IV. Storage & Handling Requirements

Last Updated 10-28-2014



NORTH CAROLINA IMMUNIZATION PROGRAM (NCIP)
MINIMUM REQUIRED VACCINE, ORDERING, HANDLING, AND STORAGE PROCEDURES

Vaccine Personnel

+«+ Designate one staff member as the primary vaccine coordinator and at least one back-up vaccine coordinator. Staff must participate in
yearly, documented training/education on proper storage and handling practices and VFC program requirements

+ All changes to key staff must be communicated to the NCIP

Storage and Handling Plans

+ Maintain and update annually or as needed written Routine VVaccine Management Plan as a reference for staff. Plan must include guidance

on: a) proper vaccine storage and handling practices, b) vaccine shipping and receiving, ¢) vaccine ordering, d) inventory control, e)
vaccine expiration, spoilage, and waste prevention

%+ Post a current Emergency Vaccine Management Plan on or near the vaccine storage equipment and update annually. Ensure that all staff

read and understand what to do in the event of refrigerator or freezer malfunctions, power failures, natural disasters, or other emergencies.
The plan must include: a) name, contact information, and how to notify staff responsible for preparing and transporting vaccine, b)
alternative vaccine storage facility information, ¢) how to pack vaccine for transport, and d) how to document steps taken

Vaccine Storage Equipment

« DO NOT store vaccine in a dormitory or dorm-style refrigerator/freezer at any time

«+ Dedicate refrigerators and freezers to the storage of vaccines only. Units must be able to maintain required vaccine storage temperatures

year-round and be large enough to hold the year's largest inventory, along with sufficient room to store water bottles in the refrigerator and

frozen coolant packs in the freezer

Place the storage unit in a well vented room with space around the sides and at least 4 inches between the back of the unit and the wall

Do not plug storage units in power strips, ground fault interrupters outlets, or outlets that are activated by a wall switch. These can be

tripped or switched off, resulting in loss of electricity to the storage unit

Post a “DO NOT UNPLUG?” sign on the refrigerator, freezer, and circuit breakers

Do not store food and beverages in the vaccine storage unit

Replace storage units that do not meet the minimum requirements or that have malfunctioned

Maintain one back up thermometer with a current certificate of calibration on hand (not stored in unit alongside current thermometer)

accine Storage Practices

Rotate vaccine stock weekly and use vaccines with shorter expiration dates before those with longer expiration dates. Remove expired

immediately and contact the NCIP for wastage instructions. Notify NCIP at least four months before the expiration date to avoid restitution

for improper inventory management. Keep vaccines in their original packages and store similar looking vaccines on different shelves to
avoid confusion and medication errors

Place vaccine in the central area of the storage unit to allow for proper air circulation around the vaccine. Do not store vaccines in the door,

vegetable bins, on the floor of the unit or near the cooling vents at the top of the unit

Store water bottles against the inside walls, on the top shelves, and in the doors of the refrigerator

Keep frozen coolant packs in the freezer along the walls and floor and inside the freezer door

Store MMR in the freezer

Store other medications and biologic products in a separate storage unit

emperature Monitoring

Read and manually record temperatures twice each day, once when the clinic opens and once when the clinic closes (including half days),

from an internal thermometer. Recorded temperatures must include time of reading, name and/or initials of the person assessing

temperature. Thermometers should be placed centrally, near vaccine and have a current certificate of calibration issued by an ILAC-
accredited laboratory

+«+ Post the temperature log on the vaccine storage unit and maintain copies of all temperature logs for 3 years

« Refrigerator temperature must be maintained between 2°C and 8°C (35° and 46° F) with an optimum of 5°C (40°F)

¢ Freezer temperature must be maintained between -50°C and -15°C (-58°F and +5°F) with an optimum of -20° C (-4°F)

% Take immediate action when temperatures are out-of-range. Call the NCIP at 877-873-6247 for assistance and document on the
temperature log any actions taken regarding the out of range temperatures. Isolate the affected vaccine vials or packages, mark "DO NOT
USE,” and store the vaccines under appropriate conditions in a properly functioning vaccine storage unit

Vaccine Shipments and Transfers

« Immediately unpack vaccine deliveries, examine quantity, lot number, and expiration dates of the vaccine order against the invoice, and
store appropriately. Call NCIP if cold chain monitor was activated

% Arrange for deliveries only when the vaccine coordinator or back-up will be available. Consider holidays, vacations, staff schedules, and

changes in hours of operation when designating vaccine delivery date and time

« Never refuse delivery of a vaccine shipment

Vaccine Ordering and Inventory Management

+¢ Order and administer all ACIP-recommended vaccines based on actual population served

% Draw up vaccine only at the time of administration
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Physically distinguish between public and private vaccine stock and maintain complete, accurate, and separate stock records
Store vaccine in their original containers. Use only the specific diluent provided by the manufacturer
» Multi-dose products may be used until the expiration date stamped on the vial unless otherwise indicated in the manufacturer’s package
insert. Vaccine with expiration dates on the vial with only the month and year may be used through the last day of that month. As doses are
used, mark multi-dose vials to keep an accurate inventory
+« Do not transfer or borrow vaccine without prior approval from the NCIP

Updated May 2014 Detailed information available at http://www.cdc.gov/vaccines/recs/storage/toolkit/



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

NORTH CAROLINA IMMUNIZATION PROGRAM (NCIP)
ROUTINE VACCINE MANAGEMENT PLAN (update May 2014)

Key Staff

Designate one staff member to be the primary vaccine coordinator and at least one back-up coordinator. The
primary vaccine coordinator is responsible for provider oversight for all vaccine management within the office
and ensuring all vaccines are stored and handled correctly. The back-up coordinator can assume oversight
responsibilities in the absence of the primary coordinator.
All changes in key staff must be communicated to the NCIP as they occur.

