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Presenter Disclosure
Information

* [, Pejman Talebian, have been asked fo disclose
any significant relationships with commercial enfities
that are either providing financial support for this
program or whose products or services are
mentioned during my presentations.

o | have no relationships fo disclose.

* | may discuss the use of vaccines in a manner not

approved by the U.S. Food and Drug

Administration.
o Bufin accordance with ACIP recommendations.
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Learning Objectives

« Summarize principles of vaccine management

» Describe current vaccine storage and handling
recommendations

« Describe preventative measures to maintain
refrigerator and freezer temperatures

e Discover a new tool fo monitor vaccine
temperatures

 List steps to protect vaccine in the event of @
power outage or emergency
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Why is Vaccine Storage &
Handling important?

“Proper vaccine storage and handling practices play a very important role in
protecting individuals and communities from vaccine-preventable diseases.

Vaccine quality is the shared responsibility of everyone, from the time vaccine
is manufactured until it is administered.” -CDC

* Proper storage and handling of vaccines protect
public health and have conftributed to the
decrease of vaccine-preventable disease rates

Storage and handling errors
o Decrease potency and reduce effectiveness and
protection
o Cost thousands of dollars in wasted vaccine and
revaccination
o Loss of patient confidence
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uidelines for

Massachusetts Department of Public Health

s « All vaccine storage and
o handling and VFC

Federal and State Vaccine Administration Requirements

requirements and

A. Appropriate Use of State-Supplied 1 F. Vaccine Safety 11 °
Vaccine (Including Restitution Policy) d -I-
B. Vaccine Management 4 G. Responsibilities of the Medical 12 re C O I I I I I I e I I O I O | .S O re
Director

S| e detailed in the Guidelines for

D. Vaccine Information Statements (VIS) 9 1. Additional Guidance Including
and Consent Injection Safety

g | v Compliance with Federal

w

.
The following requirements regarding vaccine storage and handling. administration. documentation, O | I d ; -I- O -I- e V O ‘ ‘ I | I e
reporting and information are in accordance with Section 317 of the Public Health Service Act,

federal vaccine contract terms, the specifications of the National Childhood Vaccine Injury Act
(NCVIA) of 1986 (Section 2125, of the Public Health Service Act), the Vaccines for Children

L[] L] L]
Program (VFC) (Section 1928 of the Social Security Act) and the Massachusetts Department of
Public Health (MDPH) Immunization Program.
A. Appropriate Use of State-supplied Vaccine .
A-1. Providers must use state-supplied vaccine only for children and adults determined eligible as
defined in the most recent versions of the Childhood Vaccine Availability Table, the Adult °
Vaccine Availability Table and the Summary of the Advisory Committee on Immunization

Practices Rec ded Groups for Vaceil (available on the MDPH Immunization
Program website :http:/ ' www.mass.gov/dph/imm, select “Vaccine Management.”)

. .

. VFC-only vaccines (see Childhood Vaccine Availability Table) must be offered only to VFC- [ ] ©
eligible children. Children < 19 years of age in the following categories are eligible for VFC °
vaccine:

e Enrolled in Medicaid. or

o
" Ao b www.mass.gov/dph/imm
e American Indian (Native American) or Alaska Native, or ° °

e Underinsured children (insurance coverage does not include vaccines or covers only
selected vaccines) seen at federally qualified health centers (FQHC) and rural health

S and click on *Vaccine

>
o

guidelines-vaccine-compliance Jan 2017 1 M O | I O g e | I I e | I T ’
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http://www.mass.gov/dph/imm

MDPH Immunization Program Website
www.mass.gov/dph/imm

Immunization Program

M3

The Immunization Program is committed to promoting
citizens by reducing the burden of vaceine preventable
of the Commonwealth The mission of the program is g o
that all individuals are fully mmumzed in a timely m3

The Immunization Program develops strategies to eny
the Commonwealth are appropriately immmmized a
program is responsible for a vanety of wide-ranging

Chaldren (VFC) program; analysis of the immunizgon rate
tools, mcluding the National Immunization SurveyliBehavig

information, education and commumity cutrea
surveillance and control; outbreak response; pg
development and implementation of state-wid

Advisories and Alerts

Guidelines and Schedules

Massachusetts Immunizatiolh Informatio

Model Standing Orders

School Immunizations

Vaccine Management

Vaccine Management Guidelines and Forms

Adult Vaccine Availability Table 5 )

Agreement to Comphy with Federal and State Reguirements For Participation in the MDPH Immwnization Program $5) 8

COC Vsccine Information Ststements

Childhood YVaccine Availability Table T g

Enroliment 2016 Cover Letter ) &)

Guidelines for Compliance with Federal Viaccine Administration Reguirements 2016 1) ]

Pharmsceuticsl Grade Refrigerator Reguirements — 2016 5| &
~

Mationsl Vaccine |njuny Tsble {(HRSAY

New Rectitution Policy, Effective January 1, 2016 9 #

Quslified Health Centers %)

Patient Eligibility Screening Form £ 95

Standards for Child and Adolescent Immunizstion Practices {Pedistrics)

Vaceine Management S0P G|

Waccine Order Form ) &)

Vaceine Return Reguest Form 5 1)

‘accine Ussge Aggregate Re

)

WFC Eligibility Screen within an EHR 5 )

VFC Vaccine Borrowing Report 5 5

VEC Complisnce Training Webinar

What NOT to Return to McKesson 5| 9| us

Temperature Log and Data Logger Information

+ Fridge Tag 21 Data Logger Infographic X

Vaccine Management

= Temperature Scale Conversion Chart B =5

= Quick Reference Guide-Fridge Tag 2 Data Logger | W)

Vaccine Preventable Diseases

= YWaccine Freezrer Temperature Log 1| 8]

= Maccine Refrigerator Temperature Log ) o5

= Temperature Troubleshooting Record | 8




CDC Storage and Handling

http://www.cdc.gov/vaccines/recs/storage/

Vaccines and Immunizations Vaccines Home

accines &
Immunizations

Vaccines and
Immunizations Home

Immunization Schedules .
+ [ Get email updates

Recommendations and To receive email

Vaccines and Immunizations Home > Recommendations and Guidelines di{] Print page

Guidelines Vaccine Storage and Handling updates about this
Advisory Committee on . ) . page, enter your email
Immunization Practices | Recommendations and Guidelines address:

(ACIP)

PVaccine Storage & At a Glance Whats this?

