[bookmark: _GoBack]
Maine Immunization Program
Statement of Policy 

Title of Policy: Out of Range Temperatures 				  Policy Number:M6-11

Effective Date: January 1st, 2013	
		      	 
Purpose:  The purpose of this policy is to outline the steps that must be taken whenever publicly purchased stored vaccine is stored at a temperature that may compromise the stability of publicly purchased vaccine. 

Refrigerated vaccine (MMR, DTaP, Tdap, IPV, PCV, Hep B , Hep A,  influenza, RV and  Hib) should be maintained  between temperatures 35°F and 46°F (2°C and 8°C). 
The temperature should never fall below 35°F (2°C) or rise above 46°F (8°C).
Set the temperature mid-range to achieve an average of about 40°F (5°C). 
This temperature setting will provide the best safety margin.

Freezer vaccine (Varicella, MMR-V and Zoster) should be maintained between temperatures 
-58°F and +5°F (-50°C and -15°C).

If at any time publicly purchased vaccine is stored at a temperature outside of the recommended ranges for any length of time, the following steps should be taken:

1. Notify the primary or alternate vaccine coordinator immediately of any vaccine 
      storage unit temperature that is outside the recommended range (temperature excursion). 
      If the primary coordinator or alternate coordinator is not available, report the problem 
      to an immediate supervisor. 
2. Note if water bottles were in the refrigerator and frozen coolant packs in 
      the freezer at the time of the event. 
3. Label the vaccines “DO NOT USE.” A clearly labeled paper bag can be 
      used for this purpose. This will reduce risk of inadvertently using 
      vaccines that may have reduced potency because they were stored 
      under inappropriate conditions. 
4. Immediately store the vaccines under appropriate conditions separate 
      from other vaccine supplies. 
5. Contact the vaccine manufacturers for guidance on the viability of vaccine. 
6. Document in the text box of your monthly temp log what action you 
      have taken concerning the vaccine. 
 
 If vaccine is non –viable you must:
 - Reconcile the vaccine out of inventory in Immpact using the correct reason 
   in the drop down menu
-  Contact MIP to report your expired and non-viable vaccine.
-  MIP will work with you to complete the expired and non-viable form. 
-  MIP will request to have return labels sent to your location by McKesson. 
-  MIP will fax you your expired and non-viable vaccine return form with your Return Authorization #
-  You should receive the labels in 7 to 10 business days.
-  Vaccine should be return to McKesson within 30 days of request.

Packaging:

· Proceed to return the non-viable vaccine to McKesson in any packaging that will ensure no breakage of the product being sent back.
· Do not include any syringes that have drawn up by your facility.
· Do not include any needle tips with manufactured prefilled syringes.
· Do not send partial vials when returning multi dose vials  
Include this form in the McKesson vaccine shipment box with your expired or non-viable vaccine

References:  Vaccine Storage and Handling Toolkit, Centers for Disease and Control and Prevention, National Center for Immunization and Respiratory disease. Page 29
http://www.cdc.gov/vaccines/recs/storage/toolkit/default.htm

Vaccines for Children Operations Centers for Disease and Control and Prevention, National Center for Immunization and Respiratory Disease. 
http://www.cdc.gov/vaccines/programs/vfc/awardees/op-guide.html

Maine Immunization Program Policies 
http://www.maine.gov/dhhs/mecdc/infectious-disease/immunization/program-policies/index.html
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