All staff must complete annual training on the VFC program requirements (You Call the Shots: Modules 10 and
16 at http://www.cdc.gov/vaccines/ed/youcalltheshots.htm). All training must be documented on the NCIP

Employee Immunization Education Roster.

Staff training should include (but is not limited to) the following topics: screening for VFC eligibility, procedure
for receipt of vaccine delivery, daily storage and handling procedures, administering vaccine, and transportation

of vaccine in an emergency.

Clinic Name

Address

Role

Name

Job Title

Home Phone Cell Phone

Primary

Back-up

Lead physician

Office staff

Duties of key staff members

Lead Physician

Complies with all federal vaccine management
requirements

Designates one employee as the practice’s
Primary Vaccine Coordinator

Designates one employee as the practice’s Back-
up Vaccine Coordinator

Reports changes in key staff to NCIP

Conducts and documents required orientation
and annual training for vaccine management
personnel at least annually and as necessary
Ensures practice’s vaccine storage units meet
NCIP requirements

Ensures practice’s vaccine inventory is
consistent with NCIP requirements

Updates and revises vaccine management plans
at least annually and as necessary

Primary Vaccine Coordinator

Completes required NCIP and VFC trainings
Oversees the practice’s vaccine management for
routine and emergency situations

Monitors vaccine storage units

Maintains NCIP-related documentation in an
accessible location

Back-up Vaccine Coordinator

Completes required NCIP and VVFC trainings
Meets all responsibilities described in the
Primary Vaccine Coordinator duties when s/he
is not available




NORTH CAROLINA IMMUNIZATION PROGRAM (NCIP)
ROUTINE VACCINE MANAGEMENT PLAN (update May 2014)

Vaccine Storage Units: Locations and Maintenance

Refrigerator vaccines must be maintained between 2°C and 8°C (35°F and 46°F) with an optimum of 5°C (40°F)
at all times.

Freezer temperatures must be maintained between -50°C and -15°C (-58°F and +5°F) with an optimum of -20°C
(-4°F) at all times.

Vaccines should be stored in separate, stand-alone refrigerator or freezer units. However, if a combination
(household) unit is being used, it should have separate controls for the refrigerator and freezer sections.

Providers may no longer purchase combination units for vaccine storage. All new purchases must be stand-alone
units.

Provider must notify the NCIP immediately upon discovering vaccine has been involved in a cold chain failure. If

a cold chain failure is suspected, providers must:

o Store vaccine under correct storage conditions in a properly functioning and monitored vaccine
storage unit

o Quarantine vaccine. Label vaccine “DO NOT USE” so the vaccine is not administered

o Notify the NCIP immediately after discovery of the incident at 877-873-6347 for assistance

o Document any actions taken on the temperature logs regarding out of range temperatures

o Do NOT discard any vaccine unless directed to do so by the NCIP

e Posta “DO NOT UNPLUG” sign on the vaccine storage units and circuit breakers. Do not plug unit into ground
fault interrupter (GFI) outlets, power strips, or outlets that are activated by switches.

Maintenance/Repair Company

Contact Name

Phone Number

Unit Type

Location

Brand

Model

Serial Number

Date Received

Refrigerator

Refrigerator

Freezer

Freezer

Maintenance Log

Unit Type

Location

Make/Model

Type of Service

Date

Refrigerator

Refrigerator

Refrigerator

Freezer

Freezer

Freezer




NORTH CAROLINA IMMUNIZATION PROGRAM (NCIP)
ROUTINE VACCINE MANAGEMENT PLAN (update May 2014)

Thermometer Maintenance and Temperature Monitoring

o Providers must have a calibrated thermometer with a probe in glycol with a current certificate issued by an ILAC-
accredited laboratory. All certificates must contain: model number, serial number, date of calibration,
measurement results indicating unit passed testing, and the documented recommended uncertainty within £1°F
(0.5°C).

e All new purchases are required to be either a digital thermometer OR a digital data logger with ILAC-accredited
laboratory certification. Facilities that are closed for more than two consecutive days, or do not have staff that
assess and record temperatures twice a day on days when the office is closed, must have a digital data logger
thermometer.

o Thermometer must be placed in a central area of the unit directly with the vaccine in order to properly measure
vaccine temperature. Thermometers should not be placed in the doors, near or against the walls, close to air vents,
or on the floor of the unit.