Handling

Proper vaccine storage and handling practices play a very
Vaccine Administration important role in protecting individuals and communities from
vaccine-preventable diseases.

REFRIGERATOR

Reminder Systems and

Strateqgies for Vaccine quality is the shared responsibility of everyone, from
Increasing Vaccination the time vaccine i1s manufactured until it is administerad.
Rates

Vaccines & Preventable
Diseases

Basics and Commaon

Questions Running Time:
. . i i Date Releazed: 0/
Vaccnation Records Resources on Proper Vaccine Storage and Handling e e
. i i i i i i i Make No Mistake:
vaccine Safety and & Keys to Storing an_d Handling Your Vaccine Supply_ls alwdeo_ designed to decrease vaccine v:{;“: istalkce:
gl B TS storage and handling errors and preserve the nation's vaccine supply by demonstrating to —
immunization providers the recommended best practices for storage and handling of vaccines. Storage, and
For Travelers (Video is a winner of the Winter/Spring 2014 Web Health Award) M=y 2014 Handling B9
. i . . . Dr. Andrew Kroger
For Specific Groups of ® These storage and handling fact sheets illustrate best practices for both refrigerated and foer57step513he|p
People frozen vaccines. Written in plain language, they include assessments to reinforce key points. prevent vaccine
While thev are CNC-devalonad and hranded fart sheets. each contains an area where voll can administratinn errnrs
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Vaccine Management

Each provider should
designate one

staff member to be the
Vaccine

Coordinator and one
back up person

who is able to perform
the same
responsibilities.

The Vaccine Coordinator
must train other staff
responsible for managing
the vaccine supply.

® Vaccine S&H
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Vaccine Management
Plans

* Providers should have written vaccine
management standard operating procedures
(SOP) which are reviewed or updated annually or
when there is any change or a new Vaccine
Coordinator.

« All staff who are responsible for handling or
administering vaccines must acknowledge reading
the practice’s SOP by signing and dating the
document.

® Vaccine S&H 4/2017 @9



Components of Vaccine Management
Standard Operating Procedure (SOP)

* Proper storage and handling of vaccines
* Vaccine receiving

e Procedure for vaccine relocation in the event of
power or equipment failure

* Vaccine ordering and inventory control
« Handling damaged or expired vaccines

* Protocols for response when vaccine is stored out of
temperature range

« A sample copy of MDPH'’s SOP for Vaccine
Management can be found on our website
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Updating SOP
« Update SOP annually or with any changes
o Have all staff who handle or administer vaccines read the

updated SOP and sign and date the last page.
o Post the SOP on the vaccine refrigerator.

o Have any new staff member read and sign the SOP as part
of their fraining.

B conniod o ompared withpackig st o crigio e ki s the s and el

Standard Operating Procedure (SOP) for Vaccine )
DPH PEDIATRICS

Please Past on or near your vacei 2 unit(s). Please fill i {alé respos

Purpose: and handling of vaccines s pote

SARA SVIFTH s the Primary Vaccine Coordinator and will be responsible for oversight of all vaf
storage and handling.

MARIA WEST is the Backup Vaccine Coordinator.
Notify the Vaccine Unit within 10 days if a new Primary Vaccine Coordinator or Backup is ident]

withall e \

. . d M i n

+ Once aninventory is compleed. el immediately placed in the refigerator freezer
vaceine storage only

o Ifthere are any concems or inaccuracies with the vaccine order the Primary Vaccine Coordinal

the MDPH Vaccine Management Unit @ (617) 983-6828 immediately for guidance.

Vaccine Storage
DO NOT STORE ANY VACCINE IN A DORM STYLE UNIT WITH AN INTERNAL
COMPARTMENT

§ d d for be set to maintain the proper temy]

Emergency storage location: (indicate. e
TAL ABC, 12 MAIN STREET, ANYTOWN, MA
5555 C ml ACT: JOSEPH THOMAS

calibeated glycol-encased probe Digital Data Logger thermometer, certfied by an appropiate
National Institute of Standards and Technology). Please contact the Vaccine Unit at 617-9834
bmkrn MDPH-supplicd thermometers.

£2°Cto§° C.or35°H

entory Control
o Primary Vaccine (‘mdlmlm will lace vacine orders l.hn\ugh the MIIS Vaccine \Ilulagemml M
upload the most forall v submitting |
The Pramary Vaccine Coordinaor will complte o physical inventory ofall vaceioes in e efgeed
freczer(s). check) g an order

Onders should be placed when vaccine inventorics each shout a4 week supply

Establish a routine to order no more than once per month

Vaccines will be delivered directly t this providers office based on shipping information given by
provider.

