
Brand Rotarix™

Non-proprietary name/ 
dosage form

Human rotavirus, live, attenuated, oral vaccine for oral suspension  
Active immunizing agent

Available in an oral applicator with a plunger stopper in pack sizes of 1, 5,10, 25, 50 or 100.
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Demonstrated Efficacy

Customer Service/Med Info

For active immunization of infants from the age of 6 weeks for the prevention of gastroenteritis 
caused by rotavirus types GIP[8], G2P[4], G3P[8], G4P[8] and G9P[8]. The results from clinical trials 
suggest that the vaccine’s efficacy may vary with the type of rotavirus causing the infection. 

1-800-387-7374

In a clinical study demonstrated 95.8% efficacy against severe RGE (Vesikari score ≥11) after 1 
season (p<0.05  vs. placebo n=2572 Rotarix™ vaccines and n= 1,302  placebo).3,4† 

 
Statistically significant efficacy against severe RGE for 5 rotavirus serotypes (p<0.05)1* G1P[8] 
96.4%*, G2P[4] 85.5%*, G3P[8] 93.7%*, G4P[8] 95.4%* and G9P[8] 85.0%* over 2 rotavirus 
seasons1 ( n= 2,572 Rotarix™ vaccines and n= 1,302 placebo).3†                                 

2°C to 8°C in a refrigerator.
Do not freeze.
Store in the original package to protect from light.
Do not use beyond the expiry date indicated on the label and packaging.
The vaccine is ready to use (no reconstitution or dilution is required).

Available as an oral suspension (1.5mL).

Each 1.5 mL dose is formulated to contain not less than 106.0 CCID50 of human rotavirus RIX4414 
strain (live, attenuated), produced on Vero cells. Each dose also contains Dulbecco’s Modified 
Eagle Medium (DMEM), sucrose, di-sodium adipate and sterile water. Residues: Porcine Circovirus 
type 1 (PCV 1) material has been detected in RotarixTM vaccine. ††

Vaccination course consists of two doses. The first dose can be administered from the age of 6 
weeks. There should be an interval of at least 4 weeks between doses. The administration of the 
two doses should be completed by the age of 24 weeks.

ROTARIX™ may be given to preterm infants following the same  vaccination course.
               
It is strongly recommended that infants who receive a first dose of Rotarix™ vaccine complete 
the 2 dose regimen with Rotarix™ vaccine. 

The vaccine is administered orally. Under no circumstance should Rotarix™  vaccine be 
administered by injection. Please consult Product Monograph for special handling instructions.

Please note this document is solely a summary of selected product information. Before using ROTARIX™, please see full product monograph for details.

For more information on rotavirus disease, please see the following sites: 

 http://www.phac-aspc.gc.ca/publicat/ccdr-rmtc/10vol36/acs-4/index-eng.php 

 http://www.cps.ca/English/Media/NewsReleases/2010/Rotavirus.htm

http://www.caringforkids.cps.ca/immunization/Rotavirus.htm
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Administration3 

† Multicentre, multicountry, double-blinded, randomized, placebo controlled study, two oral doses n=2,572 Rotarix™ vaccines and n=1,302 placebo.

†† PCV-1 is not known to cause disease in animals and is not known to infect or cause disease in humans. There is no evidence that the presence of PCV-1 poses a safety risk.

*Statistically significant  (p<0.05)
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What are the Warnings and Precautions associated with Rotarix™ vaccine?
The administration of Rotarix™ vaccine should be postponed in infants suffering from acute severe febrile illness and infants suffering from diarrehea or vomiting. No safety 
or efficacy data are available for the administration of Rotarix to immunocompromised patients or individuals who have received a blood transfusion or blood products, 
including immunoglobulins, within 42 days. Rotarix™ vaccine is for oral use only and under no circumstances should Rotarix™ vaccine be injected. Rotarix™ vaccine does 
not protect against gastroenteritis due to other pathogens than rotavirus.

In post-marketing experience, cases of intussusception have been reported in temporal association with ROTARIX™. Most cases were reported within seven days following 
the first dose. No causal relationship has been established.

Rotarix™ vaccine should be administered with caution to individuals with immunodeficient close contacts such as individuals with malignancies, or who are otherwise  
immunocompromised or receiving immunosuppressive therapy.

Please consult Product Monograph for complete Warnings and Precautions.

As  with any vaccine, a protective immune response may not be elicited in all vaccines.

Are there any contraindications to Rotarix™ vaccine?
 •  Infants who are hypersensitive to this drug or to any ingredient in the formulation or component of the container. 
     For a complete listing, see the DOSAGE FORMS, COMPOSITION AND PACKAGING section of the product monograph.
 •  Infants who experienced hypersensitivity after previous administration of rotavirus vaccines.
 •  Infants with uncorrected congenital malformation (such as Meckel’s diverticulum) of the gastrointestinal tract that would predispose for intussusception.
 • Subjects with Severe Combined Immunodeficiency (SCID).
 • Infants who have a history of intussusception.

Can Rotarix™ vaccine be given with other vaccines at the same time?
Rotarix™ vaccine can be given concomitantly with any of the following monovalent or combination vaccines (including hexavalent vaccines (DTPa-HBV-IPV/Hib): 
diphtheria-tetanus-acellular pertussis vaccine (DTPa), Haemophilus influenzae type b vaccine (Hib), inactivated polio vaccine (IPV), hepatitis B vaccine (HBV), 
pneumococcal conjugate vaccine and meningococcal serogroup C conjugate vaccines.  Concomitant administration of Rotarix™ vaccine and oral polio vaccine (OPV) 
does not affect the immune response to the polio antigens but may reduce that to Rotarix™ vaccine. The immune response to Rotarix™ vaccine is unaffected when OPV 
is administered two weeks apart from Rotarix™ vaccine.

What adverse reactions have been reported with Rotarix™ vaccine?
The most common adverse events after dose 1 in a clinical trial were irritability/fussiness 32.7%, fever 14.6%, loss of appetite 13.8%, cough/runny nose 6.3%, vomiting 
4.8% and diarrhea 2.0 %.

In 17 placebo-controlled studies (31 days vaccination post) these common and uncommon side effects occurred at a greater incidence in ROTARIX™ vs placebo. Common 
side effects   between ≥1% and <10% included diarrhea and irritability. Uncommon side effects  between ≥ 0.1% and <1% included flatulence, abdominal pain and 
dermatitis. † For more information, please contact Medical Information at GlaxoSmithKline 1-800-387-7334.

If an infant spits out or regurgitates most of the vaccine dose, can a replacement dose be given?
In the unlikely event that an infant spits out or regurgitates Rotarix™ vaccine, a single replacement dose may be given at the same vaccination visit.

Can breastfeeding continue during the vaccination period?
There is no evidence to suggest that breast feeding would reduce the protection against rotavirus gastroenteritis afforded by Rotarix™ vaccine. Therefore, breastfeeding 
may be continued during the vaccination schedule.

Are there any restrictions on an infant’s consumption of food or liquid before or after vaccination?
There are no restrictions to an infant’s consumption of food or liquid including breast milk before or after vaccination. 
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Please note this document is solely a summary of selected product information. Before using  Rotarix™ vaccine,  
please see full product monographs for details. ™ Rotarix used under license by GlaxoSmithKline Inc.
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†17 placebo-controlled clinical studies (Europe, North America, Latin America, Asia and Africa) including trials in which ROTARIX™ was co-administered with routine pediatric vaccines,   
n= 10,212 Rotarix™ , n= 3,840 Placebo. P-value < 0.05
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