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In response to reported cases of vaccine-acquired rotavirus infection in infants with severe combined immunodeficiency (SCID) following rotavirus vaccine administration, both Merck & Co. and GlaxoSmithKline Biologicals have revised the prescribing information and patient labeling for their respective rotavirus vaccine products, pentavalent rotavirus vaccine (RV5) and monovalent rotavirus vaccine (RV1),. With the approval of the Food and Drug Administration. Merck revised the prescribing information and patient labeling for RV5 in December 2009, as did GlaxoSmithKline Biologicals  for RV1 in February 2010. 

After the revision to the RV5 prescribing information, CDC sought consultation from members of the former Rotavirus Vaccine Work Group of the Advisory Committee on Immunization Practices (ACIP). On the basis of that consultation and available data, CDC is updating the list of contraindications for rotavirus vaccine.
Rotavirus vaccine (both RV5 and RV1) is contraindicated in infants diagnosed with SCID.

SCID includes a group of rare, life-threatening disorders caused by at least 15 different single gene defects that result in profound deficiencies in T- and B- lymphocyte function. The estimated annual incidence of SCID is one case per 40,000--100,000 live births, or a total of approximately 40--100 new cases among infants in the United States each year. SCID usually is diagnosed after an infant has acquired a severe, potentially life-threatening infection caused by one or more pathogens. Infants with SCID commonly experience chronic diarrhea, failure to thrive, and early onset of infections. Chronic, wild-type rotavirus infection has been reported in infants with SCID, with resulting prolonged diarrhea or shedding of rotavirus.  Diagnosis and hematopoietic stem cell transplantation before onset of severe infections offer the best chance for long-term survival of SCID patients.
Consultation with an immunologist or infectious disease specialist is advised for infants with known or suspected altered immunocompetence before rotavirus vaccine is administered 

You may acccess the the revised Package inserts for RotaTeq at: 

http://www.fda.gov/biologicsbloodvaccines/vaccines/approvedproducts/ucm094063.htm
You may access the revised Package insert for Rotavix at: 


http://www.fda.gov/biologicsbloodvaccines/vaccines/approvedproducts/ucm133920.htm
If have any questions, please contat the Maine Imunization program at 287-3746. 
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