Contact the Vaccine 368 changes in

it @ (617)

10 shipping hoursor shipping contact can be updated diectly into lhe s
Tomafer hor dtod vacnoes to s peciic provides 2-3 months prios 1o expiration. Docume]
wansfes in the MIS

Dacumes
. F.lu'oll numl:ll\ in the MDPH Immunization Program Vaccines for Childzen (VFC) program by col
online enrollment form in the MIIS Vceine Managemens Module:
The Primary Vaccine Coordinator will review and update the SOP annually and when any changes|
o Retain  record of vaccines received or ransfermed, inchuding type of vacine, manufacture, lot nu
expiration date and number of doses, for & munimum of 3 years. Keep packing slip received in ship
both McKesson and Merck. If your site s registered with the MILS and has access to the Vac
Management Module, this requirement i fulflled and there is no need to retain paper copics.
« Maintain temperature Iogs for a minimum of 3 years. Only if EVERY temperature log is uploaded
MI, e i o e o et s copics.
Offer

cines nper o

refigernor designncd for I i o
for all acilities that administer at least some vaceines to those <19 yea
excluding sites that only administer flu vaccine. Stand alone freczers are required for the prim
« Varicell and MMRY vaccine must be stored in a stand-alone freezer that maintains a tempera)
-S0°C and -15° C (-58°F and +5°F). - Store MMR vaccine in the freezer 10 reduce likelihood
due 10 a refiigeration issue
The Prniey Vaccine Coordinator wil tae tock ensing hat shot-daed vacine i w-l i

Inventory will be clearly ma
Phicethe ighalda logges ok & il et of e efigenty el adcen
Food or beverages should not be stored in the vaceine storage il
Vaceines should be stored centrally in the refrigerator ot freezer, not on the door or on the bot
it ar in front of the cold air duct, and suffcieatly away from walls to allow for proper ar cir
should be sulficient space betweer rows of vaceine boxes or bins and shelving units t allow
culation
o Vaccine \hml\l not N stored on the top shelf of a bouschold refrigerator
. placing water bottles
vam of the u‘m( aml on the top shelf of a houschold unit).
o Store cold gel packs in the refigerator as part of your emergency preparedness. incase the neef
transport vaceune during an emergency
« Subilize feezer temperatures by placing freezer packs on the door and any where there s emy]
 A“DONOT UNPLUG" sign must be posted next 1o the refrigeration units electrical outlet an|
DISCONNECT sign must be posted nex to the circuit breaker for the refrigerator freezer
o Refrigeration unit must be plugged directly mto a wall outlet. Never plug into a power strip. si

be storec

. is) h sdmiister extension cord. Never plug into Ground Fault Circust Interrupter outlets (GFC).
Subscribe to the C1 m s ol up.m- for VIS at: (hp

o Record the patient's ch; nitoy
e s, ot mmber expirnion dc, dte on VIS el ‘aven. name and tite + Refrigerator Freczer dily will be dand
adminisering the v st s dly by pesing e rad o o the i {osacd dat loger 4 in AM and 22 i

o Regortoll i epplid doves deaire 1 e MIIS Viccioe Miaompeint ach | have this capabil d prior authorization to be used by o]

Vaccine Unit, € :mﬁmle of calibration must bc kqﬂ on file.
Vaceae Receviog * The Pimary Vaceine Condior s i epertune logs or digi i logge il

e that all staffthat recedves shipments (front offce, loading dock. recepion. etc ) are aware o
xmp('llnncc Lot e by Vine o o i e e iyt it
o Upon amval at your sie. ope

ck the
Sseskpmns et o Mickion The Primary i Cotedinstor il otac Mo S
) 8$22-7746 within 2 hours of receipt of vaccine if temperature monitors indicate a possible ten
Vi, Fo dve ship vaccines from Merck. check the shipment date located on the packing list
the shiper mert supplied 1 he b Stipmetsca e e .2y o 4 day box. Contct Ve
Management Center at $00-637-8579 if date received is greater than the shipper insert indicates,

Vac Mamage SOP MDPH

roken, cal the Vacein Unit @ 617.983-6628 for ioedinerepocencnt

Temperature Out of Range
o Any out of range temperatures should prompt immediate action by contacting the MDPH V:
Uit (617) 983-6825 for guidance. When a problem i discorered.the exposed vaccine i ]
proper sepemtureand marked Do NotUs' Vocene ManagemntUnit il et
il viab

Vac Manage SOP MDPH

 Ifa freezer temperature s out of range, contact the MDPH Vaccine Management Uit in
983-6828. If necessary, the manufacturer of varicella and MMRV vaceine will be conta
ected.

duration of time the vaccine was stored out of range available when calling.
* Ifvaccine is left out of refrigeration, mark “Do Not Use.” put the vaccine back into refr
‘accine Management Unit for guidance @ (617) 983-6828,
All f range t po
results of these actions documented on a trouble shooting log

the Vaceine Management

Power Failure/Refrigerator Failure

+ Inthecvent of n evendad buikling poer ik o refigeratr i, vacciogs will
containers with thermometer and tr:
refrigerators. See [m«gm} Smmgc Henignie top of page 1. The above temperaty
monitoring rocedures will be ollowedat he bockup e The MDPH Vaceine Mara
e ke el @ 011 985 608, lasble: Cotml i MIPE Vo M iog
wansporting Vanicella and MMRY vaccine if possible.

 The Primary Vaccine Coordinator will review and update the practice emergency plan

Vaccie Tramspartton Procelares
» Obtaim and store an adequate number amount of appropriate packing containers and ma
Kl.ngrv'\lcd ‘5 pac, Vabble wrug)ncoded 0 pock acings forsfe canspon
.U for vac vaceines
Relrigerated gel packs should be placed in the container wsed 1o transport refigerate]
Fiuzen g pcks should b placed i the conaine 0 teansport fozen vacsines. (D1
imended for the transport of frozen vaccines. It is too cold.)

