical Branch of CDPH and
Kaiser Permanenle vaccine experts.

-
"
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l.Jrqe number of Improperly slored medications ,
that were Identified dUring a Medication Error
Reduction Plan (MERP) survey that began on
8/12109, These Improperly stored medications
were related to vaconations and other related
biological agents (tuberculin skin test material
and interferon) that had been stored in an
Improperly maintained inpatient pharmacy
refrigerator, The medications were exposed to I
freezing temperatures that made them Ineffective I
or compromised their potency. I

According to the Centers for Disease Control
publication titled Morbidity and Mortality Weekly
Report, Dec 8, 2006; the World Health
Organization (WHO), an internationally
recogmzed health organization In the document
lltled, "Temperature SenSItivities of Vaccines";
and the manufacturers' package Inserts of the
vaccine/biological agents; collectively indicates
that the following vaccines and biological agents
should be discarded lose potency when exposed
to freezing temperatures Diptheria tetanus, I
Hepatitis B, and Pneumococcal. The
manufacturers' package insert indicates to
discard PPD tests when exposed to freezing
temperatures.

A review of the Jewett Polestar Temperatures
report listed inpatient pharmacy refrigerator
weekly temperatures from 12/26/06 to 08117/09.
The expected refrigerator temperature range is I
2.2-7,7 Centigrade (C). The lowest recorded
weekly temperatures were not within the
expected range, The recorded weekly
temperatures were below 1 C and were as low I
as -8 C for a 138 consecutive week period, The
lowest weekly temperatures were OC or below I
for 130 weeks.

El9« •

•

•

•

•

f\ dinical n:vicw of affected
pallem populations hcgan with
intcrnal and C,lltcrnal physician
dinical C,llJlCriS dctcrmining which
patient populations n:quired
rcv:K..'Cination.
Based on the: initial dinil:al review.
2943 p:uienlS were determined to
need follow-up vaccinations. 11lese
patiems were mailed letters stating
Ihat they may have recehed
compromised vaccines lind they
were provided with follow-up
plans, The leuers were in English.
Chinese: and Spanish and induded
a dedicated phone number to cull
f,lr information and assislance, rhis
occurred on October 21 and 22,
!009.
Kaiser Permanenle Primary Care
Physicians were nOlified on
October 21, 2009 of the occurrence
and were provided a list of their
patients who received lelten along
with infonnation that included
suggested responses 10 anticipate
frequently asked questions.
Dedicated vaccination clinics were
held for the identified patients
beginning October 26, 2009.
Throughoutlhis time period.
ongoing consultation was held wilh
the Immunization Branch of the
California Department of Public
Health.

Dcfot- 21. 2Q

October 21, 2lX

Octoba 26, 200

A review of an inventory list of medications that
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were slored at freeZing temperatures In the
Inpauent refngerator Indicated that there were 78
(Jifferent types of medlCatkms. The inpatIent
rcfngerator was the main hospital medication
refrigerator. Some of the medications stored at I

I freeZing temperatures were: ,
Diptheria letanus(dT) vaccine- used 10 prevent
diphtheria and letanus
Diptheria tetanus and pertussis (Tdap) vaccine
used to prevent diphlheria, tetanus, and
pertussis
Hepatitis B Vaccine- prevent hepatitis
Pneumococcal Vaccine - used to prevent
pneumonia
Tubersol skin lest - used to aid in the detection
of Infection with tuberculosis

A revrew of the faCllity's policy and procedure on I
"Ad\lerse Outcomes Communication" indicated I
"MembersJPatients. legal representatives, and
when appropriate famIly members have the right I
to be informed of outcomes of care which may
also include unanticipated outcomes. Disclosure I
of outcomes of care, and especially
unanticipated outcomes, should occur as soon
as possible following identifICation."

Upon notification on 08/13109 the hospital agreed
to research and identify the number of patients
exposed by the improperly stored
vaccines/biologicals. As part of the hospital's
plan of correction and in accordance to the
hospital policy, patients were 10 be informed of
the unanticipated outcome of not being
administered properly stored refrigerated
vaccines and biologicals.

