VACCINE MANAGEMENT
How to Order VFC Vaccine
1. You must have completed the MCIR Vaccine Inventory Module (VIM) training to be able to order VFC vaccine. Contact your LHD or MCIR coordinator if you have new staff that will be placing orders to ensure they receive the required VIM training before submitting your vaccine order.
2. Be sure all immunization data entry is up to date in MCIR.
3. Under VIM/Manage Inventory/Reports/Inv, run and print off the Physical Inventory Report.
4. Take the Physical Inventory Report to refrigerators and freezers, count and record all VFC vaccines by lot number.  Check expiration dates and move forward soon to expire vaccine.
5. Under VIM/Manage Inventory, click on the Balance Inventory button and use the Physical Inventory Report to enter the number of doses counted in refrigerators and freezers into the inventory screen of MCIR.
6. Balance the inventory for each vaccine.*
7. Under VIM/Manage Inventory/Reports/Inv, run and print the Ending Inventory Report.
8. Under VIM/Manage Inventory/Report/Vac, run and print the VFC Doses Admin Report for the time period since last VFC vaccine order and print a copy.
9. Gather temperature logs for both refrigerators and freezers from the last VFC vaccine order to current date.
10. Click Place VFC Orders on your MCIR home screen.

11. Select the first vaccine type you would like to order from the Vaccine drop down menu. 

12. Select the manufacturer of the vaccine from the Manufacturer drop down menu. (This is optional. If you do not select a manufacturer you will be given a list of all presentation by all manufacturers for the vaccine type you selected.)

13. Click Search.  You will be given a list of all available vaccines that meet the search criteria you selected. 

14. Identify the vaccine you would like to order and click the corresponding Add to Order button.

15. This vaccine has now been added to your order with the minimum number of doses. You may now choose to order more vaccines by repeating steps 2 thru 5. To continue placing your order click View Order.

16. A list of all the vaccines you have selected to order will be displayed. From this screen you can adjust the number of doses you want to order. Vaccines selected in error can be removed by clicking the Trash Can icon next to its name. 

17. Make necessary adjustments to the number of doses until your order contains everything you will need until you place your next order. Click Continue Order. 

18. This screen displays your shipping information and hours. Enter your shipping contacts name in the box labeled Attn*:. Check your address and hours and make any necessary modifications using the two Edit buttons. After all your shipping information is correct click Continue Order.
19. Enter a Purchase Order number if required by your administration. Click Continue Order. 

20. Check the Done boxes next to Ending Inventory, Temperature Logs and VFC doses Administered verifying that you mailed, faxed or electronically sent these documents to your LHD. Click Submit to send your E-Order to your LHD.
You can check the status of your order at any time by going to Order History on your MCIR home screen and clicking Order Log.

* Providers are required to balance their VIM on a monthly basis, even if they don’t order once a month. Balancing the VIM on a monthly basis can assist providers in finding possible errors in data entry and resolving them easier and more quickly.
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E-Ordering Buttons and their Functions:

Cancel and Reorder – Returns to the Vaccine Order page where you can remove/add vaccines from your order or adjust number of doses. 

Cancel Order - Scraps your entire order allowing you to start over.  

Continue Order - Continues the ordering process after you have completed selecting vaccines and entering the correct number of doses. 

Load Template – Loads your last saved template.

Postpone Order – Allows you to save your order just before submitting. To re-access a postponed order, go to Order History on your MCIR home screen and click Process.

Save Template - Saves your current order as a template to use for future orders. (This is useful if you frequently find yourself ordering the same vaccines.)

Shipping Info – Returns to the Shipping Information page where adjustments to order contact, address or hours can be made. 

Update Order - Used to save any changes you made to number of doses. 

Vaccine Search - Returns to the Vaccine Search screen and allows the selection of additional vaccines. 

View Order – Returns to the Vaccine Order page where you can remove vaccines from your order or adjust number of doses. 

Tiered Ordering Frequency
Providers should submit vaccine orders based on the Tiered Ordering Frequency (TOF) set up by their LHD. Both public and private provider sites should maintain no more than a one to three-month supply of vaccines, depending on their assigned TOF. MDCH VFC Program staff will handle exceptions on a case-by-case basis. 
Note:  Providers are required to balance their VIM on a monthly basis, even if they don’t order once a month. Balancing the VIM on a monthly basis can assist providers in finding possible errors in data entry and resolving them easier and more quickly.

Ordering VFC Seasonal Flu Vaccine
Seasonal VFC flu vaccine is pre-booked through the LHD in the spring. Pre-booking VFC flu vaccine

is a commitment to accept the vaccine when it becomes available in the fall. Careful consideration should be given when estimating your flu vaccine needs to ensure that flu vaccine doses are not wasted at the end of the season. 

Timelines for flu vaccine shipments vary from year to year. Normally, private stock flu vaccine is

shipped out from the manufacturers before public (VFC) stock is available. VFC flu vaccine is shipped

directly to providers from McKesson as soon as it becomes available to us through CDC and the

manufacturers. VFC flu vaccine is usually shipped separately from other VFC vaccines. Providers must

be prepared to receive VFC flu vaccine as soon as early August.  Any office closures or vacations must

reported to the LHD to prevent delivery of vaccine when office is closed.
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VACCINE STORAGE GUIDELINES

If you are a VFC provider and have received a VFC vaccine delivery that you feel may be compromised, please properly store the vaccine and contact McKesson at the Vaccine Viability Line immediately (877-836-7123) and then call the LHD to report. If you cannot reach McKesson or your LHD due to holidays or other situations please re-try the following day until McKesson is contacted. Keep your LHD informed of any VFC vaccine delivery issues.
STORAGE
VFC providers must store vaccines at recommended temperatures immediately upon receiving a shipment. The temperature of the refrigerator must be maintained at 35( - 46(F (2(C- 8(C). Freezer temperatures must be maintained at -58(F and +5(F (-50(C and -15(C). Providers should try to maintain refrigerator temperatures in the middle of the range at approximately 40(F or 5(C. Freezer temperatures should be as cold as possible while assuring a mid-range refrigerator temperature if the freezer is part of the same unit as the refrigerator.  For more information, see the Vaccine Storage and Handling table found in this section on page 9.  

Any refrigerator or freezer used for vaccine storage must:
· be able to maintain required vaccine storage temperatures year-round

· be large enough to hold the year’s largest inventory

· have a certified calibrated thermometer inside each storage compartment

· be dedicated to the storage of vaccines. Food and beverages should NOT be stored in a vaccine storage unit because this practice results in frequent opening of the door and destabilization of the temperature. 

Dorm-style refrigerators are NOT acceptable for the day-to-day storage of vaccine. This type of unit may be adequate for temporarily storing small quantities of inactivated vaccines and MMR vaccine in the refrigerator compartment (not the freezer compartment) if the refrigerator compartment can maintain temperatures at 35° to 46°F (2° to 8°C). Make sure not to overstock the unit because this will impede cold air circulation and can result in temperature fluctuations that may expose the vaccines to inappropriate temperatures. Temperatures must be recorded twice daily while in use for temporary storage.  Refrigerated vaccines stored in a dormitory-style unit must be returned to the permanent main storage unit at the end of the clinic day.

The temperature of the refrigerator and freezer must be physically checked and recorded twice daily using a certified thermometer. Providers must physically inspect the temperature readings twice daily to assure that fluctuations in temperature do not exceed acceptable ranges. One of the temperature logs found in this section on pages 7 & 8 of this Resource Book (or something similar that has been approved by your PPOC) should be posted on each refrigerator and freezer unit. Any out-of-range temperatures should be reported to your LHD. A new refrigerator should be monitored closely for at least two weeks before using it for vaccine storage to ensure appropriate temperatures can be maintained. 

High volume providers should have a continuous graphing recorder (e.g. Dickson or graphing thermometers) and an alarm device (e.g. Sensaphone) in place. All types of monitoring devices and alarm systems should be calibrated weekly and function compatibly and accurately. A list of available monitoring devices and other resources that may be useful are provided in this section on pages 26-35.
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Important reminders for temperature monitoring systems:

1. Certified thermometers – Install new batteries at least annually

2. Dickson continuous recording device – Make sure pen is tracking correctly and that you are using the right chart/graph for your unit
3. Sensaphone – Make sure it is hooked up and programmed correctly. Test it often!

Vaccine should be stored in the central area of the unit, not in the door shelf or drawers. Vaccine should be stored in its original box in baskets that allow good air circulation. Water bottles should be stored in the refrigeration unit and ice packs in the freezer unit to help maintain a constant temperature range. MMR, MCV4, varicella and MMRV vaccines should be protected from light at all times. 

The expiration dates of vaccines should be monitored at least monthly. Vaccine stock should be rotated and arranged in the refrigerator/freezer so that the shortest-dated vaccine is in front and used first. Private stock and VFC stock should be stored separately. Vaccine usage should be monitored to ensure stock on hand accurately reflects vaccine need. Providers are expected to maintain an adequate inventory of private stock vaccine for patients not eligible for VFC vaccine.