Location Brand Model Serial Number | Issue Date Calibration Replace
Due Date Battery Date
Refrigerator
Freezer
Calibration Company/Laboratory Contact Name Phone Number

Location of certificate of calibration:
Location of back-up thermometer(s):
Temperature Logs

e Provider must manually record temperatures on paper temperature logs, regardless of continuing monitoring
systems that may be used. The following requirements apply:

o Appropriately trained staff must record finding on a paper temperature log twice a day on all days the
clinic is open

o The log must include the time, date, temperature, and initials of the staff member

o The log must be posted on each vaccine storage unit door or nearby in a readily accessible and visible
location

o Providers must maintain an ongoing file of paper temperature logs for 3 years

Location of completed temperature logs:




NORTH CAROLINA IMMUNIZATION PROGRAM (NCIP)
ROUTINE VACCINE MANAGEMENT PLAN (update May 2014)

Routine VVaccine Maintenance

e Vaccines should be stored in their original packaging, placed in the middle of the unit with space between vaccine
and the sides/back of the unit. Providers may use plastic organizational boxes for inventory control, provided
there are holes to allow for circulation.

e Open only one vial or box of a particular vaccine at a time to control vaccine use and allow easier inventory
control. On each opened vaccine vial, indicate on the label the date and time it was reconstituted or first opened.
Use tick marks on multi-dose vials to keep track of doses.

e  Order, stock, and administer all ACIP-recommended vaccines for the population served.

e Draw up vaccine only at the time of administration.

e Practices that serve both VFC and non-VFC children must maintain separate public and private vaccine
inventories.

e All instances of borrowing between VFC vaccine and private vaccine must be recorded, documented, and paid
back within 30 days.

o Expired vaccine must be removed immediately from the storage unit with viable vaccine.

o Weekly tasks:

o Rotate stock so that newer vaccines are stored towards the back of the unit, while those soonest-to-expire
are stored in the front. Providers must notify the NCIP of any vaccine doses that will expire before they
can be administered at least 4 months before the expiration date to avoid restitution for improper
inventory management. Providers must coordinate with the NCIP to transfer and document the transfer of
vaccine between providers. Vaccine transfers between providers can occur only after receiving NCIP
approval.

e Monthly tasks:

o Check the North Carolina Immunization Program website for updates.

o Conduct an inventory count to reconcile any differences between physical count and NCIR.

o Check door seals of refrigerator and freezer.

o Check borrowing and replacement reports to ensure all borrowed vaccine has been replaced within 30
days of the borrowed date.

Receiving and Unpacking Shipments

e Arrange for shipments only when the Primary Vaccine Coordinator or Back-up Coordinator is available.
o Keep reception staff current regarding vaccine delivery and train staff to respond to a vaccine delivery
appropriately.
e Upon receipt of vaccine shipment, providers must:
o Open vaccine package immediately
o Check the temperature monitor readings
o Inspect the vaccine and packaging for damage
o Determine length of time the vaccine was in transit by looking at the packing list
o Immediately store at appropriate temperatures
o If there is an issue with the vaccine shipment or there is a problem with the temperature monitors, providers must
contact the NCIP at 877-873-6247.



NORTH CAROLINA IMMUNIZATION PROGRAM (NCIP)
EMERGENCY VACCINE MANAGEMENT PLAN/DISATER RECOVERY PLAN (update May 2014)

Clinic Name

Address

Role

Name

Job Title

Home Phone

Cell Phone

Primary

Back-up

Lead physician

Office staff

In an emergency, contact the following people in the order listed:

Role

Name

Job Title

Home Phone

Cell Phone

Useful Emergency Numbers

Service

Contact

Work Phone

Emergency Phone

Email Address

Regional Immunization
Nurse

Regional Immunization
Consultant

Electrical Power
Company

Building Maintenance

Building Alarm
Company

Refrigerator/Freezer
Repair

Refrigerator/Freezer
Alarm Company

Generator Repair and
Maintenance

Back-up location

Alternate facility

Address

Contact

Work Phone

Emergency Phone

Person Completing Plan:
Signature:

Date:
County:




NORTH CAROLINA IMMUNIZATION PROGRAM (NCIP)

EMERGENCY VACCINE MANAGEMENT PLAN/DISATER RECOVERY PLAN (update May 2014)

Emergency Supplies

Item Location Item Location
Doors Keys

Flash lights/batteries Locks

Circuit breakers Alarms

Light Switches

Packing Materials

Instructions for entering the building and floor plans:

Before an emergency

Identify an alternative storage facility with a generator where vaccine can be stored (i.e. hospital, health department,
fire department, etc.). Obtain verbal or written consent to use the facility as a back up location and ensure the facility
has appropriate storage capabilities per NCIP requirements.

Ensure the availability of staff to pack and move vaccine, and the availability at back up location

Ensure a means of transport for the vaccine to the back-up facility and review transportation guidelines

Fill the empty space in your refrigerator with water bottles and line the sides and bottom of the freezer with frozen
coolant packs

Whenever possible, suspend vaccination activities BEFORE the onset of emergency conditions to allow sufficient time
to pack and transport vaccine

During an emergency

Assess the situation. Keep all refrigerators and freezers closed and if possible, continue to monitor temperatures. If not,
record the temperature as soon as possible after the power is restored and the duration of the outage and report this
information to the NCIP

Determine the cause of the power failure and estimate the time it will take to restore power. If a timeframe for the
restoration of power cannot be determined, do not leave vaccine in a non-working unit

Notify key staff as listed on this Emergency Plan

If the outage is expected to be long term (greater than 2 hours), transport the vaccine to back-up facility

Emergency transportation

Conduct an inventory before beginning transport and keep all vaccine in original packaging

