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Presentation Objectives

- Identify recent changes in provider participation
requirements for CA VFC Program participants

- Review childhood and adolescent vaccines covered by
the VFC Program

- Discuss VFC Program requirements specific to vaccine
availability and adolescents; required vs recommended
Immunizations

- Review key aspects of proper vaccine management as
outlined in the Program’s Vaccine Management Plans
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VFC PROGRAM
OVERVIEW




% 21t Anniversary of the VFC
" Program

Va CCi nes for Ch i I d ren established In 1994 to make vaccines avallable

e , to uninsured children. VFC has helped prevent
20 years of protecting America’s children  disease and save lives...big time!

CDC estimates that vaccination of children
born between 1994 and 2013 will:

prevent 322 _—
million illnesses ol 58
help avoid i,
732,000 deaths ,,q,......'..“?.:‘;.?:u
save nearly -
$1.4 trillion |

in total societal costs SVD O Je—s
(thor indades $295 bibon iy dvect costs)

0 oty o et www.cdc.gov/features/vfcprogram



e A
, VFC-Supplie

; , & vaccines are
90% of CA's _ provider at no-
children 0-18 years 4,000 provider cost to eligible children
of age are eligible to offices enrolled in the 0-18 years of age,

receive VFC supplied
vaccines (5M)

VFC Program, most of including those with no
them are pediatric and . health insurance,
family practice offices American Indian/Alaskan
Natives, and Medi-
Cal/CHDP eligible

chilw

Over 2,000 QA visits
conducted annually by VFC
Field Staff

15,000 calls are )
received by VFC’s Call

center annually, staffed 14 Billion dollars ) :
by 6.5 Customer P Orihare R 140 storage and
- Service Representatives | | distributed annually hand”ng incidents
— oy —1 are reported each
v < [N Million doses of month—Fr)nost of them
20,000 vaccine vaccines are distributed due to fridge left open
orders are processed  I— 1TV at the end of the day
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CA Vaccine Distribution 2005-2015

12,000,000

10,000,000 9,602,307

8,088,297 8527556
,088, 8,000,565
7,718,353 000,5657 756 515
8,000,000 /18, 7,423,989
7,297,536 7,045,660
6,411,925
5,888,130
6,000,000
4,000,000
2,000,000

2005 2006 2007* 2008 2009 2010 2011~ 2012 2013 2014 2015

89 Million Doses*

* A Partial years
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Vaccines Available Through VFC

- The VFC Program includes all Feseluion No- 608
AC I P - re CO m m e n d ed VaCC| n eS ADVISORY COMMITTEE ON IMMUNIZATION PRACTICES

VACCINES FOR CHILDREN PROGRAM

VACCINES TO PREVENT ROTAVIRUS GASTROENTERITIS

¢ N eW VaCCi n es are q u i C kly The purpose of this resolution is to add a newly licensed rofavirus vaccine to the Vaccines for Children
Incorporated into the program Program, |

aft e r VFC resolution 2/06-2 is repealed and replaced by the following:
H T Eligible Groups
¢ th e neg Otl atl O n Of a fed e ral Infants aged 6 weeks to 8 months.

vaccine price contract;
- an official vote from ACIP: and

Recommended Schedule for Rotavirus Vaccines

Romtqu Rotarix™

1 Dose Age Age
® An approved VFC ReSOI Utlon Primary 1 2 months 2 months
Primary 2 4 months 4 months

Primary 3 6months

° CA m akes al I p rod u Ct’ b ran dS Dosage Intervals and Ages for Rotavirus Vaccines

an d p rese nta‘“ ons aval I ab I e to RVS5 (RotaTeq®: Merck) | RV1 (Rotarix®: GSK)
. Number of doses in series 3 2
e n rOI Ied p rOVl d e rS . Recommended ages for doses 2. 4. and 6 months 2 and 4 months
Minimum age for first dose 6 weeks
Maximum age for first dose 14 weeks 6 days
Interval between doses 4 weeks or more
Maximum age for last dose 8 months 0 days

California Department of Public Health, Immunization Branch



ACIP-Recommended Pediatric and
Adolescent Vaccines

Adolescent vaccines

- Human Papillomavirus (HPV)
Influenza (flu)

Meningococcal conjugate (MCV4)
Meningococcal B

Tetanus, Diphtheria, Pertussis

« Inactivated poliovirus (IPV) (Tdap)

* Influenza (flu)

* Meningococcal B (MenB)

* Measles, Mumps, Rubella (MMR)

* Pneumococcal conjugate (PCV13)

« Pneumococcal polysaccharide (PPSV23)
* Rotavirus (RV)

» Varicella (chickenpox)

Combination vaccines

« DTaP-IPV combination vaccine

Pediatric vaccines

» Diphtheria, Tetanus, Pertussis (DTaP)
* Hepatitis A (Hep A)

* Hepatitis B (Hep B)

VFC Vaccine Order Form for PIN 777777, Dr. Smith Pediatric Medical Office.

« DTaP-HepB-IPV combination vaccine
*  MMR-V (MMR +V)

California Department of Public Health, Immunization Branch



Vaccine Reguirements vs. Federal
Vaccine Recommendations

Figure 1. Recommended immunization schedule for persons aged 0 through 18 years - United States, 2016.

CALIFORNIA CODE OF REGULATIONS
TITLE 17, DIVISION 1, CHAPTER 4
ubchapter 8. Immunization Against Poliomyelitis, Diphtheria, Pertussis, Tetanus, Measles (Rubeola),
Haemophilus influenzae Type B (Hib), and Mumps

Table 1: Immunization Requirements for K-12

Institution Age Total Doses Received
(FORTHOSE WHO FALL BEHIND OR START LATE, SEE THE CATCH-UP SCHEDULE [FIGURE 2]). .
These recommendations must be read with the footnotes that follow. For those who fall behind or start late, provide catch-up vaccination at the earliest opportunity as indicated by the green bars in Figure 1 Elementary school 4-6 years 4 doses, except that a total of 3 doses is
To determine minimum intervals between doses, see the catch-up schedule (Figure 2). School entry and adolescent vacdne age groups are shaded. at kindergarten leve! acceptable if at least one dose was given on or
e and sbove after the 4th birthday
9 5 b2 - - -15 - n T R
Vacdine Birth 1mo 2mos 4mos | Gmos | 9mes | 12mos | 15mes | 18mos s 23ys | 46ys [ 7-10ys | 1112y | 13-15yrs [ 16-18y1s O75, or combination F OTF and S doses, mncept that 3 ol of 4 doses
L I - - t - ] - - : - - L diphtheria-tetanus toxoids acceptable if at least one dose was given on or
Hepatitis B' (HepB) | 1"dose H:—fz‘"dosefA»H | | I dose | | after the 4th birthday
Rotavirus? (RV) RV (2-dasa 1od g S | Measles, rubella, and mumps 1 dose of each, separately or combined, on or
series); RVS (3-dose sarias) ose 252 || |foomote 2 after the 1st birthday. Pupils entering 2
P ————— = kindergarten (or first grade kindergarten
et DT <7y vdose | [ 2 dose | [ 3%aose | | [e—raoe—]| [ame skipped) are required to have 2 dosas of
- — = = : measles-containing vacrine, both given on or
Haemophilus influenzse type = See or 4" dose, . L
(Hib) ‘ i || dose | ‘fﬂnmme4| ‘ H"_smoommea | H _ after the first birthday
t t t t t t Hapatitis B* 3 doses
Freumocoeca conjugate? ‘ 17dose || 2<dose | ‘ 3 dose | ‘ ‘ |+—4Mduss--—»| | H Varicela Tdom
Inactivated poliovirus* 1 11 Elementary scheol, 7-17 4 doses, except that a total of 3 doses is
1*dose ||| 2 dose " d 4" dose dary school - ble if at | d 2z gi -
IPV: <18 yrs) i || secondary school years acceptable if 3t least one dose was given on or
= after the 2nd birthday
) s ‘Annual vaccination (LAIV or Annual vaccination (LAIV or [IV) =
Influenza’ (IV; LAIV) | Annual vaccination (IV only} 1 or 2 doses m IV) 1 or 2 dases. ‘ Diphtheria and tetanus toxoids and | At least 3 doses. One more dose is reqguired if
T T T T pertussis vaccine given as DTP, DT, | the last dose was given before the 2nd
Measles, mumps, rubellz? (MMR) | Seefootnote | | ‘ ‘ Tdose | Td, or Tdap birthday
Measles and rubella 1 dose of each, separately or combined, on or
Varicella? (VAR) | ‘ ‘ 2"dose | [mumps not required) after the 1st birthday. (See below for
additional requirements for 7th grade
Hepatitis A’ (HepA) |4———2-uuse saries, See footote 1 I I enroliment, effective 7/1/99.)
: . : : ; Varicella® 1 dose ag=d 7 through 12 years for students
Meningococeal!! (Hib-MenCY not admitted to California schools before July
B
45&?:%{‘?&‘5;35"‘954 See footnote 11 T*dose 1, 2001. 2 doses for students aged 13 through
— 17 years not admitted to California schools
Tetanus, diphtheria, & acellutar ‘ ‘ (Tdaph ‘ before July 1, 2001.
pertussis'” (Tdap: >7 yrs)
——= Seventh Grade Ay Tdap'* 1 dose on or after the 7° birthday
Human papillomavinus' (2vHPV: . —
femates only, P, SVHPL: dose Measles® 7 duses of measkes -containing vaccine, both
males and females) Sl given on or after the first birthday.
Meningococaal 8 See footnota 11 Eighth through Twelth | Any pupil | Tdap " 1 dose on or after the 7™ birthday
i Grades” under 18
ears
Preumococcal polysaccharide® | Seefootnota 5 ¥
(PPSV23) ; . ; ; n Any 18 years | None
d older
Range of recommended I:l Range of recommended ages I:lR;mge of recommended ages l:lRange of recommended ages for non-high-risk I:l Mo recommendation 26 orer
ik Tt o i up st o ot g Tk rouEs STl it ey e Voo me, subjact 10 [

individual dlinical decision making
This schedule includes recommendations in effect as of January 1, 2016. Any dose not administered at the recommended age should be administered at a subsequent visit, when indicated and
feasible. The use of a combination vaccine generally is preferred over separate injections of its equivalent component vaccines. Vaccination providers should consult the relevant Advisory Committee
on Immunization Practices (ACIP) statement for detailed recommendations, available online at http: c.gov/vaccines/hcp/acip-recs/index.html. Clinically significant adverse events that follow
vaccination should be reported to the Vaccine Adverse Event Repos mng System (VAERS) online (http/w ers.ihs.gov) or by telephone (B00-822-7967). Suspected cases of vaccine-preventable
d\seases snould be repor[ed to the state or local health department. Additional information, including precaunons and contraindications for vaccination, is available from CDC online
(http:/i v.cdc.gov/vaccines/recs/vac-admin/contraindications.htm) or by telephone (800-CDC-INFO [800-232-4636]).

