Summary product profile for Rotavirus vaccines 
	Vaccine Group1
	Rotavirus							

	Vaccine type1 
	RV5 (pentavalent human-bovine reassortant rotavirus vaccine)	
	RV1 (monovalent human rotavirus vaccine)
	RV1 (monovalent human rotavirus vaccine)i
	RV 5 (pentavalent human-bovine rotavirus vaccine)i

	Presentation (doses per container, primary container type, pharmaceutical form)1
	1 dose plastic tube, liquid
	1 dose plastic tube, liquid
	5 dose glass vial, frozen
	10 dose glass vial, frozen
	1 dose glass vial, lyophilised 
&
1 ampoule (diluent for reconstitution before use)
	2 dose glass vial, lyophilised 
&
1 ampoule (diluent for reconstitution before use)

	Routine and/or campaign
	Routine
	Routine
	Routine
	Routine 

	WHO recommended vaccine schedule2
	To be administered at the time of DTP1, DTP2 and DTP3 with an interval of at least 4 weeks between doses (3 doses)
	To be administered at the time of DTP1, DTP2 with an interval of at least 4 weeks between doses (2 doses)
	WHO prequalification expected in 2017
	WHO prequalification expected in 2017

	2017 price per course (USD)3
	$10.50
	$4.38#
	$ 3.00*
	$ 2.75**
	$ 7.50***
	$ 6.00***

	Doses per fully immunised person
	3
	2
	3
	3

	Indicative wastage rate4,5
	5%
	5%
	30%
	50%
	5%
	10%

	2017 wastage adjusted price per fully immunised person (USD)4 
	$11.03
	$4.60
	
$ 4.29*
	$5.50**
	$7.88***
	$6.66***

	Manufacturer1
	Merck & Co.
	GlaxoSmithKline
	Bharat Biotech International
	Serum Institute of India

	Vaccine trade name1
	RotaTeq
	Rotarix
	Rotavac – Frozen
	BRV- Penta- Lyophilised

	Administration1
	Oral
	Oral
	Oral
	Oral

	Shelf-life1
	24 months at 2 - 8 °C
	36 months at 2 - 8 °C	
	60 months at -20 °C, 6 months at 2-8 °C post thaw6 
	30 months at 2-8 °C (estimate based on manufacturer discussions)

	Cold chain volume per course (cm3)1,5
	138.9 cm3 (in a 25 dose carton)
Anticipate WHO PQ in 2017 of product with 33% reduction in cold chain volume
	34.2 cm3 (in a 50 dose carton)	

	12.6 cm3
	9.6 cm3
	52.7 cm3 without diluent (in a 50 vial / 50 dose carton)
105.5 cm3 with diluent (which may be stored at ambient temperature, below or equal to 25 ⁰C)6
	31.6 cm3 without diluent (in a 50 vial / 100 dose carton)
63.3 cm3 with diluent (which may be stored at ambient temperature, below or equal to 25 ⁰C)6

	Wastage adjusted cold chain volume per course (cm3)1,4,5
	146.2 cm3 (in a 25 dose carton)
Anticipate WHO PQ in 2017 of product with 33% reduction in cold chain volume
	36.0 cm3 (in a 50 dose carton)	

	18 cm3
	19.2 cm3
	55.5 cm3 without diluent (in a 50 vial / 50 dose carton)
111.0 cm3 with diluent (which may be stored at ambient temperature, below or equal to 25 ⁰C)7
	35.2 cm3 without diluent (in a 50 vial / 100 dose carton)
70.3 cm3 with diluent (which may be stored at ambient temperature, below or equal to 25 ⁰C)7

	Vaccine vial monitor type1,5
	None  
(Anticipate WHO PQ in 2017 for a VVM Type 7 capable formulation) 
	Type 14
	Type 2
	Type 30


1 Source: WHO PQ webpage: WHO updates these webpages as new information on products becomes available. Please refer for these pages for the most up-to-date information.
2 Source: WHO position paper: http://www.who.int/wer/2013/wer8805.pdf?ua=1.
3 Source: Gavi Price Forecast, June 2016 (unless indicated otherwise).
4 Source: Review of WHO indicative vaccine wastage rate assumptions, 2016. 
5 For presentations not yet WHO prequalified, data is based on discussions with manufacturers and partners in 2016.
6 Source: Bharat Biotech (2015). About ROTAVAC. http://www.bharatbiotech.com/products/vaccines/rotavac/.
7 Both the vaccine and diluent should be at the same temperature when these components are reconstituted (WHO recommendation). 
i These presentations are not yet prequalified by WHO.    
# Based on the 2016 awarded price per course of € 3.76 and applying an exchange rate of 1.165.  
* Estimates. Based on manufacturer’s public statement. http://www.bharatbiotech.com/affordable-vaccines/
** Estimates. Based on price differentials between different pentavalent, MMR, and inactivated polio vaccine presentations. https://www.unicef.org/supply/index_57476.html 
*** Estimates. Based on manufacturer’s public statement. http://www.bloomberg.com/news/articles/2015-01-26/top-selling-vaccine-made-cheap-shows-challenge-to-merck-health 