OPEN VIALS

In a statement published in June 2010, The Joint Commission required a 28 day expiration date for discard of multi-dose vials from the date of opening or puncture, unless the manufacturer specifies otherwise.  This dating expectation did not apply to vaccines in the Centers for Disease Control and Prevention and state immunization programs. (Standard MM.03.01.01, EP7) On July 20, 2010, The Joint Commission published a FAQ sheet on its website that further clarifies its requirements for the use of multi-dose vials and their expiration dates. The new FAQ sheet exempts all vaccines from the 28 day rule and states:  “The CDC Immunization Program states that vaccines are to be discarded per the manufacturer’s expiration date.  The Joint Commission is applying this approach to all vaccines (whether a part of the CDC or state immunization programs or purchased by healthcare facilities) with the understanding that the vaccines are stored and handled appropriately (correct temperature is maintained, frequency of temperature checks, etc).  Following the guidelines provided in the package insert is very important to ensure integrity of the vaccine.” The complete Multi-dose Vial FAQs can be viewed through the following link:

http://www.jointcommission.org/AccreditationPrograms/LongTermCare/Standards/09_FAQs/MM/Multi-dose_Vials.htm
The Joint Commission also cited CDC as providing excellent resources regarding the use, storage and handling of vaccines at: http://www.cdc.gov/vaccines/hcp.htm
SECURITY

All VFC providers shall have and abide by a written routine vaccine storage and security plan that:

· designates at least one primary and one secondary person responsible for routine vaccine storage and security;

· specifies that storage unit doors will be routinely checked at the end of the day to ensure they are closed and, if possible, padlocked; 

· assures that maintenance and cleaning personnel will be advised not to unplug storage units, safety outlet covers are in place, and “Do Not Unplug” stickers are placed near the outlet and circuit breakers; and, if needed,

· designates how an alarm system will be set up for each storage unit and programmed to notify designated personnel when temperatures fall outside set ranges.
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EMERGENCIES

All VFC provider sites shall establish and adhere to a written emergency vaccine storage and security plan that:

· designates at least one primary and one secondary person responsible for emergency vaccine storage and security, including responsibility for completion of the Emergency Response 
Worksheet (found in this section on page 18) following an incident where temperatures are out of range;

· designates personnel with 24-hour access to the building and unit(s) in which vaccines are stored;

· identifies the steps to follow to assure proper handling and storage of vaccines after an emergency has occurred;

· identifies an alternate power source (generator) or alternate storage units and facilities (i.e., a back-up refrigerator, the fire department, a nearby hospital, etc.) and the procedures that the designated personnel should follow to access those units and facilities (the provider’s home is not an acceptable back-up storage unit); and

· includes any other information that is critical to assuring a prompt and appropriate response to an emergency situation.

CDC’s Vaccine Management Toolkit is currently being revised. Please visit the following web links for additional resources on vaccine storage and handling:
CDC’s VFC Operations Guide, Module 6:

http://www.cdc.gov/vaccines/programs/vfc/downloads/vfc-op-guide/10-module-6.pdf
The Pink Book:
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VACCINE PREPARATION AND ADMINISTRATION (Post in Vaccine Prep Area)
	VACCINE
	INSTRUCTIONS FOR RECONSTITUTION OR USE
	SHELF LIFE AFTER RECONSTITUTION, THAWING OR OPENING

	DTaP, DT, DTaP-Hep B-IPV,      DTaP-IPV, Td, Tdap, Hepatitis A & B, Hib (PedvaxHIB®), Hep B-Hib, HPV4, HPV2, TIV (Flu), MCV4 (Meningococcal Conjugate), and PPSV (Pneumococcal Polysaccharide)  
	SHAKE VIAL VIGOROUSLY to obtain a uniform suspension prior to withdrawing each dose.  The vaccine should not be used if it cannot be re-suspended.*              ADMINISTER INTRAMUSCULARLY.  (PPSV may be administered subcutaneously.)


	Administer immediately.   

Protect MCV4, HPV4 and HPV2 from light.  

Use until outdated unless contaminated. 



	DTaP-Hib, DTaP-Hib-IPV, 
Hib (ActHIB®)
	RECONSTITUTE JUST BEFORE USING.  Use ONLY the diluent that comes with the vaccine. Diluents for these vaccines are not interchangeable.  Withdraw the entire contents into a syringe and inject the total volume of vaccine.                                        ADMINISTER INTRAMUSCULARLY.  
	Administer within 30 minutes after reconstitution. 

ActHIB® only may be stored at 35º to 46ºF (2º to 8ºC) after reconstitution.  DISCARD ActHIB® IF NOT USED WITHIN       24 HOURS AFTER RECONSTITUTION.

	Measles, Mumps and/or Rubella (MMR)
	RECONSTITUTE JUST BEFORE USING.  Use ONLY the diluent supplied.  Inject the entire volume of the diluent into the vial of lyophilized vaccine and agitate to mix thoroughly.  Withdraw the entire contents and inject the total volume (about 0.5 mL).* ADMINISTER SUBCUTANEOUSLY.
	After reconstitution, use immediately or store in a dark place at 35º to 46ºF (2º to 8ºC).  Do not freeze reconstituted vaccine.  Protect MMR from light. 
DISCARD IF NOT USED WITHIN 8 HOURS AFTER RECONSTITUTION.

	Inactivated Poliovirus Vaccine (IPV)
	ADMINISTER SUBCUTANEOUSLY OR INTRAMUSCULARLY.*
	No need to discard open vial after 30 days. Use until outdated unless contaminated.

	Live Attenuated Influenza

Vaccine (LAIV)
	ADMINISTER INTRANASALLY.
	Must be stored in the refrigerator at 35º to 46º (2º to 8ºC).      DO NOT FREEZE.

	Pneumococcal Conjugate (PCV13)
	SHAKE VIGOROUSLY immediately prior to use to obtain a uniform suspension in the vaccine container.  The vaccine should not be used if it cannot be re-suspended.  After shaking, the vaccine is a homogenous white suspension.* 

ADMINISTER INTRAMUSCULARLY.
	Use until outdated unless contaminated.

	Rotavirus Vaccines (RV)

RV1 (ROTARIX®) RV5 (RotaTeq®)  

	RV1 (Rotarix®): RECONSTITUTE JUST BEFORE USING.  Use only the applicator and diluent supplied with the vaccine.   Administer Orally- RV1 2mL; RV5 1 ml
	Protect RV vaccines from light. 
Use until outdated unless contaminated.

	Varicella,

MMRV

Zoster**
	RECONSTITUTE JUST BEFORE USING.  Use ONLY the diluent supplied.  Inject the entire volume of diluent into the vial of lyophilized vaccine and gently agitate to mix thoroughly.  Withdraw the entire contents into a syringe (use a separate sterile needle for reconstitution and administration of Zoster) and inject the total volume (about 0.5 mL for MMRV, and 0.7 mL for Varicella and Zoster).* ADMINISTER SUBCUTANEOUSLY.
	After reconstitution, use immediately or store at 35º to 46ºF    (2º to 8ºC).  Do not freeze reconstituted vaccine. DISCARD IF NOT USED WITHIN 30 MINUTES AFTER RECONSTITUTION.


*Visually inspect for particulate matter and discoloration prior to administration.  Do not use if particulate matter or discoloration is found. PLEASE NOTE:  These recommendations are not a substitute for the manufacturer’s package insert included with each biologic. This reference is for preparation and administration informational purposes only.      

 **Zoster (ZOSTAVAX®) vaccine is not available under the VFC (MI-VRP) Program. 
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Instructions:  Place an "X" in the box that corresponds with the temperature (column), day of the month, and am or pm (rows) for

your temperature check. For freezer temps <3

o

, please record actual temperature. Enter your initials and the time you monitored the temperature 

in the appropriate boxes. When calibrating your thermometers, if the discrepancy is more than 3

o

F from the reading on the certified 

thermometer, make adjustments and document the action.

1

2

3

4

5

6

7

8

14

15

16

9

10

11

12

31

FREEZER   <5

O 

F REFRIGERATOR  35-46

O 

F

25

26

27

28

21

22

23

Document temperatures twice daily! Keep temperature logs on file for at least 3 years!
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Celsius (

O

C) Temperature Log

Month/Year:

PIN:

Day of

Month

Time

Staff

Initials

>11 10 9 8 7 6 5 4 3 2 1 0 <-1 >-12 -13 -14 -15 -16 -17 -18 -19 <-20

am 

pm

am 

pm

am 

pm

am 

pm

am 

pm

am 

pm

am 

pm

am 

pm

am 

pm

am 

pm

am 

pm

am 

pm

am 

pm

am 

pm

am 

pm

am 

pm

am 

pm

am 

pm

am 

pm

am 

pm

am 

pm

am 

pm

am 

pm

am 

pm

am 

pm

am 

pm

am 

pm

am 

pm

am 

pm

am 

pm

am 

pm

Instructions:  Place an "X" in the box that corresponds with the temperature (column), day of the month, and am or pm (rows) for

your temperature check. For freezer temps <20

o

, please record actual temperature. Enter your initials and the time you monitored the temperature 

in the appropriate boxes. When calibrating your thermometers, if the discrepancy is more than 1.5

o

C from the reading on the certified 

thermometer, make adjustments and document the action.
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Document temperatures twice daily! Keep temperature logs on file for at least 3 years!
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[image: image27.emf]VACCINE STORAGE AND HANDLING (Post On Refrigerator)

It is extremely important to follow proper vaccine storage and handling procedures. Outdated or improperly handled vaccines will not protect patients!                 The guidelines below will ensure that the vaccines you administer are potent and effective, and will help you avoid any unnecessary loss of vaccine.