Package refrigerated vaccine in a well-insulated container in the following order: 1) frozen coolant packs at the bottom
of the cooler, 2) 2-3 inches of bubble wrap or foam, 3) vaccine with thermometer, 4) 2-3 inches of bubble wrap, 5)
frozen coolant packs at the top of the cooler

Package freezer vaccine in a well-insulated container in the following order: 1) frozen coolant packs at the bottom of
the cooler, 2) vaccine with thermometer, 3) frozen coolant packs at the bottom of the cooler. Diluent should be
transported with the vaccine at the appropriate storage temperatures

Upon arrival to back-up facility, document transportation time, temperatures in cooler, and temperatures at the facility

After an emergency

Do not discard or administer any affected vaccine. Mark vaccine with “DO NOT USE” sign and call the NCIP for
further instruction about the viability of the vaccine

Record the temperature in the unit as soon as possible after power is restored. Continue monitoring until units are in
range

Record the duration of the outage and maximum temperature observed on temperature logs

Person Completing Plan: Date:
Signature: County:



North Carolina Department of Health and Human Services ***Before giving any state supplied vaccines, see the most recently updated NCIP Coverage
Criteria for proper administration. The criteria can be found on our website at
Division of Public Health - Immunization Branch www.immunizenc.com/providers.

VACCINE REQUISITION/INVENTORY FORM
***By Federal law, a current Vaccine Information Statement must be given prior to administration
Call 1-877-873-6247 if you have questions about ordering, of the vaccine, and it must be given each time vaccine is given.

Fax completed form to 1-800-544-3058

FACILITY NAME DATE Fridge Tempthisam? ____ Freezer?
CONTACT FEDID # Will you be closed in the next 30 days? If yes, when?
SHIPPING ADDRESS cITY ZIP CODE Dates:
PHONE # EXT FAX # Business Hours: Lunch:
PIN Immunization Branch Use Only
VACCINES STORED IN THE REFRIGERATOR
CURRENT VFC INVENTORY NEW VACCINE ORDER
° ™ T
DOSES Unit w
EXP. NDC o 3 ~1g 4%
VACCINE ON LOT NUMBER BRAND/ MFG Shipping n K o g
DATE NUMBER i g 2 oz
HAND Size o a ® Q
a o
DT-Peds Generic -Sanofi 49281- |2 pack-1
- IC - |
0278-10 | dose vials
10 pack -
Daptacel®-Sanofi 49281- 1 Zose
P 0286-10 :
vials
DTaP >8160- 1c1) ZZEE
a 0810-11 _
vials
Infanrix®-GSK 10 "
58160- | Zzze ;
0810-52 ]
syringes
58160- 12 Zzzz ;
0812-11 .
vials
DTaP/IPV Kinrix®-GSK
10 pack -
58160- 1 dose
0812-52 ]
syringes
10 k -
DTaP/Hep e | 58160 | Zzze
ealarix=-!
B/IPV 0811-52 .
syringes
DTaP/IPV | 49281- |5pack-1
Pentacel®-Sanofi .
/HIB 0510-05 [ dose vials
10 pack -
pecaxtiBs- | 00006~ | Zose
Merck 4897-00 ]
. vials
Hib
] 49281- |5 pack-1
ActHIB®-Sanofi
0545-05 | dose vials

Reviewed 6/2014




CURRENT VFC INVENTORY

NEW VACCINE ORDER

T °
DOSES Unit b3 2|y
EXP. NDC .. D " w 0
VACCINE ON LOT NUMBER BRAND/ MFG Shipping n i o g
DATE NUMBER K g P4 o=
HAND Size o a * O
[} -4
- 58160- single
HIBMENCY Menhibrix®-GSK .
0801-11 | dose vial
1 k -
00006- (1) Zzze
4831-41 .
vials
Vaqta®-Merck 5 1
00006- pda;e
4095-09 .
Hep A- syringe
1 k -
0825-11 ]
) vials
Havrix®-GSK 10 oack -
58160- | Zose
0825-52 ]
syringes
1 k -
58160- (1) Zzze
0820-11 ]
. vials
Engerix B®-GSK 10 ”
ssco. | 07
0820-52 syringes
Hep B 12)1 aik
00006- | Zose
4981-00 ]
Recombivax- vials
Merck k-1
00006- |° pda:se
4093-09 i
syringe
1 k -
A 00006- | TO P3¢
Gardasil®-Merck 1 dose
4045-41 ]
vials
HPV 10 pack
Cervarix®-GSK >8160- 1 (F:I)ose
0830-52 ]
syringes
i 49281- 10 dose
IPV IPOL®-Sanofi ]
0860-10 vial
| 49281- |5pack-1
Menactra®-Sanofi .
0589-05 | dose vials
MCV
| 46028- |5pack-1
Menveo®-Novartis
0208-01 | dose vials

