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A Little Bit About Me

® Molecular Biologist
» Vaccine Development
* Forensics
» GSK Quality Assurance — Homﬂ’ron MT

® Freelance Technical Communicator
o Technical Writer
* Training Developer

® Vaccine Coordinator — September
2010

lori@technifocus.com
www. technifocus.com
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VFC Updaftes

Why change?

2
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Update Form or Process (or both)

New (or delinquent) CDC Reqguirement
Clearly Communicate Requirements
Move Towards New Registry
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VFC Handbook/Vaccine
Management Plan

CDC - All providers must have a VMP
2008 — Montana Vaccine Management Plan
“"Customizable Template”

Needed Update

No “one-stop-shopping” reference for
MT VFC

VMP < New Registry



VFC Handbook/Vaccine
Management Plan

A1
i
,\J B @)
S, &
) &

-

Vaccines for

Provider Handbook/
Vaccine Management Plan

PO Box 202051

wWww.immunization.mt.gov

NTANA
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VFC Handbook/Vaccine
Management Plan

One Document — Two Sections
VFC Handbook
Vaccine Management Plan

Works with website:

Current forms with instructions (single-source)

Handbook/Vaccine Management Plan by section
with revision dates

We notify — You update


http://www.immunization.mt.gov/

VFC Handbook/Vaccine
Management Plan

Features
Table of contents
Section #, tifle, revision date on footer
Requirement checklist Section 8
Online version with hyperlinks

Customize VMP - Section 12

o Fill-in — Review — Post on storage units
o Repeat annually



VFC Handbook/Vaccine
Management Plan

Take Home Message

HB/VMP «<— Website

Customize and Post Section 12


http://www.immunization.mt.gov/
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Vaccine Incident Report
(VIR)

Instructions for responding to and
documenting temperature excursions

Temperature Excursion — A period of time
when vaccine is stored outside of the
temperatures recommended by the
manufacturer.

Why worry about temperature excursionse
Efficacy

Waste — Money
Time



Vaccine Incident Report (VIR)

Temperature Excursion - ldeal Response:
Prevention!

mmediate

Prevents use of compromised vaccine
Determines vaccine viability (reliable info)
Documents the event and actions taken

Prevents repeat occurrence through
corrective action




Vaccine Incident Report (VIR

Japarimett

Immunization Program Vaccings for children

Vaccine Incident Report

Follow the procedures beiow when your publicly purchased vaccine has experienced out-of-range storage temperatures. Use a
separate repart for each affected storage appliance.

Do not use or discard the affected vacdine.

Contact your Vaccine Coordinator or Altarnate Vaccine Coordinator (if primary is unavailable). .

Isolate the affected vaccine, mark the boxes with an “X," and post a clear “Do Not Use” sign. | n S -I- rU C ‘I‘ I O n S
I the situation is temporary or quickly remedied {w/in 3 hours), keep the vactine in its original storage unit with the

door closed.

I necessary, move the vaccine to a working storage unit or your emergency storage location. Be sure to manitor

temperatures at this location.

Contact the Montana Immunization Program 444-5580.

Record the following information about the inddent:

Facility Name:
Reported by: Telephone #_
Storage Unit Involved:
{use & separmte report for each affected storage appiance |
When was the incident discovered? Date_

e Information about event

Last known temperature recording prior to incident: Date. Time am/pm (circle one)
Temperature at last known recording: Refrigerator, CorF Freezer

[Record temperature for refrigerator and freezer if s combined unit )

Time interval vaccine was exposed to out-of-range temperatures:___days hrs___minutes

[Estimate the worst mase scenario based on last recorded temperstures. If using & data lygzer, use the Sraphing funCtion to determine the exact interval |
Has the affected vaccine experienced previous temperature excursions? ___Yes ___ No

8. Inventory the affected vaccine in columns 1-5 of the Vaccine Inventory Table on page 2 of this form.

5. comtactthe manufacturer of the affected vaccine to determine its viability. Use the contact information on page 2.
The manufacturer will need the information recorded above to determine vaccine viability. Record the information
from the manufacturer in columns 68 of the Vaccine Inventory Table.

MIT IZVFC Farm 204.1 |revized 02/01/11) Page 10f2




Vaccine Incident Report (VIR

Vaccine Inventory Table (Copy this page If you need more rows inthe table.)