1. Never use outdated vaccines. Check expiration dates at least monthly and rotate stock so that the shortest dated vaccine is used first.

2. Check and log temperatures in both the refrigerator and the freezer each morning and each evening. 

3. Post “Do Not Unplug” signs at the wall outlet & circuit breaker. Develop an emergency plan and keep a cooler nearby to move the vaccines, if needed.

4. Keep vaccine in the original boxes until it is time to use it.  Never store vaccines in refrigerator door or drawers. Never store food with the vaccines.

5. When transporting vaccines, use insulated containers and ice packs. Vaccine should not touch ice packs. Transporting varicella, MMRV and zoster*** vaccines is not recommended. Contact the manufacturer, the local health department, or the Michigan Department of Community Health for guidance.

6. Always reconstitute vaccine with the diluent supplied by the manufacturer.
	VACCINE
	ARRIVAL CONDITION**
	STORAGE REQUIREMENTS

	DTaP, DTaP-Hib*, DTaP-IPV-Hep B,        DTaP-IPV, DTaP-IPV-Hib*, DT, Td, Tdap,       Hep B-Hib, Hib*, Hep A-Hep B (combination),     Hep A, Hep B, HPV2, HPV4, IPV, MPSV4(*) ***,  MCV4, PCV13, PPSV23 & TIV (“flu shot”)
	Packed with refrigerant. Vaccine should NOT have been frozen.
	Refrigerate immediately upon arrival at 35º to 46ºF (2º to 8ºC). DO NOT FREEZE. 

Protect MCV4, HPV4 and HPV2 from light.

Store DTaP-IPV-Hib (Pentacel®) vaccine and diluent together in the refrigerator only

	Live Attenuated Influenza Vaccine (LAIV)
	Packed with refrigerant. Vaccine should NOT have been frozen. NOTE: Private stock vaccine will arrive in a frozen state if coming directly from MedImmune. 
	Refrigerate immediately upon arrival at 35º to 46ºF (2º to 8ºC). DO NOT FREEZE.

	Rotavirus 

(RV1*-Rotarix® & RV5-Rotateq®)
	Packed with refrigerant. Vaccine should NOT have been frozen.
	Refrigerate immediately upon arrival at 35º to 46ºF (2º to 8ºC). DO NOT FREEZE. 

RV1 diluent: Store separately at room temperature or in the refrigerator  

Protect both rotavirus vaccines from light.

	Measles, Mumps, and Rubella (MMR)*
	VFC Vaccine shipped from McKesson: Packed with refrigerant. During shipment vaccine must be maintained at 50ºF (10ºC) 

or less. May be frozen.  

Vaccine shipped directly from Merck:           Packed with non-reusable frozen gel packs (good for 72 hours)

Note: Do not transport on dry ice (-109°F)
	Vaccine:  Refrigerate or freeze immediately upon arrival at 35º to 46ºF (2º to 8ºC) or less.  

Diluent:  Store separately at room temperature or in the refrigerator.  

Protect MMR from light at all times.

	Varicella*

Zoster* (Zostavax®)***

Measles, Mumps, Rubella and Varicella* (MMRV)
	Packed with non-reusable frozen gel packs                         (good for 72 hours).

NOTE: Do not transport on dry ice (-109°F)
	Vaccine: Maintain continuously in a frozen state at average temperature -58°F to +5°F (-50°C to -15°C) 

Diluent:  Store separately at room temperature or in the refrigerator.  

Protect from light before reconstitution.   


*     Use only the diluent supplied to reconstitute the vaccine.

**      If you have questions about the condition of the vaccine at the time of delivery, immediately place the vaccine in recommended storage and contact your local health department if you received the vaccine         from the Vaccines for Children (VFC) program. If you received the vaccine directly from the manufacturer, call the manufacturer for assistance.                                                                                                                      ***    MPSV4 & Zoster vaccines are not part of the VFC Program                                                                                                                                                                                                                                     Please NOTE:  This reference is for storage and handling informational purposes only. These recommendations are not a substitute for the package insert included with each biologic.
               8/3/11   
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· The procedure below for packing vaccine will keep all vaccines (except varicella containing vaccine) within recommended temperatures for 12 hours during transport and/or storage at room temperatures (inside a car, building, etc.). It will also maintain recommended temperatures if the cooler is exposed to outside temperatures as low as -4oF for one of those 12 hours. 

· If the vaccine will be stored in refrigerators after transport, be sure those refrigerators have maintained temperatures between 35oF and 46oF for at least 3 to 5 days.
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Assemble packing supplies
1. Cooler.  Use hard plastic Igloo-style or Styrofoam vaccine box cooler.

2. “Conditioned” cold packs. Condition frozen gel packs by leaving 

them at room temperature for 1 to 2 hours until the edges have 

defrosted and packs look like they’ve been “sweating.” Cold packs that  

are not conditioned can freeze the vaccine. Do not use dry ice.
3. Thermometer. If possible, prepare the thermometer by placing it in the

refrigerator at least 2 hours before you pack the vaccine.

4. Packing material. Use two 2-inch layers of bubble wrap or crumpled

paper. Not using enough packing material can cause the vaccine to

freeze.
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DO NOT FREEZE!




	1. Cold Packs

Spread conditioned cold packs to cover only half of the bottom of the cooler.
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	4. Packing Material

Completely cover the vaccine with another 2-inch layer of packing material.
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	2. Packing Material & Thermometer

Completely cover the cold packs with a 2-inch layer of packing material. Then, place the thermometer/probe on top of the packing material directly above a cold pack.
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	5. Cold Packs

Spread “conditioned” cold packs to cover only half of the packing material. Make sure that the cold packs do not touch the boxes of vaccine.
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	3. Vaccine

Stack layers of vaccine boxes on the packing material. Do not let the boxes of vaccine touch the cold packs.


	
	6. Form & Display

Fill the cooler to the top with packing material. Place the thermometer’s digital display and the temp log on top. It’s okay if temperatures go above 46oF while packing.


	




VACCINES FOR CHILDREN (VFC) VACCINE
LOST / WASTED / BORROWED POLICY (Rev. 7/27/2010)
The Vaccines for Children (VFC) Vaccine Lost/Wasted/Borrowed Policy applies to all providers actively enrolled in the Michigan VFC Program. This policy supersedes all policies previously issued by the Michigan Department of Community Health (MDCH) addressing lost, wasted or borrowed VFC vaccine.
MDCH, the Centers for Disease Control and Prevention (CDC), and VFC providers share a common interest in ensuring that all eligible children receive immunizations. It is important that VFC providers reimburse for wasted vaccine so that MDCH can purchase replacement vaccine. This ensures that all Michigan’s VFC-eligible children have access to an adequate supply of vaccine. CDC reviews each state’s vaccine losses on an annual basis. If vaccine losses for the state are excessive, Michigan’s funding for the VFC Program could be reduced.
LOST VFC DOSES

Pursuant to Public Health Act 540 of 1996, all healthcare providers are required to enter vaccine doses administered into the Michigan Care Improvement Registry (MCIR). MCIR is the primary system used by the VFC Program to account for VFC vaccine doses received and administered by VFC providers. Based on the data entered by providers, MCIR tracks the number of doses that are received, administered, wasted, returned to McKesson, and borrowed. 

VFC vaccine orders are placed based on your Tiered Ordering Frequency (TOF). Prior to submitting an order, it is required that an Ending Inventory Report be completed in MCIR. To do this, providers must conduct a physical inventory of the vaccines stored in their refrigerator(s) and freezer(s) and enter these numbers into MCIR. Ideally, the number of doses in your refrigerator(s) and freezer(s) will match what is reflected in MCIR. In the event the numbers do not match, it is necessary to thoroughly review the administration history of your vaccines and determine if a data entry error has occurred regarding doses administered or wasted. It is also recommended that you physically re-count your vaccines. 

In those circumstances where you are unable to reconcile your current vaccine inventory with what is reflected in MCIR, doses that cannot be accounted for are considered lost doses. A VFC Program Vaccine Storage and Handling Loss Report should not be filled out for lost doses. These doses are accounted for in MCIR and will go toward your vaccine loss threshold (see Section III, Page 14, Annual Review of Doses Lost/ Wasted/Borrowed (LWB) in MCIR).
WASTED VFC DOSES
Expired Vaccine

Following these simple steps will help you avoid having to reimburse for expired vaccine:
· Check and rotate your stock on a monthly basis

· Administer shorter-dated vaccines first

· Post a vaccine expiration date table on your refrigerator

· Watch MCIR – vaccines expiring in six months are highlighted in green

· Use the Reminder/Recall function in MCIR to administer doses that will soon expire

· In the event a vaccine will soon expire, notify your local health department (LHD) three to six months prior to expiration if you believe you will not be able to administer the vaccine before the expiration date

Under circumstances in which there is evidence that appropriate storage and handling practices have been followed to prevent the occurrence of expired vaccine (including having acceptable temperature logs, using shorter-dated vaccine before longer-dated vaccine, not over-ordering vaccine, performing recalls) and the provider has contacted the LHD three to six months prior to the expiration date of the vaccine, the LHD shall work with the provider to administer the vaccine(s) or re-distribute the vaccine(s) to another VFC provider. If all the appropriate procedures were followed and this assistance is unsuccessful and the vaccine(s) expires, the loss will be reviewed and a determination made whether or not the loss must be reimbursed. The final decision to waive reimbursement will be determined by the MDCH VFC Accountability Coordinator.