Reviewed 6/2014




CURRENT VFC INVENTORY

NEW VACCINE ORDER

T k-]
DOSES Unit b3 2|y
EXP. NDC L. D " 0w 0
VACCINE ON LOT NUMBER BRAND/ MFG Shipping " ] o) g
DATE NUMBER . b 3 o=
HAND Size o a * O
[} [-'4
10 pack -
Prevnar 13 TM- 00005- 1 Z
Pfizer 1971-02 ] ose
syringes
PCV yring
Pneumovax® 23 - [ 00006- single
Merck 4943-00 | dose vial
00006- 1(1) Zzzz )
4047-41
tubes
RotaTeq®-Merck 75 pack
Rot 00006- 1 Zose
ota 4047-20
tubes
1 k -
Rotarix®-GSK >8160- (1) (Fi)(a)(s:e
0854-52 .
vials
1 k -
49281- (1) Zzze
0215-10 ol
Td Tenivac®-Sanofi 1OVIa Sk
49281- | Zzze ;
0215-15 .
syringes
1 k -
58160- (1) Zzze
0842-11 .
_ vials
Boostrix®-GSK 10 pack
>8160- 1 Zose
0842-52 syringes
ToAP o pack
49281- | Zose
0400-10 .
i vials
Adacel®-Sanofi s 1
49281- pdaocse
0400-15 .
syringes
VACCINES STORED IN THE FREEZER
1 -
MMR M-M-Rel-Merck | 00006 (1)2222
4681-00 ]
vials
MMR-V proQuade-Merck | 00000 1C1) ZE(QZ _
- roQua -ivierc
4999-00 .
vials
1 -
Varicella Varivax®-Merck 00006- (1) (F:I)(a)(s:z
4827-00 ]
vials

Reviewed 6/2014




Purpose: To request vaccine from the North Carolina Immunization Program
Preparation: Complete original and retain one copy for your records
Distribution: Vaccine orders may be faxed or mailed to:

Fax: 1-800-544-3058

Immunization Branch

1917 Mail Service Center

Raleigh, NC 27699-1917

If an order is faxed, do not mail the order!
Additional forms may be ordered from the above office, as well as printed online.

How to use this form:
1. Review your doses administered data by taking the following steps:
a. Total all doses administered from the previous month for each vaccine type. Enter the number
in Previous Month Doses Used column.
b. Multiply Previous Month Doses Used column by three and enter this number in the Doses X 3
column.

2. Inventory current stock.
a. Rotate stock to ensure vaccines with the shortest expiration dates are used first.
b. Enter inventory amounts in the Doses on Hand column, by type, lot number and expiration date.
c. If you have more than three lot numbers to record for a vaccine please use the supplemental
inventory form provided.
*  QOrders missing Doses on Hand information may result in processing delays.

3. Complete your vaccine order:
a. Subtract Doses on Hand column from the Doses X 3 column.

b. Enter the difference in the # Doses Requested column. Round up to the unit shipping size.
c. Fax or mail your order to the Customer Service staff.

Disposition: Retain a copy of the completed form for three years or destroy when agency need ends.

Remember: Your Vaccines Administered Logs (VALS) are due to the Immunization Branch by the 10th of every
month. Failure to send those in could delay the processing of your vaccine order.

Reviewed 6/2014



Supplemental Inventory Form

CURRENT VFC INVENTORY

CURRENT VFC INVENTORY

VACCINE

DOSES
ON HAND

LOT NUMBER

EXP.
DATE

VACCINE

DOSES
ON HAND

LOT NUMBER

EXP.
DATE

Reviewed 6/2014




North Carolina Department of Health and Human Services

Division of Public Health

NC IMMUNIZATION PROGRAM (NCIP) VACCINE TRANSFER FORM

IF YOU ARE A NCIR USER DO NOT USE THIS FORM

Date of Transfer:

YOU NEED TO COMPLETE ALL TRANSFERS IN NCIR

Person Completing Form:

Provider Transferring Vaccine:

Street Address: City:
Phone Number:  ( ) Pin #:
(For Immunization Branch Use Only)
Provider Receiving Vaccine:
Street Address: City:
Phone Number:  ( ) Pin #:

Vaccine(s) being transferred:
Vaccine Type EIW

ManufactureriLot# _Aventis T0697-X\ /a2

Expiration Date (643 @aqm\ ?)u\\y
B

# of doses transferre!

Vaccine Type

Manufacturer/Lot #

Expiration Date

# of doses transferred

Vaccine Type

Manufacturer/Lot #

Expiration Date

# of doses transferred

Vaccine Type

Manufacturer/Lot #

Expiration Date

# of doses transferred

Vaccine Type

Manufacturer/Lot #

Expiration Date

# of doses transferred

Vaccine Type
Manufacturer/Lot #
Expiration Date

# of doses transferred

Vaccine Type
Manufacturer/Lot #
Expiration Date

# of doses transferred

Vaccine Type

Manufacturer/Lot #
Expiration Date

# of doses transferred

(For Immunization Branch Use Only)

Please call 1-877-873-6247 if you have any questions.

DHHS 4058 Immunization Branch - Reviewed 6/2014



Purpose:

To provide a generic method for immunization providers to report vaccine transfers between NCIP

participants to the North Carolina Immunization Branch.

Preparation:

1. Complete the demographic data including provider name and street address for both the transferring

and receiving facilities.

2. Report all doses transferred, including multi-dose vials, single-dose vials, and manufacturers pre-filled syringes.
Include vaccine type, manufacturer, lot number, expiration date and number of doses transferred.

3. Make a copy for your records.

Distribution:
Mail form to: Immunization Branch
1917 Mail Service Center
Raleigh, NC 27699-1917
Fax form to: 1-800-544-3058
Email form to: ncirhelp@dhhs.nc.gov
Disposition:

Retain a copy of the completed form for three years or destroy when agency need ends.