After 78 days from the discovery of the
improperly stored vaccines/biologicals the
hospItal produced a document titled, "Clinical
Evaluation of VaccmeJMedlSkin Test CasesM

Et944 •

•

•

•

Ikginning on Novcmber 19.2009.
.lIn.l using a rigorous study
mcthodology, repeat patient-level
n.:vu.:ws were comJucled by
clinicians for the populations
receIving suspect vaccin:lIions.
These reviews were used to clarify
the affectcd patient pupul:nions and
10 drive the decisions around
further patient-specific clinical
needs and further patient
notifications.
Kaiser PennanenCc Primary Care
Physicians were nOli lied on
Nowmber 23, 2009 and requested
10 conduct ::In additional clinical
rcvit.:w of Iheir palienls who had
n.:ceived suspect PPO skin tests, in
order 10 determine additional
follow-up care.
DPH believed that the first letter
Ihat KFH South San Francisco sent
to patients notifying Ihem of the
vaccination issues did not
sufticienlly idenlify for the patients
that the medication storage issue
was a medication error. OPH was
also concerned Ihal the first patient
leiter was not sent to the entire
populalion of patients affected by

the error but only focused on a
limited population Ihat KFH South
San Francisco believed 10 be at
potential risk.
After discussions with DPH. the
hospital sent a leiter notifying all
living patients thai the medicalion
storage issue was a medication
error. This It:Uer was mailed on
December 2 and 3. 2009 and
included:

No~mba n. 1009

Dl:cem~2. 2009
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dated 1013012009, It lists total patient exposures
oJs 4,895 With the folloWing breakdown by
vaccme/skln test:
Pneumovax 23 - 1875 patrents (49 patients
expired prior to October 2009)
Tetanus Diptheria Pertusis (Tdap) vaccine - 925 I
patients (4 patients expired prior to October
2009) I
Tetanus Diptheria (Td) vaccine· 1912 patients I
(73 patients expired prior to October 2009) I

Hepatitis B - 4 patients
TB skin test - 179 patients
The document also indicated that out of 4.895
patients exposed 2,965 would be sent
communICation offering revaccination.
According to the document the hospital would
send letters to 2,760 patients who received either
Tdap or Td, 201 patients who received
Pneumovax 23, and 4 patients who received
hepatitis 8.

, A review of the patient notification letter sent to
the 2,760 patients who were administered either I
Tdap or Td indicated" During a recent '
Emergency Department visit at Kaiser
Foundation Hospital South San Francisco, you I
were given a tetanus vaccine ...We have recently I
discovered that the vaccine was stored at a
temperature lower than recommended, which
may have reduced the vaccine's strength...Our
infectious disease specialists recommend that
you return for a repeat vaccination to insure that
you are properly protected. " The letter did not
Indicate accurate information as to what was
administered to the patient (Tdap or Td). Instead
It simply indicated that the patient received
tetanus. The hospital revaccinated with Td for all
the patients revaccinated. There were patients
that were incorrectly revaccinated with Td when
they should have been revaccinated with Tdap.
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• ;m al.:knowlcdgcmcnt of the
incident as a Illedication error
related to !>torag.:,

• :In apology.

• a dedicated phone number for
patients to call for questions,

• Instructions to contact their
primary care provider to abuin
follow-up care through Kaiser,

• conlirmalion that Kaiser will
cover costs of care for any
follow-up care for any patient ,
regardless of insurance status.

• Patients wt:re also provided a
dedicated Pharmacy call center
phont: number if they chose 10
sct:k furtht:r dariticaLion about
the kner.

• Patient 151 W'.lS not notified
due to his dt:ath.

• Patient 152 was notified by the
physician on February 10. FdJnIuy 10.20

2010 as noted in EMR.

• Patient 153 was notified by the,
physician on January 22, 2010 Janulll)' 22. 201

as noted in EMR.

• Kaiser Permanente Primary Care II Providers were notified of the ,
medication errors, provided a list of
their patients who received leiters,
of the drug involved in the error
and other relevant information.

(kcembef 4. :':This began on December 4. 2009.