Due to the seasonal nature of flu vaccine, the difficulty of accurately predicting distribution of vaccine and public demand, and the expectations of CDC, reimbursement of expired flu vaccine will be determined on an annual basis. 
Storage & Handling Issues

Vaccine shall be stored, handled, administered, and transported according to VFC vaccine storage and handling guidelines. Whenever the viability of a vaccine is in question due to improper storage and handling, the vaccine manufacturer must be contacted. If the manufacturer determines that a vaccine is non-viable, reimbursement is required.  The following is a listing of circumstances in which reimbursement is required. The provided list is not all inclusive:

· Failure to store the vaccine appropriately

· Refrigerator  2 - 8oC / 35 - 46oF

· Freezer  -15oC / 5oF or lower        

· Failure to respond to alarms or out-of-range temperatures

· Failure to follow an emergency response plan 

· Failure to store vaccine promptly upon arrival

· Failure to appropriately transport vaccine from one clinic site to another

· Failure to administer the vaccine according to VFC/ACIP recommendations

· Failure to be available to accept the vaccine delivery during stated open for business hours

Short-Dated Vaccine
If vaccine has been assigned a shortened expiration date by the manufacturer due to an out-of-range temperature excursion, the vaccine cannot be re-distributed to another clinic unless the receiving clinic is notified of the circumstances and agrees to accept the vaccine. If the receiving clinic is unable to administer the short-dated vaccine prior to expiration, the original provider shall be responsible for costs associated with reimbursement. 
Vaccine Reimbursement

· Purchase of Vaccine Storage and Handling Equipment:
Costs associated with new equipment used for vaccine storage and handling can be deducted from the total cost of a vaccine loss if the equipment is essential to proper storage and handling AND the deduction has received prior approval by MDCH. Examples of essential equipment include but are not limited to: certified thermometers, alarm systems, Dicksons, new refrigerators, new freezers, generators, coolers, portable freezers.

· Payment Plans for Vaccine Reimbursement:

It is required that vaccine losses be reimbursed within one month of the actual date of the vaccine loss. However, vaccine losses covered by insurance are exempt from this time constraint provided that the clinic has filed a claim or has taken other appropriate action within 7 days of the vaccine loss. Vaccine reimbursement in excess of $1,000.00 may be paid in installments if reimbursement of the entire sum would prove a hardship to the clinic. Installment payment plans must be agreed upon by the clinic and the LHD and must be submitted to MDCH for final approval. 

· Withholding VFC Vaccine Due to an Unresolved Vaccine Loss:

The LHD and the MDCH Immunization Field Representative have the authority to withhold VFC vaccines from a clinic until an agreement to reimburse for a vaccine loss has been reached and all corrective action(s) to avoid occurrence of another loss has been completed. Subsequent to entry into a finalized agreement (including installment payment agreements), the clinic shall again receive VFC vaccines to fully accommodate their vaccination requirements.

Submitting a VFC Program Vaccine Storage and Handling Loss Report
If your clinic experiences a vaccine loss, please contact your LHD immediately to discuss the loss. After consultation, complete both sides of the VFC Program Vaccine Storage and Handling Loss Report. Select the correct reimbursement amount for each antigen based on whether or not the doses were returned to McKesson to recover the excise tax. Submit a copy of the report to your LHD within seven days of the loss. A copy of the report also goes into the box with the vaccine being returned to McKesson. Broken or compromised vials/syringes with needles attached should not be returned. Please discard these doses in a sharps container. Please see directions for returning vaccine to McKesson in this section on page 15. 
Reimbursement for the vaccine loss, if required, shall be by check made payable to the State of Michigan and should be given to your LHD.  
Dependent upon the storage and handling practices conducted by the clinic, reimbursement is waived for the following types of vaccine losses. This list is not all inclusive:

· Breakage
· Drawn but not used (parent changed mind, vaccine/syringe/needle compromised, child moved and dose was unable to be administered)
· Natural disaster (as long as your Emergency Response Plan was followed)

A VFC Program Vaccine Storage and Handling Loss Report should not be filled out for these types of wasted doses. These doses are accounted for in MCIR VIM and will go toward your vaccine loss threshold (see Annual Review of Doses Lost/ Wasted/Borrowed (LWB) in MCIR on next page).
LHDs can fax copies of completely filled out vaccine loss reports to 517-335-9855 or mail a hard copy - if that is preferred - to MDCH VFC Staff, 201 Townsend Street, Lansing, MI 48913. LHDs should send reimbursement checks, along with a copy of the vaccine loss report, to MDCH Accounting, PO Box 30437, Lansing, MI 48909, as stated on page 2 of the loss report. Reimbursement checks should never be mailed to the Townsend Street address.

Medical Errors Requiring Revaccination

When a vaccine has been administered in error (incorrect vaccine, wrong age group, improper administration, using non-viable vaccine, etc.) and the patient is required to be re-vaccinated, a provider must re-vaccinate the patient with privately purchased vaccine.

BORROWED VFC DOSES

VFC providers shall maintain an adequate inventory of vaccine for administration to non-VFC-eligible patients. If a private stock vaccine is unavailable due to unexpected circumstances including delayed vaccine shipment, vaccine spoiled in-transit, or ordering miscalculations, etc., and the child will not otherwise be vaccinated, it is acceptable to vaccinate the child with VFC 
vaccine. Replacement of VFC vaccine with private vaccine stock is required upon receipt of the private vaccine stock. This type of substitution shall occur only under exceptional circumstances. Substitution of private vaccine stock with VFC vaccine shall not be the general practice of the clinic and all doses shall be tracked using the VFC Vaccine Borrowing Report, which can be found in this section on page 16. It should be noted that all doses shall be replaced with like-kind vaccine (e.g., if one dose of VFC ActHIB vaccine is substituted, one dose of private vaccine stock ActHIB shall be used for replacement). Providers must have private stock inventory in VIM in order to accurately replace borrowed VFC doses under these guidelines.

Annual Review of Doses Lost/ Wasted/Borrowed (LWB) in MCIR
On an annual basis, MDCH will review the number of doses reflected in the LWB column in MCIR. Reimbursement will be required if the number in this column exceeds either -
i) a percentage of the total number of doses received for administration during the previous year, OR
ii) a percentage of the total monetary value of doses received for administration during the previous year (the monetary calculation will be determined based on the value of vaccine doses as reflected in the current CDC Vaccine Price List)

In summary, all vaccine that is lost (unaccounted for), wasted (through inappropriate storage and handling or expiration), spoiled (accident, broken vial, parent changed mind about the administration, etc.), or borrowed (used for insured patient and not replaced according to the guidelines outlined on the VFC Vaccine Borrowing Report on page 16), counts towards the vaccine loss threshold that will be annually reviewed for reimbursement.

Doses reported and reimbursed for on a VFC Program Vaccine Storage and Handling Loss Report during the year will not count towards the vaccine loss threshold. 
Note:  Annual review of doses lost/wasted/borrowed has been put on hold until completion of functionality programming in MCIR. In the interim, providers should review their LWB column and consistently reach for a gold standard of zero within this column.


How to Return Expired or Non-Viable VFC Vaccine to McKesson

It is important to return expired/non-viable VFC vaccine to McKesson so that the VFC Program can receive excise tax credit from the manufacturers.

All expired or non-viable VFC vaccine must be returned to McKesson by providers, with the exception of broken, open vials or drawn, but not used syringes. Broken/open vials and drawn, but not used syringes should be recorded in MCIR VIM and then discarded in a sharps container.

Providers must complete a VFC Program Vaccine Storage and Handling Loss Report (both sides). A copy of the report should be faxed to your LHD at your local health department. Once your vaccine loss report has been filed with MDCH a return shipping label will be mailed directly to you from McKesson. Use this label on the box to return the non-viable VFC vaccine to McKesson.
Place all vaccine to be returned in a bag.  Place the bag with the vaccine and a copy of the report in a McKesson vaccine shipping box.  If you do not have a box, you can use any stable box or wait until your next vaccine delivery and use that box. 
Have the box picked up by UPS at their next visit to your office. In the event you do not have a place to hold the vaccine box until UPS arrives you may call your LHD to coordinate vaccine box pick up.  The LHD will call MDCH to request McKesson arrange a pick up with UPS.

DO NOT CALL UPS for vaccine box pick up, this could result in a charge from UPS to you.  DO NOT CALL McKesson for vaccine box pick up. 

Please contact your local health department if you need further assistance.

VFC VACCINE BORROWING REPORT

VFC-enrolled providers are expected to maintain an adequate inventory of private stock vaccine for their patients who are not eligible for VFC vaccine. Borrowing should only occur when there is lack of private stock vaccine due to unexpected circumstances such as delay in private vaccine shipment, vaccine spoiled in-transit. The reason cannot be provider planned to borrow from VFC stock and then repay later. All borrowed doses must also be recorded in the MCIR VIM.
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	VFC PIN Number:
	
	Contact’s Phone:
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	Child’s Name
	Inventory Borrowed Against 
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	Vaccine Type
	Expiration Date
	Manufacturer (Product)
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Please refer to MCIR TIP SHEET #5 for instruction on how to replace borrowed vaccine.