Reordering:
User may copy form as needed or call 1-877-873-6247 or fax 1-800-544-3058 for more copies.

DHHS 4058 Immunization Branch - Reviewed 6/2014
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Returning Expired/Spoiled Vaccine

Step 1: Report Expired/ Spoiled Vaccine in the NCIR

START HERE
- You will need to contact the NCIR Help Desk

Is the state SUpplled and ask them to remove the expired doses from

vaccine that needs to the NCIR. The Help Desk can be contacted by

be returned physically phor?e at 8.77-873-6247 or you can send an
email to ncirhelp@dhhs.nc.gov. If you choose to

ON HAND ? use email please include the name of your

organization along with the (1) Trade Name (2)

Lot Number (3) Expiration Date (4) Quantity

that needs to be removed.

Transfer back the CORRECT number of doses

Click Manage Transfer

Do the number of doses in
the NCIR match the amount
that you physically have to
return? Adjust the Transfer Quantity to the correct
number of doses that are being sent back to
McKesson and enter a Preventive Action

Click Packing List
Click Save
Click Ship and then Ship again

Transfer back the vaccine through the NCIR Call the NC Help Desk at 877-873-6247 to have
« Click Manage Transfer them remove the remaining doses in the NCIR.

Click New Transfer

Click Transfer All Expired

e Click New Transfer
e Click Transfer All Expired

Enter a Preventive Action

If you have questions
Click Packing List call 877-873-6247
Option #5

Click Save
Click Ship and then Ship again

Step 2: Ship vaccine back to McKesson (1\/nclude the Wasted/

Expired Report provided by the Immunization Branch (2) then use the
labels provided by McKesson




North Carolina Immunization Program

Refrigerator Vaccines Temperature Storage Log
Required to be maintained for 3 years
Post on or near the vaccine storage unit and use to record required recordings of AM and PM temperatures for vaccines
Requirements:
o Read and manually record temperatures twice each day; once at the beginning and again at the end of the day
o Record from an interior thermometer with a current certificate of calibration in accordance with National Institute of Standards and Technology
(NIST)
Refrigerator temperature must be maintained between 2°C and 8°C (35° and 46° F) with an optimum of 5°C (40°F)
Normal readings are 2°, 3°, 4°, 5°, 6°, 7°, 8° C (35°, 36°, 37°, 38°, 39°, 40°, 41°, 42°, 43°, 44°, 45°, 46°F)
Each temperature reading be accompanied by the time of the reading and name (or initials) of the person who assessed and recorded the reading
CDC recommends that providers record the minimum and maximum temperatures once each workday (preferably in the morning)
Take immediate action when temperatures are out-of-range. Isolate the affected vaccine vials or packages, mark "DO NOT USE,” and store the
vaccines under appropriate conditions in a properly functioning vaccine storage unit. Call the NCIP at 877-873-6247 for assistance and document
on the temperature log any actions taken regarding the out of range temperatures.

O O O O O

Facility Name Location of Refrigerator

Day Date AM Temperature PM Temperature Comments

Day/Mo/Yr Reading Time Initials Reading Time Initials

Sunday

Monday

Tuesday

\Wednesday

Thursday

Friday

Saturday

Sunday

Monday

Tuesday

\Wednesday

Thursday

Friday

Saturday

Sunday

Monday

Tuesday

‘Wednesday

Thursday

Friday

Saturday

Sunday

Monday

Tuesday

\Wednesday

Thursday

Friday

Saturday

Sunday

Monday

Tuesday

\Wednesday

Thursday

Friday

Saturday

NCIP Temperature Log : Store vaccine on hand according to the most recent NCIP Minimum Required Vaccine Ordering, Handling and
Storage Procedures, which requires maintaining proper temperatures, using approved storage units, and immediately removing expired
vaccine from stock. Ensure a Vaccine Disaster Recovery Plan is completed, posted on the vaccine unit, updated annually, read by current
and new staff, and updated as staff change. (Update 1/09/2014)



North Carolina Immunization Program

Refrigerator Vaccines Temperature Storage Log
Required to be maintained for 3 years
Post on or near the vaccine storage unit and use to record required recordings of AM and PM temperatures for vaccines
Requirements:
o Read and manually record temperatures twice each day; once at the beginning and again at the end of the day
o Record from an interior thermometer with a current certificate of calibration in accordance with National Institute of Standards and Technology
(NIST)
Refrigerator temperature must be maintained between 2°C and 8°C (35° and 46° F) with an optimum of 5°C (40°F)
Normal readings are 2°, 3°, 4°, 5°, 6°, 7°, 8° C (35°, 36°, 37°, 38°, 39°, 40°, 41°, 42°, 43°, 44°, 45°, 46°F)
Each temperature reading be accompanied by the time of the reading and name (or initials) of the person who assessed and recorded the reading
CDC recommends that providers record the minimum and maximum temperatures once each workday (preferably in the morning)
Take immediate action when temperatures are out-of-range. Isolate the affected vaccine vials or packages, mark "DO NOT USE,” and store the
vaccines under appropriate conditions in a properly functioning vaccine storage unit. Call the NCIP at 877-873-6247 for assistance and document
on the temperature log any actions taken regarding the out of range temperatures.