ALL STAFF WHO ARE RESPONSIBLE FOR ADMINISTERING VACCINES OR

WHO MAY BE REQUIRED TO TRANSPORT VACCINE

IN AN EMERGENCY

SITUATION MUST READ THE SOP FOR VACCINE MANAGEMENT. SIGN AND

DATE THIS DOCUMENT

Date

me and title of preparer] SARA SMITH, RN

Employee Name

Review Date: 1/2/2016

Va2 SARASMITH

Va6 MICHAEL SHAW

VA MIARUIZ

Vs CORAL CASEY

016 THOMAS TAYLOR ﬁ)
AT

016 | GRACE ROGERS

Hneeg 7 aman

. pr @ mhhmlell thermometer in each ,mkmg container near the the
+ Record the time and temperature when vaccine was removed from the storage nis and
at the beginning and end of the transpo
+ Trnspot of acines s cons cbhted s persne
s oquiring efigestioe leso contotthe MDPH Vaceioe Maoagees
ot o egpaatio o o et i
Ponks B

2590 for further guidance
 Donot discard vaceine without contacting the Vaccine Management Unit for guidance.
© You are strongly urged to contact the Vaccine Management Unit at 617-983.6828 whent
considering transporting state-supplied vaccines outside of your facilty to ensure we car
most relevant guidance and advice for your specific situation

Vaceine Returns

Al vaccines that cannot be used. exposure
Vaceine Management Unit and appropriately coded on an Expired Damaged Vaccine Re
i s plaa

due

. U

o The Pmmn Vaccine Coordinator will m mmpxmd z\p‘mm.mmgnl Vaccine Return|
‘Management Uit (617) 983-6924 for review. Once reviewed. the Vaccine Managemenf
approved form and McKesson will arrange pick-up of returmed vaceine.

« Pack vaceine in a box with the return form and a retur Iabel will cither be ¢-mailed or
at time of pick up

Staff Training-Provider education requirements
+ The Primary Vceine Coordinstor andthe Bockup \'amm( ‘oordinator will participate
ch year. Centifica file
o VFC compliance ste visit (conducted every other yes
To-pérn chedaniom yle prescmion (VIC besbiow s on st MIAP, MDP I
Conference, or on-site training by a MDPH staff). Certificates will be given after ea
o MDPH on-linc webinar traning:

Vac Manage SOP MDPH

Staff Training on VFC Requirements for Vaccine Coordinator and
Back-Up Vaccine Coordinator, including proper vaccine storage and

handling for 2015

Date Employee Name Training Type
Sarah Smith Tnmunizaten Update

sz
Vi R iz Updte

s

Vae Mawage SOP MDPH 2018

®1]



Vaccine Coordinator
Responsibilities

« Order vaccine and oversee inventory

« Recelve vaccine and refrigerate/freeze
Immediately

* Provide proper storage and handling

 Handle damaged, wasted and expired
vaccine

« Respond when vaccine is out of required
temperature range

o If have state-supplied vaccines contact MDPH Vaccine Unit to
determine if vaccine has been damaged (617-983-6828)

o If only have private purchase vaccines contract the vaccine
manufacturer directly

® Vaccine S&H 4/2017 @12



Vaccine Inventory
Management

Limit access 1o authorized personnel
Order vaccines regularly, do not
stockpile

Organize vaccine with shortest shelt life
IN front

Conduct and log vaccine inventory
monthly

Rotate vaccines and monitor
expiration dates

® Vaccine S&H 4/2017 @13



Receiving Vaccine

* Examine shipment immmediately upon arrival

 |f problems (for state-supplied vaccines), report
to MDPH within two hours

« Check contents against packing slip
 Check vaccine expiration dates
 Examine contents for damage

« Check temperature monitor

* |mmediately place in appropriate storage

« Keep a shipping box on hand to use when
returning any damaged or expired vaccine

® Vaccine S&H 4/2017 14



Vaccine Storage

* Maintain refrigerator temperature between
2°C and 8°C (36°F and 46°F).

* Maintain freezer temperature between -
50°C and -15°C (-58°F and +5°F) for Varivax,
ProQuad, and Zostavax vaccines.

* Place temperature data logger in a central

area of the storage unit, adjacent to the
vaccines and away from any air vents.

® Vaccine S&H 4/2017 @15



Common Adult Vaccines

Refrigerator Freezer
* Hepatitis A « Varicella
 Hepatitis B « /Joster
« Human Papillomavirus (HPV)  Measles, Mumps,
«  Measles, Mumps, Rubella (MMR) Rubella (MMR)

« Meningococcal Conjugate (MCV4)
« Meningococcal Group B

« Pneumococcal Conjugate

« Pneumococcal Polysaccharide

« Tetanus and Diphtheria (Td)

« Tetanus, Diphtheria, Acellular
Pertussis (Tdap)

® Vaccine S&H 4/2017 @16



Vaccine Storage Units

« CDC and MDPH strongly recommend stand
alone refrigerators and stand alone freezers.

 MDPH now requires a pharmacy grade
refrigerator for all sites that administer
vaccines to children and highly
recommends for all practices.

A stand alone freezer that can maintain the
proper tfemperatures is acceptable.

® Vaccine S&H 4/2017 17



Pharmaceutical Grade
Refrigerator

« Although there is no clear description of a
pharmaceutical refrigerator, we have identfified the
following characteristics:

o Internal fans to disperse cold air throughout the
unit, eliminating cold pockets of air

o Wire racks to allow better air flow
o No storage bins, or shelves on door

o Typically, pharmaceutical grade refrigerators
have a narrow operating range (less than 2
degrees C or 3 degrees F)

® Vaccine S&H 4/2017 18



Loading Vaccmes

Keep vaccines in original
manufacturer packaging

o Don't remove individual | L5 ‘u| '5
i ¢ == —

vials from cardboard L TP Ty e e T -
boxes ; " -

Place vaccine boxes in trays

Organize vaccines by type,
state/private, to facilitate
quick retrieval and minimize
time with refrigerator door
open

Avoid over-filling refrigerator
and hindering air circulation

o Do noft store vaccines on
the bottom shelf or near
vents

® Vaccine S&H 4/2017 @19



Stabilize Your

Refrigerator
Stabilize your refrigerator
temperatures by placing /jf;:
water bottles where = "";’
vaccine should not be 3};«“ —
stored (on bottom shelf)

Store cold packs in the
refrigerator as part of
emergency preparedness, in
case you need o fransport
vaccine during an
emergency.

