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Important Informational Memo – HIB Recall

To:
Maine Immunization Providers


From:
Jiancheng Huang, Director, Maine Immunization Program


Subject:
Information on HIB Recall


Date:
December 14, 2007
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The Maine Immunization Program has specific information for Maine Immunization Program providers that may have state supplied HIB vaccine in their inventory that is involved in the voluntary recall of HIB vaccine by Merck & Co.  The specific lot numbers are updated on Page 2 of this memo.  Based on the recall, MIP asks that you:
Information specific to Maine Immunization Program providers:

· Check your vaccine inventory to see if it includes any of the lot numbers on the next page.

· Immediately discontinue use of any of the affected lots in your inventory.  
· Separate any affected lot numbers from the rest of your vaccine inventory.  It is recommended that you remove them from your refridgerator,  put them aside and mark them as unusable.
· DO NOT return any state supplied vaccine at this time – hold for return instructions.  A letter dated December 11, 2007 sent by Merck to your office included return instructions for VFC (Vaccines for Children) HIB vaccine affected by the recall.  However, there are some issues that need clarification for state supplied vaccine.   We will forward return instructions as soon as the information is available, hold the vaccine until that time.
· Affected lot numbers will be made inactive from inventories on ImmPact2 (the immunization registry) during the week of  December 17th.

The Maine Immunization Program has not received information from CDC about reordering HIB vaccine.  We will contact you with such information as soon as we receive guidance from CDC.

Until we have reordering information:

· All HIB orders will be suspended.  
· Do not include HIB on your future orders until further notice.  
· Previously submitted HIB orders will not need to be resubmitted but will be held until we receive notification from CDC.
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The specific lots involved in the recall are:

	Product Description 
	Lot #
	Expiration Date

	PedvaxHIB®
	0677U
	11 January 2010 

	PedvaxHIB® 
	0820U
	12 January 2010 

	PedvaxHIB® 
	0995U
	16 January 2010 

	PedvaxHIB® 
	1164U
	18 January 2010 

	PedvaxHIB® 
	0259U
	17 October 2009 

	PedvaxHIB® 
	0435U
	18 October 2009 

	PedvaxHIB® 
	0436U
	19 October 2009 

	PedvaxHIB® 
	0437U
	19 October 2009 

	PedvaxHIB® 
	0819U
	09 January 2010 

	PedvaxHIB® 
	1167U
	10 January 2010 

	COMVAX® 
	0376U
	05 January 2010 

	COMVAX® 
	0377U
	08 January 2010 


No other lots of PedvaxHIB or COMVAX and no other Merck products, are affected by this recall.
Important Note:  There is no need to revaccinate patients that have received vaccine from any of the affected lot numbers.

Any potentially vaccine-related adverse experiences should be reported to the Vaccine Adverse Event Reporting System (VAER) at 1-800-822-7967 (or at www.vaers.hhs.gov) and to Merck at 1-800-672-6372.  If you have have any questions concerning medical or other issues, please contact the Merck National Service Center at 1-800-672-6372.  

Further information on the recall can be found at the following links:  http://www.cdc.gov/vaccines/recs/recalls/hib-recall-faqs-12-12-07.htm
http://www.fda.gov/consumer/updates/hib121307.html
The Maine Immunization Program appreciates your cooperation in this matter and will provide additional information on the recall, vaccine return and reordering as soon as it becomes available.  Thank you.
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