O O O O O

Facility Name Location of Refrigerator

Day Date AM Temperature PM Temperature Minimum/Maximum Temperature |[Comments

Day/Mo/Yr | Reading | Time | Initials Reading Time |Initials Minimum Maximum

Sunday

Monday

Tuesday

Wednesday

Thursday

Friday

Saturday

Sunday

Monday

Tuesday

\Wednesday

Thursday

Friday

Saturday

Sunday

Monday

Tuesday

Wednesday

Thursday

Friday

Saturday

Sunday

Monday

Tuesday

Wednesday

Thursday

Friday

Saturday

Sunday

Monday

Tuesday

\Wednesday

Thursday

Friday

Saturday

NCIP Temperature Log : Store vaccine on hand according to the most recent NCIP Minimum Required Vaccine Ordering, Handling and
Storage Procedures, which requires maintaining proper temperatures, using approved storage units, and immediately removing expired
vaccine from stock. Ensure a Vaccine Disaster Recovery Plan is completed, posted on the vaccine unit, updated annually, read by current
and new staff, and updated as staff change. (Update 12/06/2013)



North Carolina Immunization Program (NCIP)

Freezer Vaccines Temperature Storage Log
Required to be maintained for 3 years
Post on or near the vaccine storage unit and use to record required recordings of AM and PM temperatures for vaccines
Requirements:
o Read and manually record temperatures twice each day; once at the beginning and again at the end of the day
o Record from an interior thermometer with a current certificate of calibration in accordance with National Institute of Standards and Technology
(NIST)
o  Freezer temperature must be maintained between -50°C and -15°C (-58°F and +5°F) with an optimum of -20° C (-4°F). Temperature readings must
be -15°, -16°, -17°, -18°, -19°, -20° C (5°, 4°, 3°, 2°, 1°, 0°, -1°, -2° F) but not colder than -50°C ( -58°F).
o Protect MMR, MMR-V, and Varicella from light AT ALL TIMES
Each temperature reading be accompanied by the time of the reading and name (or initials) of the person who assessed and recorded the reading
o  Take immediate action when temperatures are out-of-range. Isolate the affected vaccine vials or packages, mark "DO NOT USE,” and store the
vaccines under appropriate conditions in a properly functioning vaccine storage unit. Call the NCIP at 877-873-6247 for assistance and document
on the temperature log any actions taken regarding the out of range temperatures.

(¢]

Facility Name Location of Freezer

Day Date AM Temperature PM Temperature Comments

Day/MolYr Reading Time Initials Reading Time Initials

Sunday

Monday

Tuesday

‘Wednesday

Thursday

Friday

Saturday

Sunday

Monday

Tuesday

\Wednesday

Thursday

Friday

Saturday

Sunday

Monday

Tuesday

\Wednesday

Thursday

Friday

Saturday

Sunday

Monday

Tuesday

\Wednesday

Thursday

Friday

Saturday

Sunday

Monday

Tuesday

\Wednesday

Thursday

Friday

Saturday

NCIP Temperature Log : Store vaccine on hand according to the most recent NCIP Minimum Required Vaccine Ordering, Handling and
Storage Procedures, which requires maintaining proper temperatures, using approved storage units, and immediately removing expired
vaccine from stock. Ensure a Vaccine Disaster Recovery Plan is completed, posted on the vaccine unit, updated annually, read by current
and new staff, and updated as staff change. (Update 1/09/2014)



North Carolina Immunization Program (NCIP)

Freezer Vaccines Temperature Storage Log
Required to be maintained for 3 years
Post on or near the vaccine storage unit and use to record required recordings of AM and PM temperatures for vaccines
Requirements:
o Read and manually record temperatures twice each day; once at the beginning and again at the end of the day
o Record from an interior thermometer with a current certificate of calibration in accordance with National Institute of Standards and Technology
(NIST)
Freezer temperature must be maintained between -50°C and -15°C (-58°F and +5°F) with an optimum of -20° C (-4°F). Temperature readings must
be -15°, -16°, -17°, -18°, -19°, -20° C (5°, 4°, 3°, 2°, 1°, 0°, -1°, -2° F) but not colder than -50°C ( -58°F).
Protect MMR, MMR-V, and Varicella from light AT ALL TIMES
Each temperature reading be accompanied by the time of the reading and name (or initials) of the person who assessed and recorded the reading
CDC recommends that providers record the minimum and maximum temperatures once each workday (preferably in the morning)
Take immediate action when temperatures are out-of-range. Isolate the affected vaccine vials or packages, mark "DO NOT USE,” and store the
vaccines under appropriate conditions in a properly functioning vaccine storage unit. Call the NCIP at 877-873-6247 for assistance and document
on the temperature log any actions taken regarding the out of range temperatures.

o

O O O O

Facility Name Location of Freezer

Day Date AM Temperature PM Temperature Minimum/Maximum Temperature |[Comments

Day/Mo/Yr | Reading | Time | Initials Reading Time |Initials Minimum Maximum

Sunday

Monday

Tuesday

\Wednesday

Thursday

Friday

Saturday

Sunday

Monday

Tuesday

\Wednesday

Thursday

Friday

Saturday

Sunday

Monday

Tuesday

Wednesday

'Thursday

Friday

Saturday

Sunday

Monday

Tuesday

Wednesday

'Thursday

Friday

Saturday

Sunday

Monday

Tuesday

\Wednesday

Thursday

Friday

Saturday

NCIP Temperature Log : Store vaccine on hand according to the most recent NCIP Minimum Required Vaccine Ordering, Handling and
Storage Procedures, which requires maintaining proper temperatures, using approved storage units, and immediately removing expired
vaccine from stock. Ensure a Vaccine Disaster Recovery Plan is completed, posted on the vaccine unit, updated annually, read by current
and new staff, and updated as staff change. (Update 12/06/2013)
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North Carolina Immunization Program Transportation Guidance for Vaccines