® Vaccine S&H 4/2017 20



Unacceptable Vaccine
Storage

® Vaccine S&H 4/2017 @21



Unacceptable Vaccine
Storage

polrpack” GolarPack ioaPack
foarpack (olarPack Caurrk

® Vaccine S&H 4/2017 22



Monitor Temperatures

 Record temperatures twice daily
e First thing in the morning
» End of the work day

» Temperature logs must be retained for
at least 3 years

* Monitor for out-of-range temperatures
* Place temperature logs on front of unit

® Vaccine S&H 4/2017 @23



Appropriate Temperature

Monitoring & Documentation

NIST certified calibrated digital data loggers for
contfinuous 24-hour temperature monitoring for all
vaccine storage units at all pediatric providers (any
site that administers vaccines to those <19 years of
age) is now required by MDPH and is strongly
recommended for all adult providers.

These data loggers should have a biosafe glycol-
encased detachable temperature probe.

The data logger must record the minimum and
maximum temperature each day.

Providers must still physically acknowledge the
high/low temperatures at least twice daily.

® Vaccine S&H 4/2017 24



Appropriate Temperature
Monitoring & Documentation

 Immediate action must be taken if temperatures
are out of range.

« For state-supplied vaccines, report all vaccine
storage issues, including temperature excursions, to:
o Vaccine Management Unit at 617-983-6828.

» For privately purchased vaccines, contact each
manufacturer to determine if you can confinue to
administer their vaccine.

® Vaccine S&H 4/2017 @25



Data Loggers

« Come in all shapes
and sizes

« Must be NIST
certified

* Able fo measure
product
temperature with a
detachable probe

Temperature Data Loggers

® Vaccine S&H 4/2017 ® 26



MDPH Has Provided Fridge-tag2L.®
Logger to All Pediatric Providers

« NIST certified
* No software required; easy to install and use
o Simple YouTube instructional videos

» All pediatric practices have received them for

all their vaccine storage units
o All practices can purchase units at state pricing

® Vaccine S&H 4/2017 27



Fridge-tag 2L® Loggers

Freezer

Refrigerator

download = 1 min

=
E
I
o
- |-
AN
g%
E|S
@ £
(-4
H
-

Time / Alarm duration Temperature (min/max)

Fridge-tag®2 L 4

225-9915-001-EE

Temperature (min/max)

Time / Alarm duration e

Fridge-ta9®2 L READ :
1500000127 0014

225-0208-001-EE

4/2017 @28
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Calibration reports

Refrigerator

FPRODUCTS. INC Acereditation N
NS TSONEC 17038.2008

PRECISION DIGITAL THERMOMETER CALIBRATION REPORT

MA Dept of Public Health 305 South Street, Jamaica Plain, MA 02130

INSTRUMENT INFORMATION

Calibration
Date: 01/15/2016 ‘Due Date: 01/15/2019
Serial No.: 510500000127 0014 Report No.: MASO91
Model No.: FridaeTaa 2L

Range: -30/50 Divisions: 0.1°  Scale: °C_

. Expanded Uncertainty: | £ 0.050

Test Reference Documents
S8 ot ekt £ i 20
Tochnucal Note 1265,

NIST Traceable Equipment Used to Perform Testing:
s o gdat Number__ Serta Mumbers
T
10Gehm PRT 62615

ot atove aganst ihe NIST aceatie relorance
castbration tthe noted test WTperatures by 3 COMParEon method
{7025 AZLA accredned cakbranc laborsicry

capable of that are traceable to NIST and theough
Wicato &

e reievant

sv._Rick Casario

www.ThermcoProducts.com

10 Mipong Orve U1 Latayete. NJ OTB4E - Prone 133009100

TONG

Freezer

RODUICTS., INC

PRECISION DIGITAL THERMOMETER CALIBRATION REPORT

Customer MA Dept of Public Health 305 South Street, Jamaica Plain, MA 02130

Standard
INSTRUMENT INFORMATION LL""’l“i"
-20.0

Calibrati
: 01/15/2016 ‘Due Date; 01/15/2019

: 510500000136 Report No.: MAS35S -
.: FreezeTaa 2L

: ~30/55

Expanded Uncertainty: [+ 0.050 | |

Test Reforence Documents
ASTM £644.09 Stancerd Test Metod 6.2 1 Vokame 14032011
NIST Techaical Note 1265, Gudelines for Reaitzing the international Temperature Scate of 1990 (ITS-90)

Serial Numbers. libration
fadal > Gaiibration Due Duie
3843 16

1086

1095

856968

853277 12102015 12102016

Temperature NM omu libration
23C +-5C 40%- v

Thermometer Integrity:
‘Compiete s ssecton for any physca camage

a0ve agant e NIST acesble wiersnce
mhm\.m"ﬂmm-mmwnwwnmm. oot AN thil
Tre stancer laboratory

17025/ AZA

4 w:&-ﬁmmmw Capatle o producing rewuts hat s vaceatle 0 NIST and trough

‘-a—a-.n-mm

e relevant

e ponag e o o comnge i

www.ThermcoProducts.com

10Mipond Orive UNt#10. Lafarelie.NJ 07848 - Phone 473 3033100




Closer Measurement of
Vaccine Temperature

- Fridge-tag2L® Logger measures the temperature of
a 5 ml glycol solution

e Most vaccines are 1 ml or less

 Minimum and maximum temperatures being
measured more closely reflect the temperature of
the vaccine and with more sensitivity to
temperature fluctuations

 Traditional bottle thermometer measures the
temperature of a 30 ml glycol solution

® Vaccine S&H 4/2017 30



Documenting
Temperature

« With the Fridge-tag2L®
you can document
temperatures 2x/day,
with the fime and
min/max femp by
pressing the ‘Read’
button 2x/day

Infographic on MDPH
website
Wwww.mass.gov/dph/imm

under ‘Vaccine
Management’

® Vaccine S&H

Massachusetts De?artmen! of Publlc Health
Daily Procedure for Monitoring Temger tures Using Fndge-Tag 2L

In the moming, look at data logger
display to view the current temperature
and check for "ALARMS" ("X" or "A\ ")

Press the “Read” button on the display to
view the maximum (warmest)

e since midnight.