VFC Program

EMERGENCY RESPONSE PLAN
Post on outside of refrigerator for all staff
	Practice Name:
	
	
	

	Primary Person Responsible:
	
	Phone:
	

	Secondary Person Responsible:
	
	Phone:
	

	Person with 24-hour access:
	
	Phone:
	


For a Power Outage: If you do not have a generator, identify a location with one (hospital, 24-hour store, etc.). Before transporting, call the back-up location site to ensure that their generator is working and that there is space to store your vaccine!

Back-up Location
Ph#


How will you be notified of an outage?


For Unit Malfunction: Identify an alternate storage unit (or site), which would have the capacity to store vaccine in case of an equipment malfunction or failure:
Back-up Location
Ph#


Refrigerated vaccines must be transported in a cooler with cold packs.  

Frozen vaccines like varicella and MMRV must be transported with a portable freezer.
If your location is more than 30 minutes away and you have a large quantity of vaccine, consider renting a refrigerated truck to transport your vaccine.

Refrigeration Company
Ph#


OTHER RESOURCES:
LHD Contact:
Ph#





CHECK AND RECORD REFRIGERATOR AND FREEZER TEMPERATURES TWICE A DAY

· Physically inspect the thermometers - once in the AM when the practice opens and once
in the PM when the practice closes, even if you close early.
What to do if a power failure occurs, the refrigerator door was left open, the temperature was too cold, the refrigerator/freezer was unplugged, or any other situation which would cause improper storage conditions:

1. Close the door and/or plug in the refrigerator/freezer.

2. Record the current temperature of the refrigerator/freezer.

3. Store the vaccines at appropriate temperatures. Make sure that the refrigerator/freezer is working properly or move the vaccines to a unit that is. Do not automatically throw out the affected vaccine.  Mark the vaccine so that the potentially compromised vaccines can be easily identified.
4. Collect essential data on the reverse side of this sheet and notify the local health department.
5. Call all manufacturers of affected vaccine(s) (see table on the backside).
Turn over for Emergency Response Worksheet

VFC Program
EMERGENCY RESPONSE WORKSHEET

Fill out this worksheet prior to calling vaccine manufacturers. This information will 

assist you on that call and will provide you with a permanent record of the event.

1.
Current temperature of refrigerator:


Max/min temperature reached:



2.
Current temperature of freezer:


Max/min temperature reached:



3.
Amount of time temperature was outside normal range:
refrigerator


freezer:



Refrigerator

	Vaccine and Lot #
	Expiration Date
	Amount of Vaccine
	# of Opened Vials

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


Freezer

	Vaccine and Lot #
	Expiration Date
	Amount of Vaccine
	# of Opened Vials

	
	
	
	

	
	
	
	

	
	
	
	


CALL ALL MANUFACTURER(S) OF AFFECTED VACCINE(S):
	Vaccine
	Manufacturer
	Telephone Number

	IPV (Polio), Tripedia (DTaP), Daptacel (DTaP), DT, Pentacel (DTap-IPV-HIB), Td, Adacel (Tdap), ActHIB, Fluzone (Influenza), IG, Rabies, Menactra (Meningococcal conjugate)
	sanofi pasteur
	1-800-822-2463

	Recombivax (Hep B), MMR, Varivax (Varicella), PedvaxHIB, COMVAX (HIB-Hep B), Gardasil (HPV4), Pneumovax (pneumococcal polysaccharide), VAQTA (Hep A), ProQuad (MMRV), RotaTeq (Rotavirus), Td, Afluria (CSL Flu vaccine)
	Merck 
CSL (Afluria)
	1-800-637-2579
1-610-290-7413

	Infanrix (DTaP), Pediarix (DTaP-Hep B-IPV), Engerix B (Hep B), Havrix (Hep A), Kinrix (DTaP-IPV), Cervarix (HPV2), Boostrix (Tdap), Rotarix (Rotavirus)
	GlaxoSmithKline
	1-888-825-5249

	Prevnar (PCV13)
	Pfizer (Wyeth)
	1-800-438-1985

	Rabies, Menveo (Meningococcal conjugate), Fluvirin (Influenza)
	Novartis
	1-800-244-7668

	FluMist (Live, attenuated Influenza)
	MedImmune
	1-877-633-4411




[image: image3.wmf]VFC PIN # __________________     Clinic Name: _________________________________________     Date of Loss: ______________

Vaccine Brand Name

Manufacturer

Lot Number

Expiration

Date

NDC#

Number

of Doses

Return

Code

Cost

per Dose*

Cost Per 

Dose Minus

Excise Tax**

Total Cost

DT

sanofi pasteur

$30.44

$30.44

DTaP (Daptacel)

sanofi pasteur

$14.51

$12.26

DTaP (Infanrix)

GSK

$14.85

$12.60

DTaP (Tripedia)

sanofi pasteur

$13.25

$11.00

DTaP-Hep B-IPV (Pediarix)

GSK

$51.15

$47.40

DTaP-IPV (Kinrix)

GSK

$34.25

$31.25

DTaP-HIB-IPV (Pentacel)

sanofi pasteur

$52.55

$48.80

Hep A-Peds (Havrix)

GSK

$14.25

$13.50

Hep A-Peds (Vaqta)

Merck

$14.25

$13.50

Hep A-Adult (Havrix)

GSK

$20.82

$20.07

Hep B-Peds (Engerix)

GSK

$10.35

$9.60

Hep B-Peds (Recombivax)

Merck

$10.50

$9.75

Hep B-Adult (Engerix)

GSK

$27.33

$26.58

Hep B-Adult (Recombivax)

Merck

$24.04

$23.29

Hep B-Hib (Comvax)

Merck

$29.50

$28.00

Hib (ActHIB)

sanofi pasteur

$9.00

$8.25

Hib (Hiberix)

GSK

$8.98

$8.23

Hib (PedvaxHIB)

Merck

$11.64

$10.89

HPV4 (Gardasil)

Merck

$108.72

$107.97

HPV2 (Cervarix)

GSK

$96.08

$95.33

Influenza (FluMist)

MedImmune

$15.70

$14.95

Influenza (Fluzone) PC MDV

sanofi pasteur

$9.30

$8.55

Influenza (Fluzone) PF SRY

sanofi pasteur

$10.97

$10.22

Influenza (Fluzone) PF SDV

sanofi pasteur

$10.97

$10.22

IPV (IPOL)

sanofi pasteur

$11.97

$11.22

MCV4 (Menactra)

sanofi pasteur

$82.12

$81.37

MCV4 (Menveo)

Novartis

$82.12

$81.37

MMR (MMR II)

Merck

$18.99

$16.74

PCV13 (Prevnar)

Wyeth

$97.21

$96.46

PPV23 (Pneumovax)

Merck

$34.54

$34.54

Rotavirus (RotaTeq) RV5

Merck

$59.76

$59.01

Rotavirus (Rotarix) RV1

GSK

$89.25

$88.50

Td-Peds (Decavac)

sanofi pasteur

$16.50

$15.75

Td-Adults

Merck

$12.00

$10.50

Tdap (Adacel)

sanofi pasteur

$29.59

$27.34

Tdap (Boostrix)

GSK

$29.59

$27.34

Varicella (Varivax)

Merck

$69.73

$68.98

Other

* Cost is based on CDC Vaccine Price List (7/18/11)      ** Use this column if vaccine is returned to McKesson

 Return Codes: 1-Expired, 2-Power Outage,3-Failure to Store & Handle Properly, 4-Unit Failure, 5-Human Error,  

6-Vaccine arrived with out-of-range temps (notify McKesson and your LHD IMMEDIATELY if your vaccine arrives with out-of-range temps!)

Michigan VFC Program Vaccine Storage and Handling Loss Report (page 1 of 2)  

(Completely fill out both sides of this document)

AMOUNT TO REIMBURSE:

Total value of vaccine loss:


 [image: image4.wmf]Name of person filling out loss report: ______________________________________________

Phone number: (______)_____________________

Is this type of vaccine loss covered under your insurance? _______________     If yes, please give date of insurance claim:  _________/_________/_________

Will you be returning vaccine to McKesson as a result of this vaccine loss?  ________ YES   _______ NO   

If yes, how many return shipping labels will you need? _______   Please Note:  Return only VFC vaccine(s). Private stock 

attached.

 1. Keep a copy of this form for your records (both pages).

 3. Put a copy of the loss report in the shipping box with the vaccine(s) being returned to McKesson.

LHD/MDCH Use Only

Field Rep Notified on _______/_______/________   

Check forwarded to MDCH on _______/_______/________

Reimbursement checks should be mailed to: MDCH Accounting, PO Box 30437, Lansing, MI 48909 (Include a copy of the loss report)





Amount:  $___________







vaccine must not be returned to McKesson. Do not return broken vials, open multi-dose vials, or syringes with needles



      to the State of Michigan, if required. A return shipping label will be sent to you from McKesson once your loss is processed.



MDCH REVENUE INFO:

  

Fund Source

-

Local 16778/0100

   

Index

-

70380

    

PCA

-

86620

    

Comp Obj

-

6225

    

Agency Obj

-

7580                              Rev. 8/25/2011

Michigan VFC Program Vaccine Storage and Handling Loss Report (page 2)

Briefly describe incident for Return Codes 2 - 6:



DESCRIPTION OF LOSS





 2. Submit a copy to your local health department within 7 days of the vaccine loss, along with a reimbursement check made payable to



CORRECTIVE ACTION PLAN

Describe what steps are being taken to assure that another loss does not occur in the future:










STORAGE AND HANDLING EQUIPMENT
Certified/Data Logger Thermometers

1) Be sure your thermometer is of an excellent quality as it provides the “bottom line” temperature measurement for your vaccine storage.  The Sensaphone and Dickson’s temperature readings are compared to the certified thermometer so it is important that the thermometer is accurate and read correctly. All temperature monitoring devices should be centrally located in refrigerator/freezer units.
2) Physically inspect the thermometer twice a day and record the readings on a temperature chart.  Keep the temperature charts on file in case it is necessary to review temperatures from previous months or years.