Transportation of vaccines should be a rare occurrence and expected length of transport should be less than 30 minutes.
The CDC Storage and Handling Toolkit offers transport guidance based on current available data. If transport must occur,
provider must use a thermometer with a current and valid certificate of calibration. It is strongly recommended that a

digital data logger be used to transport vaccine.

Short-dated vaccine may be transferred to another NCIP provider with the approval of the NCIP and if the cold chain can
be maintained. Providers must notify the NCIP of any vaccine doses that will expire before they can be administered at
least four months before the expiration date to avoid restitution for improper inventory management. Providers must
coordinate with the NCIP to transfer and document the transfer of vaccine between providers. Vaccine transfers between

providers can occur only after receiving approval from the NCIP.

Trans _ erated Vaccine

Guidelines for vaccine transport

Assemble packing supplies

|. Cooler. Use hard plastic Igloo-type coolers.
Attach a “Vaccines: Do Not Freeze” label to the cooler.

2. “Conditioned” cold packs. Condition frozen gel packs by leaving
them at room temperature for | to 2 hours until the edges have defrost- VACCINES
ed and packs look like they’ve been “sweating.” Cold packs that are not ke dliore
conditioned can freeze vaccine. Do not use dry ice.

3. Thermometer. Prepare the thermometer by placing it in the refrigera-
tor at least 2 hours before you pack the vaccine.

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

1. Cold packs 4. Bubble wrap

Spread conditioned cold packs
to cover only half of the bot-

Completely cover the vaccine with
another 2-inch layer of bubble

tom of the cooler. wrap.
2.Bubble wrap
& Thermometer 5. Cold packs

Completely cover the cold
packs with a 2-inch layer of
bubble wrap.

Then, place the thermometer/
probe on top of the bubble
wrap directly above a cold pack.

Spread “conditioned” cold packs to
cover only half of the bubble wrap.
Make sure that the cold packs do
not touch the boxes of vaccine.

3.Vaccine 6. Form & display

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

Fill the cooler to the top with
bubble wrap. Place the thermom-
eter’s digital display

on top. It's ok if temperatures go
above 46°F while packing.

As soon as you reach the destination site, check the vaccine temperature. If the vaccine is:
= Between 35°F and 46°F put it in the refrigerator.

» Below 35°F or above 46°F, contact your VFC Rep or the VFC program immediately Then label the vaccine “Do Not Use”

and put it in the refrigerator.

Update 5/15/2014



North Carolina Immunization Program Transportation Guidance for Vaccines

Transporting Frozen Vaccines

Guidelines for vaccine transport in emergency situations

* Routine transport of varicella-containing vaccines (MMRV and
varicella vaccine) is not allowed. These vaccines should only be
moved and transported when absolutely necessary.

* Make sure you have a vaccine emergency plan that includes the
name and address of the destination site where you can take your
frozen vaccine in an emergency.

* If vaccines must be transported, contact your VFC Program
Representative or the VFC Program.

* Varicella-containing vaccines should preferably be transported
under frozen conditions (below 5F or -15C).

Do not freeze diluent for varicella-containing vaccines
* Vaccines must be placed in a freezer maintaining temperatures

below 5F (-15C) immediately upon arrival at the backup
storage facility.

Assemble packing supplies and documents

Most emergencies happen suddenly. Be sure you are prepared for
emergency transport of frozen vaccine by always having the following
supplies ready.

I. Cooler. Use hard plastic Igloo-type coolers.

2.Frozen cold packs. Keep enough frozen cold packs in your
vaccine freezer to make two layers in the transport cooler. You
will need 6-8 frozen packs per cooler. NEVER USE DRY ICE.

3. Thermometer. Keep a portable MIN/MAX thermometer in
your vaccine freezer even if you normally use a continuous read
thermometer for monitoring vaccine freezer temperatures.

4:-Packing materials. Use any material like bubble wrap to place
on top of the frozen cold packs to prevent contents from shifting.
Make sure you DO NOT place bubble wrap between the vaccine
and frozen packs.

Pack vaccines and prepare for transport - - | |

Prepare for transport

« Verify that the destination site has enough room for your vaccine and that someone will be there when the vaccine arrives.

* Verify that you have all the packing supplies on the above list.

Pack vaccines

Spread a layer of frozen ice packs )

to cover the bottom of the cooler.
Do not use dry ice.
v
Stack layers of vaccine boxes h
directly on top of the frozen
ice packs.
2
~/

Place the thermometer probe with
» the top layer of vaccine.

\

Update 5/15/2014

~, N

Spread another layer of frozen ice
packs to cover the vaccine.

8 J
N

Fill the cooler to the top with
insulation material (bubble wrap).

5/

Place the thermometer’s display
on top of the insulation/packing
material. Then close

the cooler and transport the
vaccine.

6/
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