P

1
1
E Date and Time |
1 will print under 1 P the “Read” butt the dieol
! theEvents | Press gess e rea on on the display a
| 1 the! ! " 15 second time to view the minimum
i c::: T;:;e, = ! READ (coldest) temperature since midnight.
E report. E
e L SR E Press Press the “Read” button to display the
i & et"—"—:?::‘cem : 4 "READ" warmest temperature from the previous
*
E that someone E day.
1

! monitored the |

1

! temperature | Press Press the "Read" button to display the

i twice daily. s “ p re from the previ
READ day »

_______________

*By performing steps4 &5 you would see if the temperature went out of range after you closed the previous day and before midnight.

-
REPEAT STEPS 1 THROUGH 3 ABOVE

Repeat steps 2 & 3 for each additional day
you are closed (ex. Holidays & Weekends) in
order to view min/max temperatures

IF THE CURRENT OR MINIMUM IF THE CURRENT
TEMPERATURE IS COLDER THAN: MPERATURE IS WARMER THAN:

-15°C (OR +5° F
&L iorasit) Call the Vaccine Unit at 617-983-6828 FOR > 6(() Mmu“)s

IF THE CURRENT OR MAXIMUM derthe foll diti
TEMPERATURE IS WARMER THAN: e IF THE MAXIMUM TEMPERATURE IN THE
46°F FREEZER I

WARMER THAN -10°! C (or 14°F)

FOR > 60 MINUTES
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http://www.mass.gov/dph/imm

Reviewing temp logs

Events - recol Avg. Tem Lower Alarm Limit — s Upper Alarm Limit — shows
the ‘Read’ but average t status (ok or ALARM) status (ok or ALARM), the
pressed. Doc each day. minimum temp., time maximum temp., time above the
the temperatu be arounc limit (2°C), and the ez limit (8°C), and the earliest time

reviewed. There shilild that day an alarm wa: that day an alarm was triggered.
be two times for eagjday

the office is open.

Cumulative
temp. daily time trigpger
above the Hmit

Duration Alarm Signature / notes
trigger Action taken

Lower alarm limit
Mo. | Drate Events? Average QStatus Min Cumulative Alarm Satus Max. Cumulative Alarm
(MM dd iy ) temip bemmp. daily tirme trigger temp. daily time trigger
below the Fmit abowve the imit  |time
20 |03M14/2018 |05:48,15:48 +4. 5°C +4.3°C Ornin ok +4.2°C  |Omin
30 | 0332018 +4 5°C ok +4.3°C Ornin ok +4.2°C | Omin
31 | 0322018 +4 5°C ok +4.3°C Ornin ok +4.2°C | Omin
32 |03M1f2018 |08:32,16:18 +4. 5°C ok +4.3°C Omin ok +4.2°C | Omin
33 |03M0/2018 |06:45,16:43 +4. 5°C ok +4.3°C Orniri ok +5.0°C | Dmin
34 |0D3/DE/2016 (0845 18:38 +4 55C ok +4.3°C Ornini ok +5.0°C | Omin
5 |D3/0B/2018 [06:38 16:20 +4 &°C ok +4.3°C Ornini ok +5.2°C | Omin
il nd:.l..;IL'l-:jl-.l.“-t-ﬂLIID I-ILI‘:-J\'.-‘.J.C’I 8.4 .30 E}I‘i‘ EES . CL LTI . A3 O eoic o1 = ORI Olll-i T e coin
23 |D3r20r2018 +145C ok ++1°*C | Omin ok +5.0°C | Omin ok Omin
24 |D3NB2018 +4.4°C ok +4.1°C Omin ok +5.1°C Ormin ok Omin
25 |03M18/2016 |05:53,15:13 +.4°C ok +4.1°C | Omin ok +5.1°C | Omin ok Omin
28 |03M72018  |05:48,1543 +4°C ok ++.0°C | Omin ok +5.1°C | Omin ok Omin
27 |03M16/2018 |05:41 15:33 +4.8°C ok +4+1°C | Omin ok +5.2°C | Omin ok Qmin
23 |03M52016 (0548, 1538 +4.5°C ok +4.3°C | Omin ok +5.0°C | Omin ok Omin
1) Earpling and data analysks svery minute
Z} 1= time / daie changed, hfcmm = siatys checked