This schedule is approved by the Advisory Committee on Immunization Practices (http//www.cdc. nes/acip), the American Academy of Pediatrics (http:
Family Physicians (http: v.aafp.org), and the American College of Obstetricians and Gynemlcg\sts (http: )

NOTE: The above recommendations must be read along with the footnotes of this schedule.

yw.aap.org), the American Academy of

California Department of Public Health, Immunization Branch

* Oral polic vaccine (OPV) or inactivated polic vaccine (IPV) or any combination of these vaccines is acceptable,

? Applies enly to children entering 2t kindergarten level (or at first grade level if kindergarten skipped) or below on or after
August 1, 1997 Applies only to children entering at kindergarten level (or at first grade level if kindergarten skipped) or
below on or after August 1, 1997,

* Applies enly to children (of any age) entering or advancing to the seventh grade on or after July 1, 1593,

* Children admitted to California schools at the Kindergarten level or above before July 1, 2001 are exempt from this
requirement.

* Pupils must have received at least one dose of Tdap prior to admission or advancement into the 7th through 12th grades.

© If DTP was given on or after age 7 years instead of Tdap, this dose may also be counted as a valid dose for this
requirement.

? This requirement is effective July 1, 2011, through June 30, 2012.




VFC Program Requirement: Vaccine
Availability

- Providers, including non-traditional providers such as
OB/GYNs, pharmacies, and others, are required to offer age-
appropriate immunizations to patients served by their practice
In accordance with schedules determined by the ACIP in its

VFC resolutions

i
it

' illl

California Department of Public Health, Immunization Branch



VFC Program Requirement: Vaccine
Availability

VFC Providers agree to comply with immunization
schedules, dosages, and contraindications that are
established by the Advisory Committee on
Immunization Practices (ACIP) for the vaccines
identified and agreed upon in the Provider
Agreement and Provider Profile UNLESS:

In the VFC Provider's medical judgment, and in
accordance with accepted medical practice, the
VFC Provider deems such compliance to be
medically inappropriate for the child;

California Department of Public Health, Immunization Branch



2016 Recommended Immunizations for Children from Birth Through 6 Years Old

19-23

months

HepB | HepB
RV RV RV

DTaP DTaP DTaP | DTaP | DTaP
Hib Hib Hib | Hib |

A A PCV PCV PCV | PCV |

growing? To protect
your new baby and IPV IPV | IPV | IPV

yourself against whooping

cough, get a Tdap vaccine #
in the third trimester Influenza (Yearly)

of each pregnancy. Talk MM R MMR

to your doctor for more
details.

Varicella Varicella
Shaded baowes indicate the
HepAS®

vaccine can be given during
shown age mange.

s
NOTE: If your child misses a shot, FOOTMOTES: * Two doses given at least four weeks apart are recommended for children aged 6 menths through 8 years of
you don't need to start over, age who are getting an influenza (flu) vaccine for the first time and for some other children in this age group.
]l:lletgofl;ac:to your ;hlld s % Two doses of HepA vaccine are needed for lasting protection. The first dose of HepA vaccine should be
octor for the next shot. given between 12 months and 23 months of age. The second dose should be given 6 to 18 months later.
_Tall“""th }rourd1!|d 5 doctor HepA vaccination may be given to any child 12 menths and older to protect against HepA. Children and
'ft.':';"-' have questions adolescents who did not receive the HepA vaccine and are at high-risk, should be vaccinated against HepA.
about vaccines.
If your child has any medical conditions that put him at risk for infection or is traveling outside the
United States, talk to your child’s doctor about additional vaccines that he may need.
. j'

For more information, call toll free U.S. Department of )
1-800-CDC-INFO (1-800-232-4636) Health and Human Services AMERICAN ACADEMY OF American Academy

or visit L Centers for Disease ¥ FAMILY PHYSICIANS of Pediatrics

ME FOR AMERICA DEDICATED TO THE HEALTH OF ALL CHILDREN™

f’&%

T

http://www.cdc.gov/vaccines




INFORMATION FOR PARENTS

2016 Recommended Immunizations for Children 7-18 Years Old

Talk to your child’s doctor or nurse about the vaccines recommended for their age.

Flu
Influenza

Tdap
Tetanus,
diphtheria,
pertussis

HPV
Hurnan
papillomavirus

Meningococcal

MenACWY

7-BYears

9-10 Years

11-12 Years

MenB

Pneumococcal

Hepatitis B

Hepatitis A

Inactivated
Polio

MMR
Measles, Chickenpox
mumps, Varicella
rubella

13-15 Years

16-18 Years

More Preteens and teens

information:

should getaflu
Vaccine every year.

Preteens and teens
should get one
shot of Tdap at age
11 or 12 years.

Both girls and boys
should receive

3 doses of HFY
vacrine to protect
against HPV-
refated dis=ase.
HPV vaccination
can start as early as
age 9 years.

Al1-12 year Teens, 16-18
olds should be years old, may be
vaccinated with vaccinated with a
a single dose of Men8 vaccine.

a quadrivalent
meningococcal
conjugate vaccine
(MenACWY). A
booster shot is
recommended at
age 16.

Thesa shaded boxes indicate whan the vaccine is
recommended for all children unless your doctor tells
you that your child cannot safely receive the vaccina.

These shaded boxes indicate the vaccine should be
given if a child is catching-up on missed vaccines.

These shaded boxes indicate the vaccine is
recommended for children with certain health or
lifestyle conditions that put them at an increased risk for

This shaded box indicates the vaccine is recommendead
for children not at increased risk but who wish to get
the vaccine after speaking to a provider.

U.5. Department of

Health and Human Services
Centers for Dizease

Control and Prevention

American Academy o AMERICAN ACADEMY OF
of Pediatrics 4 FAMILY PHYSICIANS

serious diseasas. See vaccine-specific recommendations e e
STRONG MEDjcdne Fos AMER|CA

at www.cdc.gov/vacdnes/hop/acip-recs/index.html

California Department of Public Health, Immunization Branch
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Adolescent Vaccine Distribution

1400000

1200000

Parents:

DID_YOU KNOW

- -HP\VL CAUSES-

800000 Throat and
Mouth Cancers

4@ ‘@

HPV Target Distribution

==4==VACCINE ==lll=HPV MCV4  ==4=TDAP

600000
>ervical
Cancer

400000
Vaginal
Cancer

200000

0 < — O < —> O O *

2006 2007* 2008 2009

2011~

2014
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RECENT VFC PROGRAM
PARTICIPATION
REQUIREMENTS




Why Requirements Matter?

- Requirements are critical in many
Industries, including agricultural,
food, and healthcare

- Health care regulations and
standards are necessary to ensure
compliance and to provide safe
health care to every individual who
accesses the system.

- Health care regulations are
developed and implemented not
only by all levels of government
(federal, state and local) but by
private organizations as well.

California Department of Public Health, Immunization Branch



Why Requirements Matter?

[ ——

They are important and Requirements are critical In healthcare, they are

impact us on a daily basis. in many industries, necessary to ensure
including agricultural, compliance and to provide

food, and healthcare. safe health care.

@FDA Inspection Checklist

While sometimes confusing, and sometimes viewed as
all levels of government (federal, state and burdensome, they are critical to ensuring safe and effective
local) and private sector. care for those accessing the health care system.

California Department of Public Health, Immunization Branch



Why Requirements Matter for [{&VFC]

- Entitlement program- making sure services or goods intended for a
population are accessible to them.

- In VFC, this means making sure vaccines intended to VFC children are
available to them.

- Appropriate management of resources

- Vaccines are administered according to schedules, dosages, and have
been handled appropriately to protect those receiving them

- Stewardship and Accountability

- ensuring resources are accounted for, and unnecessary waste is
prevented

- Federal program
- maintaining the integrity of the program is key for its continued success

- Knowledge and education- continuously improves delivery of
service, and effective management of areas of the program

California Department of Public Health, Immunization Branch



Provider Agreements, plus Certification of
Capacity to Store and Manage Vaccines

State of Calformia—Health and Human Services Agancy Clifomia Depariment of Pubiic Health
'VACCINES FOR CHILDREN (VFC) PROGRAM

VFC PROVIDER ENROLLMENT AGREEMENT

* Requirements for participation in the VFC

manner intended to avoid fraud and sbuse. - -

Upon recuest,provide nformaton and docurmentaton felsid  he pchase of vt vacine susly (f applcabie o cincs P roaram are et b ( : D( : an d 0 utl ine d in
population) inchading purchase invoices. Be financially responsible for the replacement of any VEC provided vaccines doses that S

| receive far which | cannot account or that spoil or expire because of negligence. y « . . N 9
Frmu: s sninaricn dacepionorirepresntatio e by paron wth he kowdado hat th deception couk el th e P roaram’s P a rtl ci atl on A reeme nt

in some unautherized benefit to himself or some other person. It includes any act that constitutes fraud under applicable

federal or state law.