Dicksons (or other continuous temperature monitoring devices)
1) Dicksons (or other continuous temperature monitoring devices) provide a complete and permanent record of the storage temperatures so they can provide very valuable information.  For instance, a Dickson can tell you the highest temperature a freezer reaches during a defrost cycle.  A Dickson can also tell you the variation in temperatures of a refrigerator during a power outage or equipment failure.  The Dickson allows you to see how temperatures change throughout the day in your refrigerator in between the times that you check the temperature with a thermometer.

2) The pen on the Dickson must be at the correct spot on the graph that corresponds to the thermometer temperature.  Sometimes pens get shifted one way or the other and do not have the same reading as the thermometer.  This is why MDCH requires weekly “calibration” checks of the Dickson. (This calibration or comparison of instruments is an MDCH requirement for local health departments, but it is advisable for anyone using a Dickson or other vaccine monitoring equipment, as it assures that the various devices are working correctly.)  It is best to check for calibration after the refrigerator door has been closed for a long time.  A thermometer will show increases or decreases in temperature more rapidly than a Dickson, so it may take several attempts to get the Dickson in sync with the certified thermometer.  

3) If your Dickson has a digital read-out, you must still check where the pen is tracking for the instrument and the printed chart to be useful.  The line on the graph is what is important as it provides a permanent record to view.  If the pen is not in the correct spot in comparison to the temperature of the unit, the information will not be accurate.  When documenting calibration, document the temperature according to the pen on the chart.  Adjust the pen carefully and as necessary so that it matches the certified thermometer.

Technical support questions for Dicksons, by model type, can be found at http://www.dicksondata.com/misc/technical_support_model.php?selProductSupport=391
Sensaphones (or other temperature monitoring alarms systems)
1) The Sensaphone (or other temperature monitoring alarm system) limits should be set at 35 – 46 degrees Fahrenheit for the refrigerator and a maximum of 5 degrees Fahrenheit for the freezer where varivax is stored.  

2) The Sensaphone will alarm when a problem exists. It does not provide a permanent record of temperatures, as does your temperature chart and/or your Dickson graph, but it is highly valuable in alerting you to temperatures moving outside of the recommended range. 

3) The Sensaphone should be calibrated to the certified thermometer. Readings may not always be exactly the same as the thermometer since the thermometer may react more quickly to changes in air temperature than the Sensaphone does (with the submersible probes in use).  It is best to check the calibration of the Sensaphone with the thermometer after the unit has been closed for an extended period of time.  
4) The Sensaphone should be tested regularly. Expose the probe to temperatures out of range and verify call out is working and numbers are accurate for staff assigned to respond.
Calibration of Vaccine Monitoring Equipment

1. LHD’s are required to “calibrate” their certified thermometer, Dickson (or other continuous temperature monitoring device) and Sensaphone (or other alarm system) at least once a week and to document this calibration on the temperature chart or in another location. The purpose of calibrating is to ensure that all temperature monitoring instruments are providing accurate temperature readings. VFC providers who are using Dicksons, sensaphones or other temperature monitoring/alarm devices, are encouraged to calibrate at least once a week.
2. When you calibrate your thermometer, Dickson and Sensaphone, you may occasionally find slight discrepancies in the temperatures.  This is normal and has to do with how each instrument functions. If the discrepancy is more than 3oF (1.5oC) from the reading on the certified thermometer, make adjustments and document the action.
3)  What can cause discrepancies?  Here are some examples. 

a. The Sensaphone probe is inserted into a liquid and so it changes temperature more slowly than the air temperature being measured by the thermometer.  

b. The Dickson moves very slowly and so doesn’t show short term changes in the temperature, such as when a refrigerator door is opened for a minute or two.  

c. The thermometer is near the fan where there is a lot of cold air flow in the refrigerator, while the probe is shielded by boxes of vaccine above it.

Calibrate your monitoring instruments carefully.  Use the certified thermometer for the baseline temperature, not the Sensaphone or Dickson.  Check the temperature recorded by the Dickson graphing pen on the chart (not the digital read-out) so that the pen will be adjusted to the proper position.  

Monitors and Alarms*
Sensaphone



Dickson Temperature Recorders

Toll Free: 1-877-373-2700


Toll Free: 1-800-757-3747

www.sensaphone.com


www.DicksonData.com

Certified Thermometers*

Thermometers must be certified by the National Institute of Standards and Technology (NIST.)  Scientific and laboratory supply houses are generally good sources for certified thermometers. Thermometers obtained through appliance suppliers are less likely to be certified. Each certified thermometer should come with an individually numbered traceable certificate stating that it has been tested against NIST standards. The date of certification is the date the manufacturer certified the thermometer.  Usually certification lasts 1-2 years from the date the unit was placed into vaccine storage units. Please record the date use began on the certificate.  This document is different from the manufacturer’s warranty. When purchasing thermometers consider the cost of recalibration as well as purchase price; for some less expensive thermometers, periodic replacement may be more cost-effective than recalibration.

 
Plug Covers
Can be purchased at any hardware-type store or baby products retailers.

Miscellaneous 

(Some of these materials are available in the Vaccine Storage & Resources Section of the AIM Provider Tool Kit. If you do not have an AIM Provider Tool Kit, contact your local health department.)


Vaccine storage information flyers, posters, and/or charts
Warning signs (Do Not Unplug)
Temperature log charts (found in this section on pages 7 & 8)

Refrigerators/Freezers

Before buying a refrigerator or freezer: 

1. Do some research. Look online. Contact other clinics. Obtain expert advice by talking to a sales representative. 

2. Look into maintenance and warranty plans offered by the manufacturer or retailer for parts and the compressor. 

3. Make sure the unit meets the specifications below. 

4. Base your choice on the amount of vaccine your clinic stores each year, both VFC and private purchase. 

	Volume 
	Approximate doses/year 
	Recommended refrigerators/freezers 

	High 
	10,000 or more 
	Purpose-built (lab or pharmacy grade) refrigerator-only or freezer-only unit designed for optimum cooling capacity and stable temperature 

	Medium 
	2,000-10,000 
	In order of preference, with the first being the best: 

Purpose-built (lab or pharmacy grade) refrigerator-only or freezer-only unit designed for optimum cooling capacity and stable temperature control 

Household refrigerator-only or freezer-only unit (can be an under-counter model) 

	Low 
	2,000 or less 
	In order of preference, with the first being the best: 

Smaller, under-counter version of a purpose-built (lab or pharmacy grade) refrigerator-only or freezer-only unit 

Household refrigerator-only or freezer-only unit 

Household-style combination refrigerator-freezer with separate exterior doors and separate controls in each compartment 


Note:  The Michigan Department of Community Health does not endorse or recommend any one
           brand of refrigerator or freezer.

Other considerations when estimating vaccine storage space:

1. Only 30 percent of the space in a typical combination refrigerator-freezer is acceptable for vaccine storage.

2. Vaccines should never be stored:

a. On refrigerator shelves directly beneath air vents (generally this mean the top shelf)

b. In refrigerator vegetable bins or deli crispers

c. Within two to three inches of refrigerator wall surfaces

d. Outside of their original manufacturer packaging

3. Optimal refrigerator/freezer features:

a. Ability to maintain uniform temperatures, preferably with a preset temperature of 40oF (4oC) in a refrigerator and a preset temperature of 0oF (-18oC) in a freezer.

b. Enough usable space to hold the year’s largest inventory, such as the back-to-school rush or flu season

c. Automatic defrost cycle

d. Temperature gauge certified, calibrated, and traceable by the National Institute of Standards and Technology (NIST)

4. Highly desirable, but not required, refrigerator/freezer features (the GOLD standard):

a. Negative-pressure doors that close automatically

b. Built-in thermometers

c. Security locks

d. Wire racks (as opposed to glass)

e. Visible temperature displays

5. Unacceptable refrigerator/freezer features:

a. Visible cooling plates or open coils on the back wall of the unit

b. Dormitory-style, bar-style, or restaurant-grad refrigerator/freezers. (They are unable to maintain the temperatures needed for storing vaccines.)

c. A manual defrost freezer combined with a cyclic defrost refrigerator compartment and a visible cooking plate in the back of the refrigerator

6. Advantages of a purpose-built refrigerator or freezer:

a. Maintains temperatures well, temperatures can be pre-set at the factory 

b. Good temperature recovery when the unit has been opened to get vaccines

c. Nearly all the internal space in the unit can be used to store vaccines (Usable space is much more limited in household refrigerators.)

d. Allows defrosting without rises in temperature

e. Provides an internal thermometer with a display on the outside of the unit

f. Offer the option of alarm and safety features to alert you to or prevent temperature fluctuations in the cabinet

g. Includes key locks so doors can’t be opened by unauthorized staff

7. Costs and where to find refrigerators/freezers:

a. Purpose-built lab- or pharmacy-grade refrigerator-only and freezer-only units are sold by specialty distributors. Cost: $900 to $10,000

b. Under counter purpose-built (lab- or pharmacy-grade) refrigerator-only or freezer-only units are sold by specialty distributors. Cost $900 and up

c. Household refrigerator-only and freezer-only units are available through major appliance retailers. Cost $400 to $4,000

d. Combination household refrigerator-freezers with separate doors and controls are available through major appliance retailers. Cost $800 and up

Why refrigerator/freezer specifications are changing:

For years it has been acceptable to use any household refrigerator to store vaccines—but this is changing. The main reason is that both the quantity and cost of vaccines have increased significantly in recent years.