Upper alarm [imit

Free;* ¥ = == nple #1

range ®
Jolt= e DB HRE s — —— | e
ok 254°C__|omin - the frequency

ALARMI _ {-10.7°C _|6h7min  |01:14h [+13.6°C

ALARMI  |-10.5°C__|8h 39min__{01:38h [+13.0°C iration out of
ALARMI _ |-11.0°C |8 34min_ [01:4Bh [+14.1°C
ALARM!  1-10.7°C _|11h 19min |00:1 13.6°C
ALARM!  |-10.5°C  {10h 13min |00:54 1 3.7°C |

ok -12.1°C "[7h 18min
ok -12.6°C |4h 48min
ALARM!  |-110°C |7h5min  |03:58h ¥+14.4°C
o oae oo mma m’ALARM -11.5°C ShEOmin |08:14h [+13.9°C — g:tf-a;:nsor:n;:;ﬁ‘men;(m |Slgnatute/nolss
pavvactyyyy) : ALARMI ]-11.0°C_[6h 42min_[00:27h |314.1°C o= i ek
oo el | ALARMI__ [-10.4°C |1th 13min [00:00b |+13.6°C m—~— =
33 10271012016 Seac (x| ALARMI -10.5°C [11h9min |00:20h |+14.3°C mec o Ormin
H {omans e =—|ALARMI [-11.3°C_{Bh 35min 102:20h |+13.8°C %S ok o
= loneots e la—|ALARMI _|-10.6°C [8h 31min_[02:45h |+135°C 25 {= =
35 foaneiz0ie tedc lo |AIARMI  [-10.3°C |[7h25min_ |00:00h |+14.1°C : Doy
0 [02R2018 esC joc |ALARMI  [-10.2°C |9h26min _ [00.86h | +13.4°C {aec Lok ki
iz [oamrizvis escJo {ALARMI__]0.6°C |95 20min _[01:08h [+13.0°C_firc o o
4 Jousazois ssc Jo JALARMI  |-8.3°C  |12h 15min |02:14h [+12.9°C 42°¢ ok 3
% louzaizoie ::L';:g ok ALARMI |-82°C [13h 17min |(00:00h |+13.1°C 35°C ok ouin
8 [01/26/2016 asec ok | ALARMI -93°C 11h S8min |00:00h [+13.0°C [3ac in Dmin
S Sirc e —JALARML  [-93°C  |11h25min |00:18h |+13.1°C oot o
S ot s ia—|ALARMI _[-8.9°C " [11h 22min [00:00h |+12.8°C |ire|s—fom
= [osuan Ssrc j JALARMI  [-9.7°C  [10h 47min_|00:25h [+13.8°C [org | i
¥ |tirioaots Sl |ALARME _[-10.2°C [Sh2Smin [0:5th [+#13.9°C faerc bo i
o7 Jot1772018 Jsocjo JALARMI  [-10.2°C|11h §8min [00:11h [+93.3°C |ssc = O
> [oisnss ssc [k JALARMI  |-10.3°C _ |11h 55min [01:26h {+134°C 3.TT Jok L0
== ALARM! [-10.4°C [10h 30min [04:18h |+13.1°C |
e ALARM! [-99°C [8h 1imin [00:00n [+13.6°C




Fridge Tag Example #2

Upper Alarm Limit — shows ALARM, with
a maximum temp of

+11.4°C, with 3h 23min out of range with
ime 21:39hn (9:39PM)

Ext. sensor connection Continues

i

“in progress | 44.7°C

JALARMI  J#16.2°C |12h7min ___ t00: T Midnight
JALARMI  |+11.4°C_{3h 23min 243% E— for 12h

ok ¥6.6°C  |0min 7
ok +104°C_|26min -




Fridge Tag Example #3

Upper Alarm Limit — shows ALARM, with a
maximum temp of

+11.5°C, with 4h 53min out of range with an
alarm triggered time 20:19h (8:10PM)

Lower alarm limit Upper alarm limit Ext. sensor connection error
No. [Date Events* Average {Status Min. Duration  jAfarm  [Alarm Status Max. Duration  |Alarm  |Alarm Status Duration  |Alarm  {Signature / notes
(MM/dd/yyyy)| - temp. temp. out of trigger |ambient temp. out of trigger fambient trigger |Action taken
range time temp. range time temp. time
31 {01/31/2016 +5.3°C__ |ok +4.8°C Omin ok +6.2°C__ |Omin ok Omin
32 {01/30/2016 +5.3°C__ |ck +4.8°C Omin ok +6.1°C Omin ok Omin
33 [01/29/2016 jam +5.5°C ok +4.6°C __ |Omin ok +7.1°C__ |Omin ok Omin
34 N1/28/2018 [am nm +ﬂ£"(‘. nle A 7o Amin Al liraer Monin L A—in
- in
oK +8.0°C  |0min :
: Continues
o > 3
ok +5.6°C [0Omin ; at
°C 112h 25min |00:00h |+22.6°C Midnigh
ALARM  |+11.5 min | 00: +22. . idnight
ALARM +11.5°C 14h §3min  |20:10h |+22.1°C for 12h
- L ] : - ;
Kk +6.6°C  [Omi Z-2iu
O : min
*C | Omi
ok +6.5 In
—
56 [01/06/2016 |pm +5.3°C  |ok +4.5°C _ |Omin ok +6.5°C _ |Omin ok Omin
57 |01/05/2016 (am +5.5°C  |ok +45°C  |Omin__ - ok +7.2°C__ |Omin ok Omin
58 [01/04/2016 |am +54°C  [ok +4.2°C _ [Omin ok +7.1°C _ |Omin ok - . {0min
59 |01/03/2016 +#4.7°C  |ok +4.0°C | Omin “|ok +5.5°C | Omin ok - Omin
80 [01/02/2016 +4.7°C_ jok +4.1°C__ |Omin ok +5.5°C__ {Omin ok Omin

® Vaccine S&H
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Fridge Tag Example #4

Upper Alarm Limit — shows ALARM, with a
maximum temp of

+13.0°C, with 30min out of range with an alarm
triggered time 16:56h (4:56PM)

Lower alarm limit Upper alarm limit Ext. sensor connection error
No. |Date Events* Average |Status Min. Duration  [Alarm |Alarm Status Max. Duration  [Alarm  |Alarm Status Duration |Alarm |Signature / notes
(dd.MM.yyyy) temp. temp. out of trigger |ambient ternp. out of trigger [ambient trigger
range time temp. range time temp. time