S ey — Providers must agree with set requirements

health insurance -
. VACCINES FOR CHILDREN [VFC) PROGRAM

tinieiuidini W01 cortication of Copatity to'tore and Manage Vaccines upon enrollment and on an annual basis
9. Comply with the M M

] 1, on behalf of myself and any and all practitioners associated with this medical office, group practice, t ereafter ecern |Cat|on

ment, andmay n Health Maintenance Organization (HMO), health department, community/migrant/rural clinic,

t0 purchase a ne hospital, or other entity of which I am the physician-in-chief, medical director or equivalent, agree to

able to maintainay comply with each of VFC's requirements listed below.
10. Participate in VFC| . e . .

tasssccitedw]  1..Comply with Vaccine Storage Equipment Requirements —_ Failure to meet recertification requirement

raquired follow-ug

practice {or argan| Providers must have appropriate equipment that can store vaccine and maintain proper conditions. M H ™o

paricoseinsuc]  Equipment must comply with VEC vartine storage colament requlrements Providers must have eads 10 suspension ot oraering priviieges
1. Should my siaf, separate refrigerator-only and freezer-only unitsfor storage of vaccines. Dormitory refrigeratorsare

alvrialren never allowed for vaccine storage. Vaccine storage units must be dedicated to the storage of vaccines . . . .

uidelines relsted

g Providers may be required to purchase a new refrigerator or freezer unitif equipmentis deemed °
12. Identify an on-site] et N ¢ able ¢ N et N

o inappropriate for vaccine storage or not able ta maintain appropriate temperature.

vaseines on my b 2. Designate an On-Site Vaccine Coordinator and Back-Up Vaccine Coardinator

members or repre] -

i) e one flly rgens - — — Ilnportant documents for the prowder of
b to performthe respon| ¢ . r Child

my practice/f O c Chile

. outlined in the Yacein , A

annual VEC Frogr - Participation Requirements At A Glance record
& This sgeement compliance with annu

filure to comply other clinic staff hand]

rollment and the personnelfile; Report . . bI I .
bspimyrned 3. Follow Etabished signing as responsible party to ensure clinic

o ofile, and
inic staff, include:

ram staff con tkey persannel

Practices must m key pr
changes to the VFC Program in a timely manner. Ke

have read and agreeto
s indivi

Setup refrigeratoran
To ageee o these
Previder af Rezard

inches away from wall Provider of Record (POR), respons: e the clinic’s overall compli

medical director. Must be s Bcensed Medical

with VFC Program

7 7 participates in the program according to
those requirements

Provider of Record Designee, an on-site staff member designated by the POR o act on his/her
behalf for VFC Program related matters when the POR is unavailable

Previder of Recard fignatu

storage units, on the ¢
that are not controlles

Varcine Coordinator, & designated, an-site, and fully trained staff member resp:

vaccine management sctivibes in the practice

the units. Place water
temperatures,

Backup Vaccine Coordinator, o desgnated, on-ste, and full trained staff member resp
4. Follow Established all Vaczine management activites in the practice when the vaccine Coordinatar 15 una

ces above and beyond their normal

tonail, a staff member
tions b patients and in t

Immunization Champion
duties to promete immun

Store VFC-supplied vai

be transferred only in Vaccine Ma Develap and maintsin & Vaccine Management Plan with pr e

vaccinesto another Vi l:‘prl-airl::vu":rr:wm:‘ t be easiy aceessible to staff and rea

approved by the VFC Updated! h

absolutely necessary Upidate the mansgement plan ot least snnually, when VFC Progrsm guidelines change, snd when

staff

Ibilities change. Staff with assigned vaccine management
v and whenever the plans are

ith vaccine management r
bl
iated

5 must review, Sign, and date the plans annu

Names of chinic staff with tempe: monitoring responsitilies must be documented on the
clinic’s Vaceine Mansgement Plan, Training Log poge.

f 3 practice develops their planis) using something Gther than the VFC-provided template!
planis) must include the same content snd alemants a5 the VFE template

California Department of Public Health, Immunization Branch




Key Areas of VFC Requirement
Changes
- Provider Enrollment & Recertification

- Quality Assurance and Accountability
- Vaccine Management

California Department of Public Health, Immunization Branch



Roles & Rules of Engagement.. Critical

for those In charge
| gR—

California Department of Public Health, Immunization Branch



Emphasis on the Provider of Record
and Responsibilities

Provider of Record —Medical Director or equivalent at the office who must

sign the enrollment forms and whose responsibilities include:

- Operate within all program requirements

- Account for VFC doses AND be accountable for vaccine loss
(negligence)

- ldentify, train, and evaluate skill for key staff with vaccine
management responsibilities

- Ensure use of appropriate vaccine storage and temperature
monitoring equipment

- Develop and implement vaccine management plans (routine and
emergency)

- Be present during compliance visits or designate staff to act on
his/her behalf on VFC Program related matters, such as signing the
visit acknowledgement form, when the POR is unavailabl

California Department of Public Health, Immunization Branch



Key Practice Staff Educational

Requirement

- Provider Education Goals are
designed to support providers in
meeting VFC requirements
outlined on the CDC Provider
Agreement.

- annual training must be provided on
key program areas to all to enrolled
providers annually

- Training completion must be tracked
- A condition for continued participation
- CA's approach: Utilize existing

VFC Program Requirements

Storing Vaccines

Monitoring Storage Unit
Temperatures (NEW)

Conducting a Vaccine
Inventory

2016 Refrigerator
Temperature Log (NEW)

2016 Freezer Temperature

x BN Y

training platform for training and

tracking completion of trainings

California Department of Public Health, Immunization Branch

Optional

4

Optional

v
v




New Temperature Monitoring Lesson
Required for key practice staff AND clinic staff
responsible for temperature monitoring

p
EZIZ Lesson: Monitoring Storage Unit Temperatures 78% of Vaccine Coordinators
share storage and handling
Welcome to Monitoring Storage Unit Temperatures activities with other clinic staff
"

40% 39§ 41.3

Page 2 of 29




Training and Supervision

California Department of Public Health, Immunization Branch

- Temperature monitoring Is

not a purely mechanical
exercise.

- Understanding the impact of

the activity is critical.

- Responsible staff must know

how to react effectively to
problems as soon as they
arise.

- Training not only is essential

to allow adequate time for
Initial training, but training
should be on-going, and

verified.




Temperature Monitoring

- ) Three Steps - Twice a Day: Temperatures
should be checked and recorded first thing in
the morning and before leaving at night.

Current Temperature: The
temperature that the refrigerator is
right now.

Min/Max: The coldest and warmest
the refrigerator has been since you
last reset the thermometer.

il o Reset: The button you push after
you have checked the Min/Max.

‘ LOW BATTERY
\ 7

Recognizing that monitoring a unit’s current temperature ONLY, and
not MIN or Max temperatures, is a critical gap in temperature
monitoring.

California Department of Public Health, Immunization Branch



Review the below temperature readings and select the correct answer.

| 1A Current temp and min/max are within range - no action
— o necessary
40°F C i ithi in/ f k i
s max urrent temp is within range, min/max out of range - take action
32°F 44°F P ¢ °
e oo T C. Current temp is within range, min/max out of range - no action
moO O @ necessary
® D. Current temp and min/max are out of range - take action
) ( | A. Current temp and min/max are within range - no action
= o necessary
34 °F
i Max B. Current temp is within range, min/max out of range - take action
38°F 40°F P Y 9
e 2 C. Current temp is within range, min/max out of range - no action
mQO O @ necessary
@ D. Current temp and min/max are out of range - take action
7 " | A. Current temp and min/max are within range - no action
= necessary
44 °F
min max B. Current temp is within range, min/max out of range - take action
44°F 48°F P 9 9
A C. Current temp is within range, min/max out of range - no action
mO O @ necessary
@ D. Current temp and min/max are out of range - take action

California Department of Public Health, Immunization Branch




CDC Vaccine Storage and Handling
Improvement Project

34°F
. . 28°F 40°F
- Survey Question: What is the - — =
MIN temperature on a MIN/MAX -
thermometer? Select one. -
The number of minutes the unit has stayed at the same temperature 4 (1%)
The temperature of the coldest spot in the unit 24 (3%)
The coldest temperature in the unit since the thermometer's 503 (72%)
memory was cleared or reset |
The minimum acceptable temperature for vaccine 157 (23%)
Don't know or Not sure 8(1%)

California Department of Public Health, Immunization Branch




Enhanced Temperature Monitoring and
Documentation

- Month/Ye (Days 1-15)
(G Refrigerator Temperature Log o estont
VFC PIN
(1] L2 (3] 4]

Racord Time and il a. Record CURRENT, MIN, and MAX temperatures.* Take action for ane of the

arm
your Initial triggered. b. Circle if TOO WARM or TOO COLD. Refer to ranges. three ranges.”

+ + + + + + + +

Incremental changes e | [ oL | roo | maxToo warm?

Example =
™[ %00 NN v 37.4 [€E1 5 39.2

54° & warmer a. Press MEMDFT‘CLEAR
o RESET by
53
. Mal

» Temperature readings 1
and frequency 2
» Guidance for actions if 3
temperatures are outside s
ranges s
» Documentation of i
actions taken 7

* Recording staff
member’s names

 Supervisory review of
logs

» Checking for triggered
alarms

* Online documentation of
actions taken

as- MIN & MAX OK.

a. Press MEMORY CLEAR/
43° RESET buttons.

a2 b. Make sure refrigerator door is
41= shut.

40° Done. =

39
EEY OK]
N

10

ToO MIN TOO COLD?

11

34.9° a. Press chm LEARY
RESET butt:

12

13

MyVFCvaccines. Lorg.
14

Sia|Gva|fea B3 |fea|Bvalbea|feafbea|faf5a)faf5a]5ialhia]bia

15

m Review log and sign when completed. Keep logs and excursion reports for 3 years.

| certify that temperaturss recorded on this log are comect. All temperatures that were TOO WARM or TOO COLD are cirdled and corective actio taken. |understand
tht falsifying logs will result in vaccines being unusable — patients may need to be revactinated and provider may v need 10 12 place vaccines.
Diate:
aff Mames with Initials:
CaliforniaVaccines for Children Program Questlons? Call 1-877-243-8832. MyVFCvaccines.org IMM-1125 Page 1{12/15)
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Documentation of Storage and Handling
Incidents

+ It a cold chain failure is _ Online Documentation and Reporting!
suspected (temperatures outside
the recom m_ended temperature Report excursions to MyVFCvaccines.org every time —
range), providers must: temperatures get TOO WARM or 00 COLD. ; e
. Store vaccine under correct The report will give you instructions to: | (

temperature storage conditions o

. . ” + Continue to use vaccines,
- Label the vaccine "DO NOT USE 2. heumwcdneso
SO the vaccine Is no_t ad.mmIStered Contact vaccine manufacturers for further quidance.
until a response indicating the
vaccine is acceptable for use has
been received

- Notify your clinic’s supervisor

- Report excursion into VFC’s
new Storage and Handling
Online Triage System
(SHOTS)

- Contact individual vaccine

manufacturers for a determination
of vaccine viability

California Department of Public Health, Immunization Branch



Improved use of Vaccine Storage

Equipment

2009: Stand
alone
refrigerators,
household
and purpose
built, limited
combo unit
use.

