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MEMORANDUM

DATE:
March 23, 2010

TO:
Vaccine For Children Providers
FROM:
Rubén A Tapia, MPH. Director


DHH OPH Immunization Program


Patricia Simon


Vaccine Procurement and Distribution Manager 

Subject:
Food and Drug Administration temporarily suspending the use of Rotarix.

Priority:
High

The Food and Drug Administration is temporarily suspending the use of Rotarix vaccine made by GlaxoSmithKline or GSK. 

As a result of an external academic research project using a new technology, Porcine Cirovirus Type 1 genetic material, or PCV1, was detected in the Rotarix vaccine.  There is no evidence of a safety risk to humans or animals from this type of genetic material.  

FDA is asking that the use of the vaccine be temporarily suspended while they convene an advisory committee to review the information.  

Additional details will be provided in the very near future by the FDA.  The FDA wants to stress this decision is based on an abundance of caution – the vaccine has an excellent safety record.  The decision is based on the fact that these evolving technologies may have an impact on future regulatory responsibilities – they want to take a period to pause, review data, and then take further action as indicated. 

Meantime, please hold and maintain the Rotarix vaccine refrigerated.  As soon as more information becomes available we will pass it along to you. Thank you for your support and understanding.

For information on materials related to today’s FDA Press Briefing on Rotarix Vaccine can be found online at: http://www.fda.gov/BiologicsBloodVaccines/Vaccines/ApprovedProducts/ucm205539.htm 

Here is the link to the press release and other information on the FDA website regarding the recommendation to suspend use of the Rotarix vaccine http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm205625.htm
Please place your replacement orders in the usual manner.  Thanks.
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Bobby Jindal


GOVERNOR








Alan Levine


SECRETARY
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Please route to:


Clinical supervisor


Medical director


Clinic manager


Clinic staff


Pharmacy


Vaccine staff
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