31 |31.01.2016 +5.3°C |0k +5.0°C _ {Omin ok +5.7°C__ |Omin ok Omin

32 |30.01.2016 +5.3°C_ |ok +5.0°C__ {Omin ok +5.7°C___ |Omin ok Omin

33 129.01.2016 +5.2°C__ |ok +4.9°C__ [Omin ok +5.8°C__ |Omin ok Omin

34 128.01.2016 +5.2°C  |ok +4.8°C__ {Omin ok +5.6°C _ |Omin ok Omin

35 |27.01.20186 +52°C  |ok +4.9°C  {Omin ok +6.2°C___ |Omin ok Omin

k 5.8°C Omi '
O £5! min
ALARM! +13.0°C | 30mi 16:56h |+27.3°C
: . min . :
6° 0 .

ok +5.6°( min
e
0K +5.9°C Omi

O : min

53 |09.01.2016 +5.2°C ok +5.0°C _ |Omin ok +5.6°C _ |Omin ok Omin

54 108.01.2016 +5.2°C ok +5.0°C_ |Omin ok +6.2°C__ |Omin ok Omin

55 [07.01.2016 +5.2°C ok +5.0°C__ |Omin ok +5.6°C__ |Omin ok Omin

56 |06.01.2016 +5.2°C ok +4.9°C  |Omin ok +5.6°C  |Omin ok Omin

57 105.01.2016 +52°C ok +5.0°C  |Omin ok +6.4°C _ |Omin ok Omin

58 |04.01.2016 +5.3°C ok +5.1°C__ |Omin ok +6.2°C__ [Omin ok. Omin

59 103.01.2016 +5.5°C  |ok +5.2°C _ |Omin ok +5.9°C  |Omin ok Omin

60 |02.01.2016 +5.5°C ok +5.2°C _ |Omin ok +5.9°C | Omin ok Omin

® Vaccine S&H
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» Best practice to use a sample ‘Documentation of

Documentation of
excursion

Temperature Troubleshooting’ on MDPH welbsite
« Keeps arecord of temperature excursions available

Documentation of Temperature Troubleshooting

Practice Name : DPH Pediatrics PIN : 55555
Date, time,

Date and contact . Initials
time of Problem person Action Taken and
incident spoken to at date

MOPH
Shut freezer door and monitored temperature to
5412016 Maximum temps in freezer went to -8.7°C for overan hourand | 54/2016 ensure it returned to range. The temp reiumed to 35
4:35pm triggered an alarm. 4:40pm -15°C by 5:10pm. Per Lois at the Vaccine Unit, 542016
Lois Ciccone | vaccines are ok to use.
® 3/




Temperature Adjustment

 |f arefrigerator is running on the cold side, or
Is slowly becoming colder, you should take
action

 Never adjust the refrigerator temperature
control with vaccine in unit

e Remove vaccine to another
refrigerator/freezer

« Adjust temperature of unit

« Wait until you have 3 successive readings
one hour apart within range before
refurning vaccine to the unit

® Vaccine S&H 4/2017 38



Power Failure

* |f you lose power for extended period, follow
your emergency plan:
* pack vaccine
* transport to prearranged site
* notify MDPH Vaccine Unit, if state-supplied

- When power retfurns:
« do not adjust the temperature control in unit

 allow unit to return to proper temperature
range

e return vaccine to unit

® Vaccine S&H 4/2017 @39



Safeguard Power Supply

» Use a plug
olug
* Place "Do

sforage un
Disconnect”

guard or safety-lock

Not Unplug” sign on
If, outlet and “"Do Not

on circuit breakers

» Consider installing a temperature

alarm

e DO Not use extension cords

® Vaccine S&H

4/2017 40



Safeguard Power Supply

Protect plug and outlet

e
ADVERTENCIA
WARNING! H‘.".IDESCIJHEI:TE‘ W
Do Not Unplug EL REFRIGERADOR
: I @ @
-
A

Plug inunit to a
nearby outlet.

Always avoid disruption of power

Secure plug with a
guard/cover.

signs near outlet.

.

Post “Do Not Unplug"

Do not use extension cords.

A

Do not plug more than one appliance into an

outlet. This will prevent tripping of circuit
breakers.

7

® Vaccine S&H
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Safeguard Power Supply

® Vaccine S&H

B IMM-967

Fle Edt Ve

1=K

sy

DO NOT UNPLUG!

Do not use extension cords.

.

Do not plug more than one appliance into an
outlet. This will prevent tripping of circuit
breakers.

Do not use outlets that are controlled by
wall switches.

Califnrnia Nenartment nf Buhlic Health_Immunizatinn Aranch

. _4

Never unplug the vaccine refrigerator or
freezer.

+ VFC Field Representative

If you experience a power failure, do not open refrigerator/freezer doors. If it lasts more than 4-6 hours, call the YFC Program.
VFC Program Office (877) 243-8832

www.eziz.org

IMM_0AT (RINGL
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Vaccine Storage &
Handling Questions

« MDPH Vaccine Management Unit
(617) 983-6828

 MDPH Division of Epidemiology and Immunization

(888) 658-2850
(617) 983-6800 (24x7)

* Always consult with MDPH Immunization Program
before removing improperly stored state-supplied
vaccine from the storage unit

o If the temperature of the vaccine goes out of
range, either too high or too low, call the MDPH
Vaccine Management Unit immediately!

® Vaccine S&H 4/2017 43



And thanks to you...

To all of the Medical Directors, Back-up Vaccine Coordinators,
RNs, MAs, other office staff involved with immunizations at
provider offices and, especially, to the Vaccine Coordinators,

Thank you for all you do to take care of vaccines and, in turn,
take care of your patients and protect them from vaccine
preventable diseases!

® 44



Vaccine S&H

QUESTIONS? "

Thank You !
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