Mid 90’s:
Any
refrigerator.
2000’s: No
Dormitory-
style
refrigerators,
household
combo unit
use ok.

No
combo
refrigerators,
purpose
build units
standalone
units
optimal,
household
standalone
units ok.

California Department of Public Health, Immunization Branch
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Improved use of Vaccine Storage
Equipment

California Department of Public Health, Immunization Branch



Advance Temperature Monitoring
Equipment

Sticking Point: Temperature Control Vital to Vaccine
Viability

Use of continuous
recording devices

BY MICHAL CHOJNACKY ON JANUARY 21, 2016 HEALTH, PHYSICS, PUBLIC SAFETY

Use of high accuracy
thermometers

’/- Use of buffered

probes

Use of Min/Max
thermometers

Thermometer in
each compartment of
the refrigerator

California Department of Public Health, Immunization Branch



Accurate Temperature Monitoring

Equipment

- Thermometers are a critical
component in ensuring
vaccines are stored at the
Indicated temperatures.

- Accurate and reliable
thermometers- A worthwhile
Investment for any practice

- Inaccurate/inexpensive units
could cost practices thousands
of dollars due to inaccurate
readings

- Vaccine loss

- Patient recall

- Patient trust

California Department of Public Health, Immunization Branch

A 4

of Traceabili

Checklist for Thermometer Certificate
and Calibration

A Certificate of Traceability and Calibration Testing (also known as a Report of Calibration) must include key pieces of
information. Infermation required on the certificate depends on whether the laboratory performing calibration

testing is an accredited or nen-accredited laboratory.

Before sending your thermometer(s) for calibration, check with the calibration company to verify required

information will be included on your certificate.

Accredited Laboratory

(" Non-accredited Laboratory

If an accredited laboratory is performing
calibration testing, one of these logos will be on
the certificate of calibration:

A2LA L-A-B ACLASS
LABCIRATORY
CLIR

IAS PJLA
"

. | This logo may appear on the certificate.
574 It represents a group of accreditation
organizations such as the ones whose
logos appear above,

In addition, the following information must be
included on the certificate:

I:| Mame and address of laboratery conducting
the test

[ Mame of device (optional)

[] Model number (enables product identification)
[] Serial number (enables product identification)
[] Date of calibration (Repert or Issue Date)

[] Measurement results for the device

* Instrument pass or in tolerance testing result
» Documented uncertainty
[must be within I °F (£0.5°C)]

If a non-accredited laboratory is performing
calibration testing, the following informaticn
must be included on the certificate:

[ Statement that calibration testing conforms to
15O IEC 17025 standards

[] Mame and address of laboratory conducting
the test

[] Name of device {optional)

|:| Medel number (enables product identification)
[ Serial number (enables product identification)
[] Date of calibration {report or issue date)

[] Measurement results for the device

* Instrument pass or in tolerance testing result
« Documented uncertainty
[must be within +1°F {+0.5°C)]

\
R A eziz.org




Continuous Temperature Recording
Devices

- VFC is transitioning to the use of thermometers
that provide continuous recording of min/max
temperatures.

- Digital Data Loggers

- These types of thermometer are preferred because
they provide an indication of the length of time a
storage unit may have been operating outside
recommended temperature ranges.

- Data readings are downloaded
- Have varying levels of alarm notifications

- Are capable of storing thousands of temperature
readings

- Traditional min/max thermometer must be reset
regularly (after properly recording temperatures)
for useful readings.

California Department of Public Health, Immunization Branch



VFC Program Requirements:
Thermometers

All new VFC providers, practices that are open 2 days a week or less, and practices needing to
2016 replace their primary or back-up thermometer will be required to purchase and use data loggers

to monitor temperatures. Providers conducting mass vaccination clinics also must use data

loggers to monitor temperatures during vaccine transport and at the mass vaccination clinic.

*Beginning in 2017, all
VFC providers will be
required to use data

loggers.

California Department of Public Health, Immunization Branch



Unacceptable Thermometers

I

I O
Pl 2 ol A

Fluid- bl_metal househo'd Chart

filled mercur recorders
stem y difficult to

biosafe read
liquid failure to
change the
chart paper will
result in

have significant limitations in temperature monitoring bl
can be difficult to read and only indicate the temperature at temperature
the precise time they are read data
temperature fluctuations outside the recommended range

are not detected

California Department of Public Health, Immunization Branch



Purchase your unit ASAP

SHIRT
SHOES
SERVICE

.y

- Vaccines refrigerator/freezers without
temperature monitoring cannot store VFC
vaccine supply (or store ANY vaccines
really!)

- Vaccines in a storage unit without a VFC
compliant thermometer, or without
temperature monitoring will be deemed
non-usable

Thermometer

Vaccines

- Without documentation of the current,
minimum, and maximum temperatures it is
unclear what the highest and lowest
temperatures the vaccines were exposed
to.

Temperatures

Vaccines

California Department of Public Health, Immunization Branch




Temperatures Re-Created?

- 2016 Certification of Capacity to
Store and Manage Vaccines
Agreement, #7/:

- “The Vaccine Manager shall monitor and
record the temperatures (including
current, minimum and maximum
e =
O —
- ——

temperatures) in the refrigerator and
freezer twice each day...If temperatures
are not monitored and documented, or if
temperature logs are falsified, the
affected vaccines will be automatically
deemed non-viable and will be
considered a negligent vaccine loss.”

California Department of Public Health, Immunization Branch



Thermometer Calibration

- All thermometers (primary and back-up) must be - -
) Checklist for Thermometer Certificate
calibrated annually (or every other year when the W ot Traceability and Calibration
A Certificate of Traceability and Calibration Testing (also known as a Report of Calibration) must include key pieces of

manufacturer recommends calibration done in a period

that is longer than two years), and have a valid Certificate | =ea=sisteisiit, 70007 i T
of Traceability and Calibration Testing, also known as a  Aesredited Labarators Non-aceredited Laberatory
Certification of Calibration. calorton tsing one f thve iogor il bacn | | calbrationcing.th Glowing biormatn

the certificate of calibration: must be included on the certificate:

AlLA L-A-B ACLASS

LABCRATORY [] Statement that calibration testing conforms to
. . . . . . @! 18O IEC 17025 standards
- Avalid Certification of Calibration must be kept on file L e

1AS PJLA the test

according to recordkeeping requirements and be readily £ ] 7 Mmoo o e
available for review during VFC visits. | e s || 0 et

S It represents a group of accreditation
iﬂ: MRA organizations such as the ones whose
“A00 | logos appear above. [ Date of clibration {report or issue date)

[1 Serial number {enables product identification)

[[] Measurement results for the device
In addition, the following information must be

- Calibration should be conducted by an ILAC/MRA et oo
accredited laboratory.

the test
[] Name of device [optional)
] Model number {enables product identification)
[ Serial number (enables product identification)

- Thermometer no longer accurate within +/-1°F (+/-0.5°C) | |0 ow oo agoratcse oo

[T] Measurement results for the deviea

as indicated in calibration measurement results must be

* Documented uncertainty
[must be within +1°F (£0.5°C)]

replaced at the next calibration due date. N 4 =

IMM-1119 (12/13)
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ertificates of Calibration
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Site Visits

Enrolled providers agree to site visits from VFC Program
staff, including

1) scheduled compliance visits (CV)
2) unannounced storage and handling visits (USH); and
3) visits for educational and programmatic support

California Department of Public Health, Immunization Branch



Stewardship and Accountability

3.7 Billlon dollars worth of annual vaccine
purchase are supported by the VFC Program nationwide

Strong accountability and program

stewardship are essential to maintaining a strong VFC
program

Difference between free and no cost vaccines....

Vaccines are free to eligible patients, and provided at no cost to
providers. However, they are not free. They have been
purchased with federal dollars.

California Department of Public Health, Immunization Branch



THE WALL STREET JOURNAL

Home World US. Politics Economy Business Tech Markets Opinion Arts Life Real Estate

WORLD | ASIA | CHINA NEWS

China’s Vaccine Scandal Reveals System’s Flaws

Weak points include close links between vendors and government clinics

“Lance Rodewald, an immunization expert
at the WHQO’s China office, said the
broader risk was that parents might “lose
confidence in vaccines and decline routine
vaccination of their children as a result of
this incident.”

“The authority said the vaccines in
Shanghai are safe, but how do | know that
the vaccines are refrigerated during the

| | transport;” he said, holding a green booklet
SHANGHAI—A scandal over improperly handled vaccines is exposing weaknesses in how . . . , .
vaccines are distributed across China, including close links between vendors and I n Wh I Ch h IS d a u g h te r S Va CCI n eS SO fa r
overnment clinics. « .
; S were recorded. “The credibility of the
After years of government efforts to build up China’s immunization program, the ] ”
unfolding scandal has undermined many Chinese parents’ trust in vaccines’ safety and g overnme nt IS at Sta ke .

the government’s oversight.

March 25, 2016 7:44 am. ET ® 32 COMMENTS

Li Ling, a Shanghai mother who took her 2-month-old son to a government clinic in her
neighborhood one morning this week, opted to pay 500 yuan ($77) for a shot of an

imported vaccine even though she could get the domestic equivalent free.

California Department of Public Health, Immunization Branch



Stewardship and Accountability

- Scenario....

- If you were running your own
startup business...would you be
OK with...