Not only are there new vaccines and expanded immunization recommendations, but also more vaccines are coming from the manufacturer in pre-filled syringes that take up more space than vials. As a result, providers need more space to store vaccines than they used to. In a typical combination refrigerator-freezer, only 30 percent of the space is acceptable for vaccine storage. 
For example, vaccines cannot be stored in drawers, on doors, closer than three to four inches from walls, or on the top shelf, which is too cold for vaccines. So these units no longer meet the need of many clinics.

Increased vaccine usage has also meant an increase in the amount of vaccine lost due to improper storage. Now, more than ever, we need to be certain that refrigerators and freezers meet all the specifications needed to protect the potency of valuable vaccine. You can find additional information about commercial refrigerators currently used within some local health department clinics at the following websites:

http://us.sanyo.com/Biomedical-Preservation*

www.helmerinc.com*

http://www.powersscientific.com/prod_refr-constant.htm*

*Information provided should not be considered an endorsement of any products available from
  these companies.
You can find information about certified thermometers* at these websites:
www.hbinstrument.com/product_detail.php?p=1110  (Frio-TempThermometers)
www.fishersci.com/Coupon?cid=1328&gid=203749&details=Y

www.control3.com/4048p.htm

www.weberscientific.com/  (follow links to digital alarm thermometers)

www.control3.com/4127p.htm

www.cappusa.com 

www.omnicontrols.com/ 

www.partlow.com 
www.streck.com
www.dcglass.com 
*Information provided should not be considered an endorsement of any products available from   these companies
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As mandated by the CDC and the Michigan Vaccines for Children program, all vaccine storage units are required to have:


This temperature data (along with your twice-a-day temp logs) must be kept in a safe, retrievable place for at least 3 years.

What does this all mean?                          

“Certified in accordance with NIST or ASTM standards”:  A certificate of calibration accompanies thermometers that have undergone calibration testing against a reference standard to ensure accuracy. 
Calibration and certification
Most of thermometers require an additional fee for the NIST traceable certificate of calibration. The calibration certificate informs the user of a thermometers true level of accuracy (i.e. ±.5° C). Consult your vendor about your unit’s re-calibration options. Remember to keep your updated NIST-traceable calibration certificate accessible. VFC staff may ask to see it during clinic visits. Often times the manufacturer will offer an adjustment option (i.e. setting the unit back to factory specifications) for an additional fee. As an example, ThermoWorks has secured an agreement with Lascar (makers of the USB data loggers) to send any units falling outside factory specifications back to Lascar for adjustment. This service is anticipated to cost slightly more then the annual-recalibration and is a terrific option for those units suffering from extreme accuracy “drift”.

How often?

Advice on recalibration schedules will vary but the generally agreed upon industry standard is an annual (yearly) re-calibration schedule. If a manufacturer recommends a different schedule -- as Dickson has with their temp wheels – you are to follow that schedule instead. Speak to your vendor to see if there are specific recommendations for your chosen unit.

Accuracy
When choosing a logging thermometer, look for high accuracy. Shoot for ± .5°C (± 1.0° F) if possible.

Display                                                

Each of the example units listed below were chosen for their ability to

display the current temperature in real-time. This is essential for taking

your twice-a-day temperature readings. There has been some debate

about the reliability of LCD screens under freezing conditions. If you are using an extremely cold freezer (-25°C or colder) you may want to consider a unit that mounts on the outside of the refrigerator/freezer and uses wire probes for temperature readings.

Internal vs. external temperature probes
For the most part, this is a matter of preference. Some clinics enjoy the ease of use afforded by an internal probe, stand alone unit. They eliminate the hassle of running wires and reading confusing dual-probe displays. However, others prefer the external probe units for their lower cost, ability to display without opening doors and reduced overall wear. As stated previously, if you are using an extremely cold freezer (-25°C or colder), an external probe for your freezer is recommended.

Functionality (high/low alarm)
Always choose a unit that allows you to set a high and low alarm. While not a specific requirement by the VFC program, a high/low alarm is an essential tool for monitoring your vaccine supply. With this functionality, your clinic will be alerted any time your refrigerator or freezer temperature goes outside of the recommended range. 

Continuous-tracking

Continuous-tracking refers to a thermometer’s ability to graph temperature over time. Do not confuse a high/low recording thermometer with a continuous-tracking thermometer. High/low units only offer basic information about the warmest and coldest temperature a thermometer has reached. By contrast, continuous tracking units give you the ability to review and store all past temperatures (on a paper wheel or electronically) for future reference.
Software

Some digital units do not include graphing software and will require an additional purchase. Refer to the individual descriptions for more information on software options. 

Wireless systems                    

There are numerous options when it comes to wireless/Ethernet/LAN systems. These are often a costly investment but the quality and accessibility of data is unmatched. Clinics will need a competent IT staff person to help implement such a system.

The VFC program policy requires that the thermometer be manually reviewed 
and recorded twice daily. 

Stand-alone digital loggers

Description: Digital loggers come in a myriad of shapes, sizes and styles. They are often simple to use and highly customizable. Some manufacturers offer units that allow for dual (freezer and refrigerator) temperature monitoring in one unit. Digital units work by storing continuous temperature data in the device’s built-in memory or external media card. This stored data can then be downloaded to your computer (i.e. every Monday) for review and archive. 

A.  Lascar USB Temp/Humidity Data Logger w/ LCD Display 


$97.00 (On sale $89.00) VFC5000-LCD. Stand alone data logger with display 

(Don’t forget to purchase a NIST-traceable certificate of calibration.) 

$100.00 (On sale $95.00) VFC5000-TC. This unit allows for the attachment of a K, J or T type thermocouple probe which can be paired with a glass bead or glycol filled bottle. 

Not much larger then a traditional data flash drive, these little data loggers include all of the features needed to comply with Oregon VFC and CDC requirements. Place each unit in a central location inside of your fridge and freezer and use the LCD screen for an easy twice-a-day temperature check. Every week the logger can be downloaded and saved/ printed to a safe location. Perhaps most importantly, the built-in alarm LED alerts you to any out-of-range temperature on a real-time basis. 
[image: image5.emf]
• Temperature, humidity, and dew point 

• LCD for quick viewing 

• Range: -35°C to 80°C 

• Accuracy to ±0.5°C (±1°C for the thermocouple probe model) 

• Store up to 16,328 readings per channel 

• Connects directly to PC via USB 

• Software and PC connection included 

• LED alarm indication 

• No cables, dongles or docks 

• 1 year battery life 

• Free software included 

Battery life: It is recommended that you keep a spare 3.6V ½ AA lithium battery on hand to avoid data loss or reduced performance. Search internet merchants for reasonable prices.  This unit is offered by several distributors, each offering different prices and specials. Please contact one of the following distributors for more information: 
Control Solutions (Warren, OR): www.VFCdataloggers.com 

ThermoWorks: www.ThermoWorks.com 

TheDataLoggerStore.com: www.microdaq.com 

B.  ThermaData Logger- Series II with LCD Display (Model TD and TD2C) 
[image: image6.emf]
$109.00 (+ $45.00 for 2-point NIST-traceable certificate of calibration) per unit. 

USB download cradle sold separately. 

*Note: The new model (TD2C) allows for two removable external wire probes. 

Hang each unit in a central location inside of your refrigerator and freezer for a continuous log of downloadable temperature data. If you prefer to control both refrigerator and freezer from one unit, ask Dalen at ThermoWorks about the TD2C model. A flashing warning light alerts you if temperatures have gone out of range. 

• LCD displays cur rent reading 

• Stores 4,000 readings (2,000 per channel) 

• Out-of- range alarm indication 

• 2 year battery life 

• Range to 257°F (125°C) 

• Accuracy to ±0.9°F (±0.5°C) 

• Single software suite for all loggers 

Each logger includes an integrated LCD display so you can quickly check the current reading. The logging interval is user-selectable from 6 seconds to 250 minutes. 

Start your logger right on site with a convenient magnet start key. LED indicators show alarm conditions and that the logger is active. Download your data directly into a single software suite for viewing. Graphs can be overlaid, exported to Excel, viewed, and analyzed all with ease and convenience. 

Specifications: 
Temp. Range (internal): -40°F to 185°F (-40°C to 85°C) 

Temp. Range (external): 40°F to 257°F (-40°C to 125°C) 

Accuracy: ±0.9°F (±0.5°C) 

Memory: 4,000 readings (2,000 per channel) 

Sample Rate: 6 sec. to 255 min. 

Battery/Life: 3.6V Lithium/2 year battery life 

Display: 1/8" diam. X 4.25"L w/3' cable 

Display: 2 LEDs/LCD 

For more information visit: www.ThermoWorks.com 

C. SM325: Time-Saver Two-Probe Temperature Data Logger 
[image: image7.emf]
$399.00 (+$99.00 for 1 point NIST-traceable certificate of calibration) per unit. 

