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TO:             Maine Immunization Providers
FROM:
   Maine Immunization Program (MIP)
SUBJECT: Healthcare Providers Can Resume the Use of ROTARIX®   
DATE:        May 26, 2010
On May 14, 2010, the U.S. Food and Drug Administration (FDA) determined that it is appropriate

for clinicians and public health professionals in the United States to resume the use of ROTARIX®
(Rotavirus Vaccine, Live, Oral) Oral Suspension. This recommendation supersedes FDA’s prior

recommendation that healthcare practitioners temporarily suspend use of ROTARIX as a precaution,

while the FDA learned more about the presence of porcine circovirus type-1 (PCV-1) in the vaccine (this

information was previously communicated by GlaxoSmithKline (GSK) in a letter dated March 22, 2010).

The official FDA release can be viewed in its entirety at: 
http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm212149.htm
In its announcement on May 14, the FDA stated that the benefits of rotavirus vaccination are substantial,

and include prevention of hospitalization for severe rotavirus disease in the United States. The FDA

further concluded that these benefits outweigh any theoretical risk posed by PCV-1. The agency reached

its decision based on a careful evaluation of information from laboratory results, including results

from GSK and the FDA’s own laboratories; a thorough review of the scientific literature; and input

from scientific and public health experts and members of the FDA’s Vaccines and Related Biological

Products Advisory Committee, which convened on May 7, 2010. Additional information on the FDA’s

current recommendation is available at the FDA Web site:

http://www.fda.gov/BiologicsBloodVaccines/Vaccines/ApprovedProducts/ucm212140.htm
The MIP distributed ROTARIX® before the FDA recommended to temporarily suspend use of the vaccine.  At this time due to the cost and other resource limits, the MIP is not able to resume distribution of ROTARIX® and will be providing ROTATEQ® until further announcement. If you currently have State supplied ROTARIX® in your refrigerator, the MIP encourages you to administer this vaccine before the expiration date.  If you are unable to administer any remaining doses of ROTARIX®  before the expiration date, please transfer them to other MIP providers in your area to help alleviate any wastage of this vaccine. ROTARIX® is available to order privately for your office.  Both ROTARIX® and ROTATEQ® can be recorded into the Immpact2 registry system.
Recommended Schedule and Administration 
ROTARIX®  series consists of two 1-mL doses administered orally. The first dose should be administered to infants beginning at 6 weeks of age. There should be an interval of at least 4 weeks between the first and second dose. The 2-dose series should be completed  by 24 weeks of age.  

ROTATEQ®   The vaccination series consists of three ready-to-use liquid doses administered orally starting at 6 to 12 weeks of age, with the subsequent doses administered at 4 to 10 week intervals. The third dose should not be given after 32 weeks of age. 
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	Vaccine

	Characteristic
	RV5*
	RV1**

	No. doses in series
	3
	2

	Recommended ages for doses
	2, 4, and 6 mos
	2 and 4 mos

	Minimum age for first dose
	6 wks

	Maximum age for first dose
	14 wks and 6 days

	Minimum interval between doses
	4 wks

	Maximum age for last dose
	8 mos and 0 days


  *RotaTeq® **Rotarix®
Interchangeability of Rotavirus Vaccine 
ACIP recommends that the rotavirus vaccine series be completed with the same product whenever possible. However, vaccination should not be deferred if the product used for previous doses is not available or is unknown. In this situation, the provider should continue or complete the series with the product available. If any dose in the series was RotaTeq or the product is unknown, a total of three doses of rotavirus vaccine should be given. 

Thank you and if you should have any questions or concerns, please contact the Maine Immunization Program at 1-800-867-4775.
Table: Schedule for Administration of Rotavirus Vaccines
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