- A $10,000 perishable shipment
received and tucked under a
desk?

- Left a $5,000 purchase delivered
by UPS outside your door
unattended for days?

- Discovered $1,000 unaccounted
each month you balanced your
bank account?

SYOUR BAKERY

California Department of Public Health, Immunization Branch



Vaccine Restitution

Dose by Dose replacement

- Providers must agree to replace vaccine on a dose-for-
dose basis that is purchased with federal funds and
deemed non-viable due to provider negligence or misuse.

- Once a provider meets the Program’s criterion for
restitution, lost doses must be replaced with doses
purchased at private pricing

Example: MMR ($20.11 vs. $62.79 at the private price)

California Department of Public Health, Immunization Branch



VACCINE MANAGEMENT




Proper Vaccine Storage and
Handling...

- Vaccines are one of the most valuable

resources in protecting the public’s health. = 5&%

- Is key in ensuring vaccinated individuals |
are protected against vaccine preventable
diseases.

- Itis iIndeed a shared responsibility, from
manufacturers to vaccinators, in ensuring =
everyone receiving a vaccine dose,
receives a dose that has been handled and

stored appropriately!

California Department of Public Health, Immunization Branch
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Importance of Temperature Monitoring

- Vaccines are sensitive biological products that may become
less effective, or even destroyed, when exposed to
temperatures outside the recommended range.

- An immediate loss of potency of cold-sensitive vaccines may
occur following freezing.

- For vaccines exposed to temperatures above the
recommended temperature range, there is some loss of
potency with each episode of exposure.

- Repetitive exposure to heat episodes could result in a
cumulative loss of potency that is not reversible.

- Once vaccine potency is lost, it cannot be regained.

California Department of Public Health, Immunization Branch
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Immunization, Vaccines and Biologicals

Effective Vaccine Management (EVM) Initiative

Setting a standard for the vaccine supply chain

With the rising cost of vaccines and the greater
storage capacity now required at every level of
the cold chain, countries must maintain lower
stock levels, reduce wastage, accurately
forecast vaccine requirements, and prevent
equipment break-downs. This reguires a
consistently high standard of supply chain
management, which can only be achieved if all
the links in the supply chain comply with current
standards for storage and distribution.

The Effective Vaccine Management (EVM) initiative provides materials and tools
needed to monitor and assess vaccine supply chains and help countries to improve
their supply chain performance. Follow the links in the right-hand menu to access
EVM-related documents, and follow the links below to access the EVM e-learning
website and the EVM assessment website (restricted access).

California Department of Public Health, Immunization Branch

A world-
wide
Issue...

“Despite the success of routine
immunization programs,
national vaccine supply chains
are now strained to effectively
manage the surge of new
vaccine introductions, adapt to
the needs of new delivery
strategies, or benefit from new
technological advances in cold
chain equipment to increase
their efficiency and
effectiveness.”




Different Challenges

Buildings, cold chain equipment and transport systems enable the
vaccine

and consumables supply chain to function well.

Segtemoer 2010, E%=0e \E0Ch2 ).'3'\3;9‘»3’?. Z:E‘f’..:
WHO Tralnihg
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REACHING CHILDREN EVERYWHERE |
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A vaccinator crosses flood areas in the Kosi river t
India, to reach communities to be vaccinated .

: 2 3 - ' .-‘ ‘ _‘. N
Health staff in Bangladesh transport vaccine carriers on a bike
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The" to EVM arethe nine criteria

Information
System &
supportive

- \Managemen

Distribution Capacity

Stock
Management

| ‘

.« Maintenance
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Principles of Vaccine Management are
Universal

2.4 PRINCIPLES OF SAFE VACCINE STORAGE MANAGEMENT

Immunisation service providers must:

x
e

% Australian Government
Department of Health and Ageing

AUSTRALIA PROGEAM

A joint Australian, State and
Territory Government intiative

@3 T‘ =

Store vaccines in a purpose-built vaccine refrigerator (see Section 5). National Vaccine Storage Guidelines

Nominate a staff member to be responsible for vaccine
management, and a back-up staff member to take responsibility in
their absence.

Ensure policies, procedures and protocols are in place for vaccine
management in each facility (see Appendix 1).

Ensure all people involved in vaccine transport, storage and
administration are trained in vaccine management to ensure the
vaccines remain effective and potent.

Perform vaccine storage self-audits at least 12 monthly
(see Appendix 2).

Perform temperature monitoring of vaccine refrigerators twice daily
(see Section 6).

Ensure plans are in place for responses to cold chain breaches and
power failures in each facility (see Section 8).

Report temperatures outside the +2°C to +8°C range to your state
or territory health department. Do not use or discard vaccine until
advice is given (see Appendix 3).

Follow the guidelines for using ice packs/gel packs and monitoring
vaccines in coolers and cold boxes (see Section 9).

California Department of Public Health, Immunization Branch

Strive for 5

Quick Reference Guide

STOP

DO NOT OPEN DOOR UNTILYOU
KNOW WHICH VACCINES YOU NEED
AND WHERE THEY ARE LOCATED.

Vaccines must be stored between +2°C and +8°C
to guarantee their potency.

Read and record the refrigerator temperature twice daily.

Report to nominated vaccine manager if refrigerator
temperature has been outside the +2°C to +8°C range.

DO NOT USE OR DISCARD VACCINES unless advised to
do so by your state/territory health department.

Person responsible for vaccine manag

Backup person for vaccine managemeant isz,




You are important!

By maintaining optimal temperatures
while transporting, storing and handling
vaccines you:

» Ensure the best quality vaccine for
your clients

» Assist in preventing vaccine
wastage

Y

@ Cold Chain

N

“Cold chain” refers to the process used to maintain
optimal temperature conditions during the transport,
storage and handling of vaccines, starting at the
manufacturer and ending with the administration of the
vaccine to the client.

The recommended temperature for vaccine
storage and handling is, at all times, at

+2°Cto +8°C.

Maintaining a temperature of +5°C provides a
safety margin for temperature fluctuations.

)

NIVHD 10D

&

duration of exposure.

774 Cold Chain Break

" Vaccines may be inactivated by exposure to excess
light, heat or freezing, depending on the nature
of the product, the temperature reached and the

Damage from successive exposures to
temperatures outside of +2°C to +8°C is

CUMULATIVE.

Any loss of vaccine potency is PERMANENT and
irreversible which would result in lower levels
of protection against disease!

J
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WHO Vaccine Management Handbook

Module VMH-E2-01.1

Table 1. Vaccine sensitivity to heat

Heat sensltivity
Most-sensitive
group

Least-sensitive
group

Vacclne
Oral pollovirus
Varicella-zoster virus

Tahle 2. Vaccine sensltivity to freezing

Influenza [Inactivated, split]

Inactivated pollovirus
Japanese encephalitis [live)
Measles, mumps, rubella

Cholera [Inactivated]

OTaP

DTwP

OTaP-hepatitls B-HIb-IPV [hexavalent]
OTwP-hepatltls B-HIib [pentavalent]
Hib [liquid]

Measles

Rotavirus [ligquid and freeze dried)]
Rubella

Yellow fever

Baclllus Calmette-Guérin

Human paplllomavirus

Japanese encephalltls [Inactivated]
TT1.OT. Td

All these
vaccines arg
damaged by

freezing

Vaccine

OTaP

OTaP-hepatitls B-HIb-1PV [hexavalent]
OTwP

OTwP-hepatltls B-Hib [pentavalent)
Hepatltis A

Hepatltls B

Hurman paplllomavirus

Meningltls C [polysaccharide-proteln
conjugate)

Preumococcal [polysaccharlde-proteln
conjugate)

TT, OT, Td

Cholera [Inactivated)
Influenza [Inactivated, split]
Hib [ligquid]

Inactivated pollovirus
Typhold polysaccharide

Hepatitls &
Hepatltls B

Hib [freeze dried)
Meningitis A [polysaccharide-protein
conjugate)

Meningltls C [polysaccharide-protein
conjugate]

Pneumococcal [polysaccharlide-proteln
conjugate]

Rables

Typhold polysaccharlde

These vacclines
are not damaged
by freezing

Meningltls A [polysaccharide-proteln
conjugate]*

Rotavirus [liquld and freeze dried)
Yellow fever

Baclllus Calmette-Guérin

Hib [freeze dried)

Japanese encephalitls [live and
Inactivated)

Measles

Measles, mumps, rubella

Oral pollovirus

Rables

Rubella

Varicella-zoster virus
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2010 OIG Report

Are Doctors Improperly Storing Vaccines?

| B
A
1

ALERT

eb_C\l WS

Lom

Vaccines Stored Improperly: Warning for Parents AUTO START: ON OFF

@ "._ ”/_, I/’ ij';_j’z' By KIM CAROLLO
U 153,3332, June 6, 2012

- h
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Htfd. Healthcare docs may have administered
improperly stored vaccines

RELATED CONTENT

CMG-Grove Hill merger
aims to preserve
independent-doctor model

Connecticut Children's gets
extra $10M from state to
shore up finances

Big money pushes urgent
care competition,
consolidation

ProHealth forms ACO with
United Healthcare

Regulators grant initial OK
to Waterbury Hospital
acquisition

Jacobs introduces national
model to maximize victim
survival

Hartford Healthcare Medical Group said that more than
5,000 doses of vaceines it administered since last year may
not have been stored under the proper temperature.

The medical group said patients who received the shots are
not at risk of harm, but it believes the temperatures may have
reduced the effectiveness of the vaccines, which were mainly
for influenza, pneumonia and tetanus/pertussis.

The 5,003 shots were given to 3,833 patients at locations in
Enfield, West Hartford, Storrs and Unionville.

The medical group is reaching out to affected patients and
recommending they be revaccinated at no charge.

Those with questions can call 877-707-4442 or visit this
website.
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Recent Headlines-2015

Bad Refrigerator Sparks Palo Alto Medical Foundation to Issue |

Vaccination Warning

By Terry McSweeney

VACCINE WARN

#

W .
JESSICA AGUIRRE

Ii JESSAGUIRRENBC

The Palo Alto Medical Foundation is warning parents that their children may
vaccinations. Terry McSweeney reports. (Published Tuesday, May 12, 2015)

The Palo Alto Medical Foundation is warning parents that their
to repeat their vaccinations.