Affected vaccine
inventory

10. if the manufac turer detem nes the vacdne is viable: a) Mark the date of this report next to the “X” on the package. This indicates that the vacdne has experienced a
temperature excursion and references this report; b) If the expiration date of the vacdine has changed, dearly indicate the mew expiation date on the package; and c) R -I- a b. | .-I-
Retum the vaccne to your inventory. Do not return vacdne to a malfunctioning storage unit until it can rellably maintain vaccine storage temperatunes. e S p O n S e O V | 0 I I y
. If the mamnufac turer detemni nes that the vaccine ks wasted: a) Al out 3 Wasted and Expired Vaccine Retum Fom and follow the | nstruction s on the fom for retuming the

waccime to Mokesson; b) Contact the Mon tana Immunization Program (444-5580) for a shipping label; c) Account for the vaccine on your Monthly Vaccine Report. a f -I-'
. Tofinish this report, provide the following infomati on: Briefly describe the inddent: I n O rl I l O I O n

Corrective action

& completed, Fax ormail this report to the MEWaga Immunization Program, PO Box 202951, 1400 Broadway, Helena, Montana 59620, Fax 444-2920. This report
serves & a record of the incldent, the steps taken to dete e vaccine viability, and the disposition of the affected vaccine. Kgep 2 cony for vourrecords,

File report
acdne Manufacturer Contact Information Resiew ik fdate,
Gaxchmithkline  919-305-3970 Medimmune  877-633-4411 Cormctve Acton Fequired__Yes __|
Merck B00-637-2590 Novartis 800-244-7668 Completed infals/date
Sanofi Pasteur B00-822-2463 Wysth 800-934-5556 Wascine Manager sign-off
Emtered in ®mp excurson daabase:

MT ZVFCFarm 204.1 {revised 03,22/11)




Vaccine Incident Report (VIR)

Take Home Message

Current VIR on website:

Have paper copies on hand
Act immediately

Follow Instructions

Call MT IZ Program 444-5580


http://www.immunization.mt.gov/
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Monthly Vaccine Report

Submit monthly report for every month you

have publicly supplied vaccine in inventory
(VMP - Section 15).

Two Options:
Monthly Vaccine Report
WIZRD Inventory Report
New Form:
Updatead
Clarified Instructions
Mimics New Registry Report Form



Monthly Vaccine Report

LR _ s 4 Monthly Vaccine Repart (Public Provider) VFCID #

Immunizatior ram b Report for Month,

Person Filing Report:

Instructions for completing this report:
This report must be submitted to Home [V Pharmacy by the 5™ of £ach monith and covers the previous
MOnth. Submit by FAX: [4065-723~2035) or Mail: 2601% Continental, Butte, MT JS70L. I yoy FAX oy
‘M S820 Mgl § LoD, ANy kEEp B CORY FOr yOu rECOrES.
\Column A — VFC vaccines are lisbed i this column. Brand names ane included whers darification is
nesded or whers thene is & choice.
(Column B — Transcribe the “Doses on hand end of month™ [Columin H or [ from the presious month's
report.
\Column C— Enter doses recsved through orders and transfers from otter providers. Do not track
WFC-private stock “borrowing ™ o this report
‘Column D — Enter doses wasted, sxpired, or transfemed to other providers.
‘Column E — Enter the name and VFCE of provigers with whom you transferred vactine slong with the
b of coes in o cut (*3 dos=s to Big Hill Pedistrics #1357, Bz sure thess doses are.
incisded in either Column Cor I, depending on whether they wiere transferred in or out.

out, indicate which
provider you transtermed
doses to or neceived dases

MT IZ'VFC Form 202 1 [revised 02,/059/11)

phone: Emiail:

‘Column F— Add columns B and C, then subtract Colume O. This gves the total doses availbie for
administration for the month. Enter this in Column F.

Column §1~-13 — Enter doses administered for the month by age. Total columns G 1-8 and enter in
Coumn 513 “Teal doses sdministered.”

Codumn H— Subtract Columi G-13 [*Total doses sdministersd™] from Column F. This gives the
number of doses on hand at the end of the Month bassd on your report Clostions.

