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Programmatic suitability and its assessment 
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Who makes the final decision? 
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PSPQ Current status 

•  Revised document endorsed by  Immunization Practices 
Advisory Committee (IPAC)11-12 June 2014 IPAC 
The new PSPQ requirements came into effect on 1 January 
2015.  
Main changes:  
(1) Antimicrobial preservatives and the definition of 
“inadequately preserved” vaccines;  

(2) antigenic stability for 28 days;  
(3)  the management of vaccines that were pre-qualified prior to 
the PSPQ implementation (grandfathering);  

(4) new mandatory and preferred characteristics and the 
transition to critical characteristics.  
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Mandatory characteristics 
 

 
 

l  An#microbial	preserva#ve	is	required	in	ready	to	use	
injectable	vaccines	containing	more	than	two-doses.		

l  Thermostability:	The	vaccine	or	any	component	presented	
for	prequalifica#on	should	not	require	storage	at	less	than	
-20°C.			

l  Dose	volume	for	injectable	vaccines	for	children	5	years	and	
under	should	be	not	more	than	1	ml	

l  vaccine	presented	for	prequalifica#on	should	not	require	an	
intravenous	route	of	administra#on	
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Unique or innovative characteristic 
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Critical characteristics (1) 
 

 
 

l  The	vaccine	should	fit	into	currently	commonly	used	
schedules	of	vaccina#on	visits.		

l Oral	vaccines	should	be	ready	to	use	

l  Thermostability:	If	the	vaccine	requires	storage	below	+2°C	
during	its	shelf-life	period,		it	should	be	stable	at	+2°C	and	
+8°C	for	a	minimum	of	6	months		

l  Vaccine	Vial	Monitor	(VVM):	Proof	of	feasibility	and	intent	to	
apply	appropriate	VVM	if	a	tender	requirement	
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Critical characteristics (2) 
 

 
 

l  An#microbial	preserva#ve	is	required	in	ready	to	use	injectable	
vaccines	containing	two-doses	or	in	vaccines	requiring	
recons#tu#on	that	are	not	live-aRenuated	

l  Dose	volume	of	injectable	vaccines	can	be	delivered	using	
available	PQed	auto-disable	syringes		

l  Vaccines	in	pre-filled	injec#on	devices	should	have	an	auto-disable	
feature	

l  	Packaging	material	can	be	disposed	of	appropriately	in	the	field	
using	standard	procedures	
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Preferred characteristics 



WHO PREQUALIFICATION PROGRAMME 

Preferred characteristics (1) 
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Preferred characteristics (2) 
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Preferred characteristics (3) 
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http://www.who.int/immunization_standards/
vaccine_quality/pspq2_v140512.pdf  