A bad refrigerator inside the foundation's Los Gatos office had
vaccines a couple degrees too cold, possibly ruining the vaccin

California Department of Public Health,

Bad refrigerator at Stanford Children's
Health medical office means 1,551 kids
need re-vaccination

By Tracy Seipel

SAN MATEO -- More than 1,500 pediatric patients will have to repeat their vaccinations
after a faulty refrigerator compromised 10 different vaccines stored at a medical office

affiliated with Stanford Children's Health, officials said Friday.

Dr. Mark Showen, the lead physician who oversees five other pediatricians at the Peninsula
Pediatric Medical Group in San Mateo, said the safest thing to do is to offer new
vaccinations -- including shots every four weeks for some -- to evervbody who could possibly

be affected, from babies to 18 year olds.

He said letters are being mailed Saturday to the patients' families to help them arrange an
appointment, and if a patient or their family has not responded by a certain date, they will

be re-contacted.



Key Elements in Storage and
Handling

Written Routine
and Emergency
Vaccine
Management Plans

Appropriate
vaccine storage
units

Accurate
temperature
monitoring
equipment

Proper temperaturefiisl ==
monitoring AND g :
documentation

California Department of Public Health, Immunization Branch



Skilled and Properly Trained Staff

- Designate a primary and a back-
up vaccine coordinator (VC) to
oversee storage and handling
activities within the clinic
A description of the vaccine
coordinator’s role is included in this
job aid
BOTH VCs must be equally trained

The clinics’ provider of record, or
member of management should
be directly involved in overseeing
vaccine management activities in
the clinic
Financial implications of vaccine
replacement cost AND clinical

implications of mishandling of
vaccines

The Role of theVaccine Coordinator

Vaccines are expensive and sensitive to temperature. Careful vaccine
management is essential to protecting your vaccine supply.

VFC requires providers to designate a fully trained Vaccine Coordinator

. M : Vaxcne
and a Backup Vaccine Coordinator to implement routine and emergency  reparason
vaccine management plans.Their names and contact information must be "™
reported to theVFC Program through My¥VFCVaccines.org. In many
practices, the Vaceine Coordinator is a medical assistant. In other
practices, the Vaccine Coordinator is an LVIN, RN, office manager. or
other staff person.

Responsibilities of the Yaccine Coordinator

TheVaccine Ceerdinater’s respensibilities vary depending on the amount of vaccine the practice gives
and practice protocols. In some practices, the Vaccine Coordinator is responsible for all vaccine
management activities, including training other (especially new) staff. In other practices, a different person
may have one or more vaccing management responsibilities, such as ordering vaccines. Below is a list of
essential responsibilities.

Receiving vaccines
Be present when vaccine is delivered and immediately process it into inventory.
Ensure that acceptable temperature ranges have been maintained.

Storing vaccines
Rotate the vaccine inventery so that vaccines with sherter expiration dates are used first.
Ensure that there are no expired vaccines in the refrigerator or freezer
KeepVFC vaccine separate from private vaccine stock.
Perform routine cleaning on vaceine storage units.

Meonitoring vaccine temperatures
Use a certified calibrated thermometer to review refrigerator and freezer temperatures.
Record minimum, current,and maximum temperatures on a VFC-supplied log twice a day.
Take immediate action if temperatures are ocutside acceptable ranges.
Implement the emergency vaccine management plan, if necessary.
Review vaccine temperature logs weekly.
Retain temperature logs for three years.

Ordering vaccines
Perform a physical inventery of all vaceines in stock.
Account for doses of returned or transferred vaccines since the last order.
Complete and submit the VFC vaccine erder at MyVFCVaceines.org.

California Department of Public Health, Immunization Branch



Skilled and Properly Trained Staff

Incorporate training as
part of new employee
orientation

Schedule refresher
trainings annually

Complete trainings during
VFC Recertification

Incorporate checks, such

as demonstration skills to
ensure proper procedures
are followed

training

California Department of Public Health, Immunization Branch



Written Vaccine Management Plans

All facilities storing and
administering vaccines
should have them
- For VFC Program participants,
these plans are a requirement
for participation in the VFC
Program
- Routine Plan — include all
aspects of vaccine
management, from ordering,
storage conditions to
temperature monitoring.

- Emergency Plan- Outline
steps and key contacts Iin
case of an emergency, such
as a planed or unplanned
power loss.

California Department of Public Health, Immunization Branch
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The California VFC Program reguires each practice to maintaina vaccine management plan for routine and emergency
situations. This template includes space for information about the practice such as guidelines, protocols, contact
information, and staff training. VFC Representatives may ask to review it during routine and drop-in site visits.

Review and update your plan at least once a year, and also when VFC Program requirements change and when staff

with vaccine
signature log whenever your plan is rev

STAFF ROLES & CONTACT INFORMA |

Office/Practice Name

Address

Name

Provider of Record
Designee
‘accine Coordinator

Backup Vaccine
Coordinator
Immunization
Champion (optional}

Receives vaccnes

Stores vacines

Handles shipping
issues

USEFUL EMERGENCY NUMBERS

Thermometers & Data Loggers

O Ensurz each storage unithas s VECcompliznt
tharmometer accurate within +/-1.0°F [+/-

O Ensura each themometer has 2 currentand valid
Certificata of Calibration (slso known 25 a Report of
Calibration)

O Foreachthermomater, place 2 probs immersed in
bufferad madia in the center of the storage unit in
close proximity to the vaccine.

O Ensure each thermameter has 2 digital display of
CURRENT, MIN, 2nd MAX temperatures.

O Maintzin on handaminimumofone backup
thermometer meeting VFC Program requirements
for us2 when primarythermometars fzil or zre being
recalibrated.

O NEVER plzce probesin the storsge units doors, naar
or agsinst unit’swalls, undernesth sir vents, oron
the unit floor.

O Replace thermometer batteries every six months

Annual Thermometer Calibration

O Calibrate primzry and backup thermometers
“ annually [or every other year if the manufactursrs
recommendation is for a longer period).
VFCField Re -
P O Ensure thermameter calibratianis doneby a
WVFC Customer Service Center Izboratory with accreditation from an ILAC/MRA
signatory body.
Utility Compan
Y pany O Ensurevalid certificstes notissued by 2n sccradited
Building Maintanance Izb includs: dataoftesting thermomeatar
model/serizl number, mezsurement results,
Building Alzrm Company uncertzinties, pass/fzil statements, and statement
. that testing meets |50 17025 Standard. [Referto
Refrigerztor/Freezar Alarm Company N . e N l, o
Refrigeratoar/Freszer Repair
O File Certificztes of Calibrationin 2 readily sccessible

Point of Contactfor Vaccine Transport

sres, kasp tham forthres yaars, and presentthemto
COPH st=ff for review upon request.
O Replace tharm:lma(ar;whan no langer accurate

within .0°F [+/-0.5°C) based oncalibration
results.

Safeguarding Vacdines, Handling and Reporting Out-of-
Range Temperatures

m]

When 2n out-of-range tempe mture is identified, take
immedizte action to assess the situztionand to prevent
vaccine spoilage.

Cantact the VFC Program torepartthe incdent 2nd to
file storage 2nd handling incident report.

ine considered spoiled with "DO NOT USE”

Ensure that the practice has an Emargancy Vaccine
Mznagement Plan tofollowin case of power outzge,
appliance malfunction, westher conditions, or human
error that may sffect vaccine viability.

When necessary to transport v 2to another storage
unit orto = predetermined sit, ensure thatthe practics
=lweaysfollows VFC Program guidelines.

Document actions teken an my VFCVacdnes.ars.

Temperature Moritoring and Documentation

o

o

Post VFC-supplied temperature logs an the starage unit
daar ar nearby in an accessible location.

Read 2nd record rafrigeratorand freezertamperaturas
twice 3 day, when tha clinicopans and befare itcloses
Read and record CURRENT, MIN, 2nd MAX
refrigerator & freezertemperatures twice each day.

.

.

Record =.m. temperatures before opening storsge
units.

.

Record p.m.temperatures st theendof theday
2llowing time for comective actions in the avent of aut-of-
range unittemparztures.

.

Reset MIN and MAX zfter each reading by pressing
the memary clearbutton (inmost tharmometars).

Ensure that the person documenting the storage unit
tempersturs initizls the tempersture log.

Document te mparztures on

F T even ifthe prac
continuously recording/ graphing thermomeatar, dats
logger, or remote manitoring system.

After completionof the tempersture log, a supenvisor
needs to review andsign the log acknowiedzging that
temperstures recorded are correct and that anyout of
range temperatures have been properly addressed.

Mazintzin completed temperature |ngsfor three years
2nd make them availzble to VFC Represantatives upan
request for review.




Written Routine and Emergency
Vaccine Management Plans

- Plans help ensure staff
training and quality

assurance | ‘ “E NDR'LL

- All staff managing vaccines 18 JACOBS o1 Jorng
must be familiar with the e il
clinic’s location and plan
contents

- Plans must be reviewed and
updated annually, or whenever

personnel or other changes are
made to the plans

- Review must be documented in
the plans
- Treat plans as fire drills-Not
only have reviewed the
plans, but have exercised
them.

California Department of Public Health, Immunization Branch



Vaccine Transport: WHO Guidance

- Train staff in correct use of icepacks
and/or cool water packs
» To avoid freezing, frozen icepacks
must be correctly ‘conditioned’

«  Cool water packs cannot freeze
vaccine.

»  Cool water packs are preferred

provided their use has been validated
by a temperature monitoring study

- Train staff to pack cold boxes
correctly

Cold boxes must be packed as shown
in the manufacturer's instructions

California Department of Public Health, Immunization Branch



Temperatures inside vaccine vials placed in the centre of a vaccine carrier packed with four types of water-packs

S0
40
3
@ 30
E /
']:i ED SAFE Z0ME FOR COOL AMDO WaARM WATER—PACKES /
= 1D‘_\
RECOMKMERWDED STORAGE ZOME
Lf \t‘ﬁ- —
07 e —
-10 | | | | | | | | |
O o 10 15 20 25 30 a5 40 H5

Time [hours]

Passive container with frozen ice-packs [tested at +43°C ambient]
Passive container with conditioned ice-packs [tested at +43°C ambient]
Passive container with cool water-packs [tested at +43°C ambient]

Passive container with warm water-packs [tested at -20°C ambient]

Source: lllustrative data from PATH laboratory tests using a WHO prequalified vaccine carrier [2014].