• Medication errors were reviewed
by the paLients' providers and the
following actions were taken:
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vaccine in the hospital and

On 12/01109, 110 days after the discovery of the I
suhscquently received DT as a

Improperly stored vacCines and biologicals the rcvaccination. tclephone
hospital had not accurately communicated, or did I uutreach was done by Kaiser
not have any communICation sent to 4,585 of Permanenle physil.:ians to
4,769 patients (4,895 minus patients expIred). review each paTient's
Atter 110 days the patients were subsequently I vaccination status and
notified: detennine any rollow up.
'2760 dTapidT had not been notified

• Other high risk groups, such as
'179 PPD had not been notified
'1,646 Pneumovax 23 had not been notified immuno-compromised

The patients where then notified of improperly , patients, received calls from,
Kaiser Permanenle Cliniciansstored vaccinesJbiologlCals as directed by the

California Oepartment of Public Health. to discuss follow-up care.
which began on December 4, ~~4.!U

There was a sample record review of three out of 2009.

the 1,646 Pneumovax 23 patients that had not • For patients who had

been notIfied. The results of the sample revIew vaccinations ordered but where

Indicated three of three patients developed administration could not ~,
verified, Telephone outreachpneumoma and one patient died.
was done 10 discuss the error

a) A review of Patient 151's clinical record, on and plans for follow-up care.

121912009, indicated that Patient 151 was one of Palients received calls rrom

the patlents that were administered Kaiser Permancnle Physicians

compromised pneumococcal vaccine. Patient , or Other Clinicians .....orking

151's had past medical history of aortic stentlng, under physician prolocols

coronary heart disease, atrial fibrillation and began on Decem~r 4. 2009. [X-eembel' 4. 2009

anemia. Patient 151's vaccination record and
,

.neumonia history were as followed: Accountable Party: Chief Operating

1999 Received Pneumococcal vaccine , Officer

2009 Received compromised
Pneumococcal vacCine was age 80 at the time of

liinatlon.
2009 admitted to hospital for pneumonia.

Patient died approximately two hours after
admission.
Physician note dated_W09 at 3:08 p.m.
indicate, "Oeath pronounced at 2:25 PM
... Presumed cause of death is pneumonia.M

b) A review of Patients 152's clinical record, on
121912009, indICated that Patient 152 was one of

STATE FORM 011'" XMV011
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the patIents that were admInistered
compromised pneumococcal vacCine. Patient
152 vaccination records and pneumonia history I

ti
s followed:
008 Received compromIsed

neumococcal vacane was age 75 years old at I
_ h . e of vaccination.

2009 Admitted to leu for
pneumonia/sepsis

C) A review of Patient 153's clinical record, on
121912009, indicated that Patient 153 was one of
the patients that were administered
compromised pneumococcal vaccine. Patient
153's had a past medical history of hypertension. I
nght renallransplanl, congestive heart failure
and placement of pacemaker, Patient 153's
vaccination record and pneumonia history were

•

0Wed:
993 Received Pneumococcal vaccine

2001 Received Pneumococcal vaccine
"'2007 Received compromised
Pneumococcal vaccine was age 69 years old at
the time of vaccination.
'-:2009 Admitted to hospital for sepsis/urinary
tract infectionJpneumonia

On 1219/2009 the facility was requested to
provide a list of patients who received

I
compromised Pneumovax 23 vaccine and were I
not notified. ReconCiliation of that list with the '
three patients listed above revealed that Patient's I
151. 152, and 153 were not notified by the
hospital that they had received compromised I

Pneumovax 23 vacane.

The facility's failure 10 notify patients of their
vaccination status is a deficiency that has
caused, or is likely to cause, serious injury or
death to Ihe patient. and therefore constitutes an
Immediate jeopardy within the meaning of Health
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• Ilatches of patieot nOtllicatioo

leiters Iraosportl'J 10 the Uniled
Slales Postal Service (USPS) were
"<;cooed" with envelopes diret:ted to
ttre homes of some KFH leaders.
Monitoring of these eovelopes
coniirmed thot the letters were sent
hy USPS.

• Volumes of calls into the call
l.ocnter were mOoitored tu confirm
that the patients were receiving
1l00ices.

• Receipt of letters was coolirmt:d
tluring follow-up Ci1lts with KP
providers.

• Patients receiving follow up care
from their primary care providers
were lracked via the automaled
appointment reponing mechanisms.

• Results of monitored outcomes
were reporled to lhe Medical
E:u:cutive Commillee for four
months from December to March
2009.
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