Cotumn | - Now take an schus] inventory of your VL vaoding and snter in Cobumn | Columns H snd |
should be the same. If not, re-examine your repart, inventary, and charting
docsmentation to reconcile any discrepandss.

Colum | —List the ot nuMbers and expirations cstes nemaining in your ¥FC vactne inventory.

‘Cument forms can e obiained at under the WFC link.
‘Cuestions? Call or email the Montans Immunization Program 444-5580 hhsz@mt.gov

1
%
H
-
a
¥

Doses on hand end
Doses on band end

Instructions by
column

Balance sheet



Monthly Vaccine Report

Previous month’s report
“Doses on hand end of month”

(Column 1)
Missing Doses Actual Inventory

Calculated Inventory =

G 1-13 (Mandstory]

& on hand end of month:
Cakulated (F-G1Y)




Monthly Vaccine Report

Take Home Message

Current form on website:

Please use It:
Current vaccines

Moves towards New Reqistry
Vaccine Management Module

“Grace Period” when switching


http://www.immunization.mt.gov/
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Dormitory-Style Retrigerators

Freezer inside
refrigerator

One externdl
door

Size doesn't matterll!
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Dorm-Style Storage Unit Policy

CDC:
NoO - permanent storage
Yes - temporary storage
Definitions:

Permanent storage is defined as that involving more than
one day'’s supply of vaccine for longer than one daily
work shift (12 hours).

Temporary storage is defined as that where only one
day’s supply of vaccine is stored for one workday (no
more than 12 hours). Vaccine is retfurned to permanent
storage at the end of each day.
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Dorm-Style Storage Unit Policy

Montana VFC Policy:
No - permanent storage
Yes - temporary storage (grandfathered in)

Policy Implementation
Memo February 3, 2011/Ref-Freezer Guide
Memorandum of Understanding (MOU)
Survey — Follow-up
Regional Meetings
Assess compliance during 2011 site visits



Dorm-Style Storage Unit Policy

Take Home Message

Do not buy dorm-style units

If you have a dorm-style unif:
DO NOT USE for permanent storage.
Temporary storage — must have MOU

Non-Compliance — Corrective Action
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Thermometers - Data Loggers

CDC Thermometer Requirement -
Certified calibrated against NIST or ASTM standard
at manufacturer’'s recommended frequency

MT IZ Program provided liguid-filled
thermometers.

Poor documentation
No plan for recalibbration

Temperature Excursion Guessing Game

Many states require “continuously monitoring”
thermometers



MT VFC Thermometer Policy
(VMP - Section 14)

VFC storage unit thermometers must be:
Certified calibrated
Continuously monitoring

Saves data. Archives for three years.

MT IZ Program provides:

One Data Logger for every vaccine
storage unit in the VFC Program



What is a Data Loggere
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What is a Data Loggere
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Data Logger Dato

View Help
5 xport | & ? K? | Close
N

LEH-DEMO

High-Low
Thresholds

Celsius s High Alarj = Low Alarm

11 April 2011 19:20:32 : 3.0°C




Data Logger Dato

Power Outage




Data Logger Package Dedl
(VMP - Section 14)

MT IZ Program provides:

One Data Logger for every vaccine
storage unit in the VFC Program
Certified calibrated for one year
Extra battery
Acrylic stand
Software

Training/tech support/Instructions
Facilitate annual re-calibration



Data Logger — Your Responsibilifies
(VMP - Section 14)

Certified calibrated, continuously monitoring
thermometer — Data Logger

Windows® - based computer
Replacement if broken or malfunctions
Annual re-calibration after first year ($50/DL)
Reliable back-up thermometer
Routine-use:
Log temps/LED status twice daily (logs provided)
Respond to out-of-range indicator (VIR)
Save monthly data. Archive for three years



Data Logger — 2011 Transition Year

Spring 2011 — Data Logger distribution
Tech support

Compliance and additional tech support during
clinic reviews

Transition issues:
Frost-free freezer thresholds
Problem storage units
Interpreting temperature excursion data
New Registry
Cold chain data required for ordering



VFC Update-Data Logger
Recap

New Forms and Publications
Handbook/Vaccine Management Plan
Vaccine Incident Report
Monthly Vaccine Report

New Policies
Dormitory-Style Storage Units
Data Loggers

>

2011
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