Transporting serated Vaccine

Vaccine

*  This procedure will keep all vaccines except varicella and MMRV within the recommended temperature range for up to 12
hours during transport and/or storage outside the primary storage unit (e.g.in the building, inside a car. etc.). If the storage

cooler is exposed to temperatures as low as -4°F (e.g. inside a car trunk), this procedure will safeguard vaccines for up to | =
hour.
*  If the vaccine will be stored in refrigerators after transport, be sure those refrigerators have maintained temperatures r al l : ; O r -
between 35°F and 46°F for at least 3 to 5 days.
G . d

Assemble packing supplies and documents

1. Cooler. Use a hard-sided cooler.

Attach a “Vaccines: Do Not Freeze” label to the cooler.

1. “Conditioned” cold packs. Condition frozen gel packs by leaving
them at room temperature for | to 2 hours until the edges have defrosted
and packs look like they've been “sweating” Cold packs that are not condi-
tioned can freeze vaccine. DO not use dry ice.

3. Tnermometer, Prepare a VFC-compliant thermometer by placing it in
the refrigerator at least 2 hours before you pack the vaccine. If you nor-
mally use 2 continuous-read monitoring system, you will need a portable
thermometer for vaccine transport.

VACCINES for CHILDREN
CALITORNIA

Date: v

Instructions: Complete this log when transporting vaccines to an alternate or back-up refrigerator.

4. Packing material. Use two 2-inch layers of bubble wrap.
Not using enough bubble wrap can cause the vaccine to freeze.

Provider Name: PIN:

5. Transport Log. Complete a Refrigerated Vaccine Transport Log (IMM- Transferred to: PIN:
1132) to document the duration and temperature monitoring information.

m Vaccine transferred due to: [0 Poweroutage O Excesssupply O Short dated O Unit malfunction O Building e  OOther
Pack vaccine and prepare for transport

1. Cold packs T 4, Bubble wrap Vaccine Lot Number NumberofDoses | Expiration Date Vaccine previously transported? Comments
(Yes/No)
Spread conditioned cold packs o V Completely cover the vaccine with -
to cover only half of the bot- i 0% : another 2-inch layer of bubble
tom of the cooler. c= ;Ej | wrap.
=4 |
2. Bubble wrap el
& Thermometer 5. Cold packs
Completely cover the cold - T <
Spread ditioned” cold packs t
packs with a 2-inch layer of el bl

cover only half of the bubble wrap.
Make sure that the cold packs do
not touch the boxes of vaccine.

bubble wrap.
Then, place the thermometer/

probe on top of the bubble Temperature of vaccine in refrigerator prior to transfer: cF Time:
wrap directly above a cold pack. Temperature of vaccine in cooler before departure: crF Time:
3. Vaccine 6. Form & d“phy Temperature of vaccine in coaler upon arrival: CIF Time:
P of back-up 3 Time:

Fill the cooler to the top with bub-
ble wrap. Place the thermometer’s
digital display and the Refrigerated

Stack layers of vaccine boxes on
the bubble wrap. Do not let the
boxes of vaccine touch the cold

Contact the VFC Program (877-243-8832) if temperatures dur Total Transport time: Min/Hr
recommended ranges.
Mw-1132 8/14)

packs. Vaccine Transport Log on top. It's
okay if temperatures go above 46°F
while packing.

Unpack vaccine

When you reach the destination site, record the temperature in the ler on the Tr port Log

before removing the vaccine. If it is:

+ Between 35°F and 46°F (2°C and 8°C), unpack the vaccine and put it in the refrigerator.

* Below 35°F (2°C) or above 46°F (8°C), call your VFC Representative or the VFC Program immediately at 877-243-8832.
Then label the vaccine “Do Not Use™ and place it in the refrigerator.

www.eziz.org

Calfornia Department of Public Heath, Immrunization Seanch IMM-583 (3/14)
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Survey Question: Dry ice can be used to transport vaccines between
two clinics as long as a calibrated thermometer is used to monitor
temperature during the transport.

True
False
Don’t Know

Response Total

(n=1,087)

True 427 (39%)
False 504 (46%)
Don't know or Mot sure 156 (14%:)

California Department of Public Health, Immunization Branch



T ' Vaccine

Guidelines for emergency vaccine transport and short-term storage

Routne transport of vaccine stored in the freezer (MMR, MMRY, Assemble packing supplies and documents
waricella, Zoster) is not allowed. These vaccines should only be Most emergencies happen suddenly. Be sure you are prepared for

moved when absolutely necessary. emergency transpert of frozen vaccine by always having the following |
. . . supplies ready.
* If vaccines must be transported to an off-site day clinic, .
transport only what is neaded for that clinic day. 1. Cooler. Use a hard-sided cooler. u

. 21.Frozen cold packs. Keep enough frozen cold packs in your
If vaccines must be transported. contact your VFC Program vaccine freezer to make two layers in the transport cooler. You

Representative or the VFC Program. will need 6-8 frozen packs per coalar. MEVER USE DRY ICE.

[}
Have an Emergency Vaccine Management Plan that includes the 3. Thermometer. Use a VFC-compliant thermometer. If you
name and address of your back-up site. normally use a continuous-read monitoring system, you will need a
portable thermometer for vaccine transport.
= Waricella-containing vaccines should be transported under

L - i - 4.Packing materials. Use any material like bubble wrap to place
frozen conditions. Do not freeze diluant for varicella-containing on top of the frozen cold packs to prevent contents from shifting.
vaccines. Make sure you DO MOT place bubble wrap between the vaccine

and frozen packs.

Complete a Frozen Yaccine Transport Log (IMM-1116) to

document the duration and temperature monitoring information. 5.Frozen Yaccine Transport Log. You must document the
total timeframe and temperatures vaccines were exposed to
during transport to and from the back-up facility. Put a copy of the pate v
log in each cooler that might be used to transport frozen vaccine.

VACCINES for CHILDREN
CALITORNIA

Instructions: Complete this log when transporting vaccines to an alternate or back-up refrigerator.
&, Transporting Frozen Vaccine job aid. Put one copy in each

cooler that might be used to transport frozen vaccine. Provider Name: PIN:
Pack vaccines and prepare for transport Transferred to: pIN:
Prepare for transport Vaccine transferred due to: [ Poweroutage O Excesssupply ~ Oshortdated O Unitmalfunction O Building maintenance 0 Other
= Werify that the destination site has enough room for your vaccine and that somecne will be there when the vaccine arrives.
= Werify that you have all the packing supplies on the above list.
* Complete the Frozen Vaccine Transport Log Vaccine Lot Number NumberofDoses | Expiration Date | Vaccine previously ransported? Comments
- (Yes/Noj
Pack vaccines
ﬁ“" R g Spread a layer of frozen ice packs ‘| Spread another layer of frozen ice
% =.-i LA to cover the bottom of the cooler. packs to cover the vaccine.
g"" ? Do not use dry ice.
l?e 54 ¥ ice.
A A
P .'é; & ‘)iﬁ
w2l ey 1) . )
W '_“-S-P Stack layers of vaccine boxes A 'm‘ Fill the cooler to the top with
o [ b L q directly on top of the frozen insulation material (bubble wraph.
Pack i
acCk vaccines
- Temperature of vaccine in cooler before departure: 3 Time:
- -~ - H Temperature of vaccine In coaler upon arrival: 3 Time:
Spread a layer of frozen ice packs
P of back-up F Time:

to cover the bottom of the cooler.
Do not use dry ice.

Contact the VFC Program (877-243-8832) if temperatures duripg transport exceed
recommended ranges.

Total Transport time: Min/Hr

MI-1132 (8/14)

Calffornia Diepartrent of Public Heaith, Immmunizztion Beandh M1 130 (37 14)
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Appropriate Vaccine Storage Units

- Vaccine storage units must

. . I Office Si Required Equi t
be reliable, maintaining e e
adequate temperatures at ngjgmh Volume Pharmacy-grade or biologic-grade refrigerator-only units
a” timeS tO prOteCt Vaccine dnlsres,-"'y'ear and stand-alone freezer units
Supply ;Iignhffg%?(f Refrigerator-only (11 cubic feet minimum) and stand-
- The VFC Program has drclses.-"'y'e.;r alone freezer units
specific vaccine storage .
) . Medium Volume
equment reqUIFGmentS for 500-2,000 Refrigerator-only (11 cubic feet minimum) and stand-
participating providers, this doses/year g;refreezer units
includes types of units Low Volume Pharmacy-grade or biologic-grade under the counter
allowed, and specifications for ;ESSthaFEDO units.
those units eIyt

California Department of Public Health, Immunization Branch



VACCINES:
HANDLED WITH CARE

Vaccine Storage

: < NN
-,/2\ s =

@ i& Arriving at the final destination — Liiiceie
The moment a shipment reaches its destination, a vaccine arrival report is
H@r completed to ensure that the type of vaccine, batch numbers, shipping

\ boxes, vial size, quantity and expiration date all correspond to shipping
papers. Temperature monitors and vaccine boxes are examined to ensure
J,» that the cold chain has been maintained. All documents are checked for
compliance with shipping instructions and to ensure that relevant
certificates and test protocols are included. Once this has been done, the
vaccine arrival report is signed, and the recipient government assumes
responsibility to maintain the vaccine in good condition.
Storing the precious cargo I
When the vaccines arrive at the national cold storage facility, details of their]
type, the number of doses, batch number and expiration date are recorded |
again. The vaccines are regularly checked while in storage and when they |
leave for distribution. [
|
Newly arrived shipments are immediately stored in giant walk-in freezers orl
refrigerators where temperatures are monitored and recorded several timesl
a day. Since different vaccines require different storage conditions, staff 1
must ensure the optimal storage conditions for each vaccine. That means |
that exactly the right temperature range is maintained continuously, from |
manufacture until the moment of use. |

California Department of Public Health, Immunization Branch



Appropriate Vaccine Storage Units

- Store refrigerated
vaccines in a stand-
alone refrigerator

Refrigerated Vaccine

Too Cold! Within Range Too Warm!