$79.00 Dicksonware software and USB cable sold separately. 

*Note: This unit comes in multiple configurations/prices. The options include a unit with Ethernet connectivity for e-mail notifications. 

Unit mounts on the outside of the refrigerator and wire probes are placed in the freezer and refrigerator compartments. Data is downloaded on a regular basis via the main unit or FLASH memory card. Out-of-range temperature warnings are displayed both visually and audibly. 

• USB-enabled triple-speed downloading • FLASH memory card data transfer-capable • 2 K-Thermocouple Probe 

• Jumbo display PLUS visual/audio alarms 

Specifications: 
Remote Sensor: 4’ Teflon coated K-Thermocouple bead-wire probe with mini-connector 

Remote Temperature Accuracy: ±1.8°F (±1°C) logger only; ±7.9°F (±4.4°C) 

Download Type: USB, Serial or Memory Card 

Keypad Functions: 3 buttons with tactile feedback; Min/Max, Alarm, Download 

Power Source: Batteries, 4 AA Alkaline; AC adapter - optional (Input Voltage/Current: 120VAC/60Hz/16W; Output Voltage/Current: 9VDC/1A 

Input Connections: Plugs directly into outlet; Output Connection: 3.5mm stereo plug; Length: 6 feet) 

Battery Life (Avg): 6 months 

Battery Backup: Yes with optional AC Adapter 

Memory: EEPROM, Removable Flash Storage Device - stores data from 1000+ Data Loggers 

Data Capacity: 32000 16-bit Samples 

Sample Interval: Records data in configurable 1 second to 24 hour intervals, in 1 or 10 second increments. 

Alarm: Audio/Visual 

Calibration: Standard Dickson Certificate of Calibration 

Available Calibration Options: User: zero point, Factory: NIST traceable 

Included Accessories: Batteries, instruction manual 

DicksonWare™ Computer Interface: RS-232 serial (COM) port or USB 

Warranty: 12 Month Limited 


Stand-alone option for clinics without computer access 

If you don’t have access to a computer, a paper-based logger may be your only choice. 

A. VFC70 4" Vaccine Chart Recorder, -18 to +21°C 
[image: image8.emf]
$259.00 (+ $99.00 for NIST-traceable certificate of calibration) per unit. 

Dickson has designed the VFC21 chart recorder with an easy-to-read chart clearly showing when refrigerators or freezers go out of acceptable temperature range and for how long. This unique chart recorder highlights acceptable ranges for refrigerator vaccines (2 to 8°C) and freezer vaccines as well (-15°C and lower). 

Calibrated and Certified 

24/7 Continuous monitoring, even during nights and weekends 

4” Diameter Easy-to-Read Vaccine Chart Circular Bands on Chart Show Acceptable Vaccine Ranges 

Digital Display for Quick Reference 

Perfect for Refrigerator and Freezer 

Small Compact Size 

Made in the USA 

Specifications: 








Temperature Range: -18 to 21C 

Temperature Accuracy: ±2% of full scale (pen) 

Temperature Sensor: Precise spiral-wound bimetallic strip transducer Power Source: One AA battery (user replaceable) 

For more information visit: www.Dicksondata.com 

Wireless logging systems 
Description: Wireless systems are the most advanced option available for temperature monitoring. Such a system allows a clinic to monitor refrigerator and freezer temperatures in real-time on a remotely connected PC (and in some cases, via internal network or intranet). Wireless systems are best suited for clinics with multiple refrigerators and freezers and the need to remotely monitor and graph temperatures in real-time. Best of all, you can set these systems to alert you to a temperature excursion in real time via cell phone, pager or e-mail. 

These systems save staff from having to manually download temperatures or change out paper wheels on a weekly basis. Please note: a wireless system does not preclude you from continuing to document your temperatures twice a day. 

You have many options when it comes to wireless/internet based logging systems. A few of these options are listed below: 


A.  T&D wireless/Ethernet/LAN data loggers

1. Wireless RTR-5 Series is a system wherein the data measured and recorded by the data logger units can be transmitted to any of the T&D multi-functional Communication Interfaces (RTR-57U / RTR-50 / RTR-5W) via short wave radio communication. 
[image: image9.emf]
2. Thermo Recorder TR-7W is a new type of Temperature & Humidity Data Logger that incorporates an Ethernet / LAN interface. This capability allows for quick and easy collection of recorded data and monitoring of current conditions; it can even send warning E-mails. These data loggers can be connected to either a wired or wireless LAN, allowing cost effective control of temperature and humidity from remote locations. 

For more information visit: http://www.tandd.com 

[image: image10.emf]
B.  Accsense wireless system  
[image: image11.emf]
The A1-02 Temperature Sensor Pod is designed for measuring temperature at a remote site. Right out of the box, it will measure the ambient temperature. Additionally, the screw terminal connector can be used for hooking up multiple highly-accurate and extreme-temperature-range sensors. 

The gateway is the junction between your data and the internet. The B1-01 Web Enabled Gateway sends all of your data to our secure servers, located at Rackspace. Data can be downloaded as a CSV file, and loaded into most database applications. Additionally, our servers can send out alerts (with Premium Subscription) to inform the appropriate people when a reading falls out of range. 

All of the measurements acquired using the Accsense Solution are immediately available on your secure Accsense Account, online. Each gateway requires an online account subscription. Updated in real-time, you can plot measurement history, analyze tabular data, and set alarms to watch your data and provide email, pager, or cell phone alerts. 

For more information visit: http://www.accsense.com/
[image: image12.emf]       [image: image13.emf]
 C.  Temp Trak wireless system 
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The Temp Trak system has a base receiver that is connected directly to a local area network. In a normal installation, there is on average one base receiver located per building. They are normally located near a network closet. The balance of the facility is covered by non-obtrusive signal repeaters which can be located throughout the facility. 

Temp Trak tracks the event from the time of occurrence until the time the event is cleared and records all the corrective actions for reporting purposes.        
Temp Trak provides a whole host of user-friendly reports from hourly to daily to monthly. The reports can be graphic or numeric. The software is designed to recognize user identity and only provide the information that the user is approved to view. Users are also configurable for read-access only. 

For more information visit: http://www.cooper-atkins.com/ 
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Non-data Logger Thermometers

FRIO-Temp Thermometers 

[image: image16.emf]
Easy-to-Read, Made in the USA NIST Traceable Certificate of Compliance The FRIO-Temp® Thermometer is available in several styles. Each is designed to accurately measure temperatures in blood banks, freezers and refrigerators. It utilizes a safe, nontoxic, nonhazardous, biodegradable Enviro-Safe® bottle and liquid or glass beads. 

This style of unit is offered by several distributors. Below are two examples: 
LabSource: https://www.labsource.com 

VWRLab Shop: http://vwrlabshop.com

Extra Equipment

Description: This section was created to showcase additional equipment, add-ons and services you may want to consider when assessing you vaccine storage and monitoring needs. These options are in no way required to participate in VFC; they are merely being offered as a resource for those who are interested. 

 Alarm phone dialers 
These are sold by several manufacturers with varied models, styles and prices to choose from. They are designed to call pre-determined phone numbers when the attached temp probe goes outside of the user-set range. Alarm phone dialers are especially useful in areas that experience frequent power outages. 

[image: image17.emf]

    This style of unit is offered by several distributors. Below are three examples: 
        Sensaphone: www.sensaphone.com 

        Dickson: www.dicksondata.com 

        United Security Products: www.unitedsecurity.com 


Refrigerator /freezer power back-up

[image: image18.emf]
Disruption in power supply is one of the most frequent causes of costly vaccine loss. It doesn’t take long for a refrigerator and freezer to begin to warm once the power has been cut. With this in mind, a clinic may want to consider adding a secondary source of power in case of emergency. If a clinic already has a back-up system, it is highly recommended that you have your refrigerator placed on that emergency power circuit. 

For those clinics without one, a small back-up generator might be a great option for an extra layer of protection. Backup generators should be of a sufficient capacity to run continuously for 72 hours if necessary. Plans should be made to ensure that an adequate supply of fuel is on hand. 

Guardian: www.generac.com 

Winco: www.wincogen.com

Record the temperature at the time of departure. Check the temperature every hour during transport and document.  As soon as you reach the destination site, check the vaccine temperature. If the vaccine is:





Between 35oF and 46oF, put it in the refrigerator.


Below 35oF or above 46oF, immediately contact the vaccine manufacturer and then your local health department. Then label the vaccine “DO NOT USE” and put it in the refrigerator.
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“Calibrated thermometers in all refrigerator and freezer compartments used for VFC vaccine storage in order to monitor temperatures.  Each device is to be covered by a Certificate of Traceability and Calibration.  The traceability declaration is to confirm that the measurement standards and instruments used during calibration of the product are traceable to an ISO/IEC 17025 accredited testing laboratory, 


to National Institute of Standards and Technology (NIST) or


to another internationally recognized standards agency.”





-2011 CDC VFC Operations Guide, Module 6, p. 4








Vaccines for Children
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PREVENT LOSS FROM EXPIRED VACCINES!!





Check and rotate your stock at least monthly.  (Post vaccine expiration date table.)  


Notify your local health department if vaccines are going to expire within 3- 6 months.
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Pack Vaccine
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Guidelines for vaccine transport and short-term storage
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