Take Action! Take Action!
§ 25°F 30°F 35°F ‘ 46°F 50°F &

40°F

Store frozen vaccines
In a stand-alone
freezer

- Below +5 °F(-15 °C)

Frozen Vaccine

Within Range Too Warm!

Take Action! !
50°F -45°F -40°F -35°F 10°F  15°F

58°F 5°F

Too Cold!
Take Action!

0°F 65°F -60°F

California Department of Public Health, Immunization Branch



Appropriate Vaccine Storage Units:
Refrigerator-only units

Acceptable Units

Grade/Type Comments Rating

ifi ! i i [ i - - 2 = a.- zeez-
Pharmaceutical grade/ Specifically engineered to maintain consistent ’ - kRR‘ . Re = (W=

™y
purpose-built units temperatures th roug!mut the unit. Purpose-built crl Best
(stand-alone) pharmacy-grade refrigerators can be compact, making ——T"T"|
them ideal for small offices. —

Specifically engineered to maintain consistent
Pharmaceutical grade/ temperatures throughout the unit. These units have
purpose-built units more than one compressor allowing for better and Best

(combination) separate temperature control of the refrigerator and ﬁ
||
=
|
_J--ﬂ"'f:___,,-"

freezer compartments.

Usually intended to store food and beverages and are
Commercial units* often larger and more powerful than household units. e ———
(stand-alone) These units are not specifically designed to store Good e

biological materials, but may be acceptable under
certain conditions.

=)
e
Usually smaller than commercial units and are intended
for use in small offices and in homes, typically for food [ ]
Household* ; : \ ! .
storage. Like commercial units, they are not designed oK )

to store biological materials, but may be acceptable
under certain conditions.

(stand-alone)

*These units may require additional water bottles (refrigerator) or frozen cold packs
(freezer) to maintain stable temperatures. Consult your VFC Representative for
guidance.

California Department of Public Health, Immunization Branch



Unacceptable Vaccine Storage Units

Unacceptable Storage Units

These do not meset VFC specifications and may not be used to store vaccines.

These units have a refrigerator and a freezer with separate
exterior doors. These units have one compressor with poor
Household temperature control. They may pose a risk to refrigerated
vaccines because cold air from the freezer is vented into the
combination units refrigerator and can freeze vaccines. The freezer portions of

many combination units are not capable of maintaining the
correct temperature for frozen vaccines.

Dormitory-style and bar-style These units pose a significant risk of freezing even when used
combined refrigerator/freezers for temporary storage.

These models have an exposed vertical cooling plate at the back
of the refrigerator. They have significant temperature variation
and risk freezing vaccines.

Manual defrost
(cyclic defrost) units

These units have an internal switch that converts an "all-
refrigerator unit™ to an "all freezer” unit.

Convertible refrigerator-only units

California Department of Public Health, Immunization Branch



Unit Specifications

& Refrigerator Specifications
Refrigerators must:

+ Maintain consistent temperatures between 35.00F and 46.09F (2.0°C and 8.00C);
+ Be a stand-alone unit;

» Have 3 capacity of 11 cubic feet or arger, unless it is a pharmacy-grade or
biologic-grade under-the-counter unit (applicable for low-volume praviders only);

+ Have enough space to store all the practice’s refrigerated vaccine inventory
throughout the year, including during flu and back-to-school seasons.

+ Have enough space to store water bottles to stabilize temperatures:
» Defrost automatically and be free of frost, ice, water, and |eaks;
+ Seal tightly and close properly;

+ Be used primarily for vaccine storage. In limited circumstance, medications or
biologic media (not inoculated) may be stored on the shelves below vaccines,

California Department of Public Health, Immunization Branch



Very High Volume,
Biomedical, Pharm

48.0
48 5
48 0
47 5
L
47 .0
465
460 +——— - - e = o 0 lasu0
455 455
45 0 45.0
44 5 445
44.0 | 44.0
43.5 ll-.__ 43.5
4.3 0 I IL'|I' 43.0
425 1A ¥ | 425
420 42.0
415 41.5
o 18 Howrs 1 Day 2 Days 3 Days d Days 4 Days 5 Days G Diays T Days
15 Minutes 14 Hours 9 Hours 5 Hours 15 Minutes 18 Hours 14 Hours 10 Hours 3 Hours
A0 Minutas 45 Minutas 30 Minutas 45 Minutas 18 Minutas
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Purpose-Built Vaccine Refrigerator

A digital feedback system achieves narmow tolerances within intemnal temperatures,
thus providing an excellent temperature regulation system for vaccine storage.

Ongoing ar circulation ensures that the temperature distnbution is even.
A set-point temperature, within 2 +2°C to +8°C (+35°F to +46°F) range, 1z maintaned.
Evaporator operates at +2°C (+35°F), which prevents vaccine from freezing.

Air circulation is fan forced,

Temperature recovery system is good.

Built to handle ambient temperature changes.

----- (3lass door design required extra effort to protect vaccines from light exposure.

(Glass doors do not provide good insulation in the event of a power ntermuption.




Appropriate Vaccine Storage Units: Freezers
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Upright freezer Chest freezer
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Catching up with WHO'’s
Recommendations

Temperature monitoring principles - 2

*  Srorekeepers must know correct vaccine storage conditions
— Incorrect storage places vaccine at risk

« Temperature monitoring should be continvous

— Periodic(e.g. twice daily) monitaring onlytells you the temperature atthe
time of inspection. These devices provide continuous maonitaring:

QST VN AT

| @ == 6. 4

-l '-'

— A thermometer does not:

California Department of Public Health, Immunization Branch



Thermometer Requirements

Use a VFC-compliant temperature monitoring device in each vaccine storage unit at all times. Have
at least one VFC-compliant back-up device for use when primary devices fail or are being

recalibrated.

To meet specifications, temperature monitoring devices must:

Be accurate within +/-1.0°F [+/-0.5°C);

Be digital, with the digital display placed ocutside the unit;

Have a buffered temperature probe immersed in one of the following: a vial filled with liquid
(e.g. glycol, ethanol, glycerin); a vial filled with loose media (e.g. sand, glass beads); or a solid
block of material (e.g. Teflon®, aluminum);

Display current, minimum, and maximum temperatures;

Have a visual or audible alarm to signal cut-of-range temperatures;

Be calibrated annually {or every other year when the manufacturer recommends calibration
done in a period that is longer than two years); and

Have a valid Certificate of Calibration on file for 3 years and presented upon request.
Memory stores at least 4,000 readings (specific to data loggers only)

All new VFC providers, practices that are open 2 days a week or less, and practices needing to
replace their primary or back-up thermometer will be required to purchase and use data loggers
to monitor temperatures. Providers conducting mass vaccination clinics also must use data

loggers to monitor temperatures during vaccine transport and at the mass vaccination clinic.

California Department of Public Health, Immunization Branch




Installing a new temperature monitoring
device in your fridge?
Play, Practice, and Test

é6 DON'T PRACTICE

1. Test alarm settings to make UNTILYOU GET IT
sure they work RIGHT.

2. Practice resetting
temperature readings PRACTICE

3. Train, and verify competency UNTIL YOU CAN'T
of thermometer use among all
staff responsible for GET IT WRONG. 99
temperature monitoring Pralty. BEAUTIFUL. Thigs

California Department of Public Health, Immunization Branch
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Installing a new temperature monitoring
device in your fridge?

DDL Implementation Vaccine Loss

DDL
Implementation

5
=
D
T
o
g
D
il

0
Initial Training Maintenance
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Temperature Documentation
syt it i N

beginning of the day and prior to closing. Easier Action Steps!

The and freezer logs have been updated to help you identify and respond to
out-of-range temperatures.

Use only current VFC Program temperature logs, available from EZIZ,
even if using a continuous temperature recording device or a digital data

logger.

1 metrigercer Tarmgessturs Lo

Only trained staff may record temperatures. Specify the names of staff
Same actions for

who record temperatures on the practice’s Routine Vaccine H =  temperatures that
et e AP are TOO WARM
Management Plan. = and 00 COLD

Record out-of-range temperature excursions and the action(s) taken.

Vaccines stored out of range may be deemed non-viable, and maybe Report excursions to MyVFCraccines.org every tme
. . . . temperatures get TOO WARM or TOO COLD,
considered a negligent vaccine loss. If temperatures are not monitored pl=rEon Ml R e e T
and documented for a prolonged period of time, the affected vaccines S oo
. . . . . . Contact vaccine manufacturers for further guidance.
will be automatically deemed non-viable and this will be considered a

Free Logs Printed in Color!

Mew logs and job aids are available in Celsius and Fahrenheit.

negligent vaccine loss.

VFC providers can order printed copies for free at EZIZ.org/store

Supervisors must review and sign completed temperature logs. et e D T S Lt S
New Interactive EZIZ Lesson!
Maintain completed temperature logs for three years. Be prepared to Learn more by taking the Monitorng Temperatures Lesson at EZIZ org/raining.
present them upon request.
This publication was supported by Grant umber H22ACCHI22507 fram the Centers for Disease Control and Prevention (D<) IMM-1151 (12/15)
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SUMMARY
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VFC Requirements

- Not intended to be a burden for providers

- Aimed at ensuring vaccine availability for VFC eligible
children, preserving program integrity, ensuring safe
management and handling of vaccines, ultimately
ensuring the protection of children from vaccine
preventable diseases

- Try to minimize impact in practices as much as possible

California Department of Public Health, Immunization Branch



Questions?

Claudia Aguiluz

Chief, Vaccine Management and VFC Program Section
Immunization Branch - Division of Communicable Disease Control
California Department of Public Health

Phone: (510) 620-2630

Fax: (877) 329-9832

Claudia.Aquiluz@cdph.ca.gov

WWW.eziz.org

California Department of Public Health, Immunization Branch
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