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SUMMARY 

» Polio eradication is within sight 

» Containment of polio within 
approved facilities essential 
element of post-eradication 
strategy 

» Biorisk management will be 
integral to achieving global 
containment of polio 



P O L I O  I S  A   
T E R R I F Y I N G  D I S E A S E  



ERADICATION STATUS 



I N  1 9 8 8  >  3 5 0 , 0 0 0  P O L I O  C A S E S / Y E A R ,   I N  >  1 2 5  C O U N T R I E S  



www.vaccineinformation.org 



T H U S  FA R   
P O L I O  

E R A D I C AT I O N  
H A S  C O S T   

>  6  B I L L I O N  U S $  
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Afghanistan 

www.polioeradication.org 
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Pakistan 

www.polioeradication.org 
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India 

www.polioeradication.org 
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Nigeria 

www.polioeradication.org 
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I N  2 0 1 3 :  1 9 9  C A S E S  I N  5  C O U N T R I E S ,  A  R E D U C T I O N  O F  >  9 9 . 9 4 %  

 
 
 

 

1988 

Imported cases 

Endemic 

WPV Type 1.: 193 
WPV Type 3: 6  
Data in WHO HQ as of June 25. 
Excludes vaccine derived poliovirus and virus detected from environmental surveillance. 



ERADICATION AND 
ENDGAME  

» World Health Assembly draft 
May 2013 

 



WHAT IF … 



ACCIDENTAL 

INFECTION 



ENVIRONMENTAL 

CONTAMINATION 



EXTREMISTS 



BIOTERRORIST

S 



WHO GLOBAL 
ACTION PLAN  

» Phase I: Lab surveys and inventories 

» BSL2 enhanced 

» Phase II: Global certification 

» BSL2 enhanced for work with 
potential WPV infectious materials 

» BSL3 enhanced for all activities with 
WPV and poliovirus-permissive 
cells or animals 

» Phase III:  Post global certification 

» If OPV immunization is stopped, 
biosafety requirements “will 
become more stringent” 
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WHAT CONTAINMENT CONCERNS DO 

VACCINE MANUFACTURERS HAVE 

TODAY? 

What containment concerns do vaccine manufacturers have today? 



WHAT´S 

IMPORTANT 

 cGMP  
  Protect end-user from an unsafe agent 

Biosafety 
    Protect humans and the environment            
    from the agent 

Biosecurity 
     Protect agent from those with evil intent 



REGULATORY 

 cGMP 

Biosafety Levels 

Biosecurity  
“Select Agent” Inspection 

 

 

 

 



HOW TO RESOLVE 

CONFLICTING GUIDELINES 



CGMP VERSUS 

CONTAINMENT 



DESIGN 



LARGE-SCALE 

PRODUCTION 

 Vaccine production facilities 

 

...handle large volumes 

 



EFFLUENT 
TREATMENT 

… and a lot of waste. 



SPILLS 



SPILL 

CONTROL AND 

CLEANUP 

Picture courtesy:  
NNE Pharmaplan 



SECURITY 



RISK 

MANAGEMENT 



» CWA 15793:2011 

 

» Used by the WHO Smallpox Lab 
inspection program 

 

» Draft of WHO GAP III reflects the 
concepts in this document 

 

I N T E R N AT I O N A L  
B I O R I S K  

M A N AG E M E N T  



C WA  1 5 7 9 3 :  2 0 1 1  

Risk Assessment 



B I O R I S K  
M A N AG E M E N T  

» CWA 15793:2011 

www.cdc.gov 



W H O  S M A L L P OX  L A B  
I N S P EC T I O N  P R O G R A M  

» USA PATRIOT Act 

» Select Agent Program 

» Export licenses 

» Import permits 

» Recombinant DNA guidelines 

» Biosafety guidelines 

» Dual-use research of concern 

 

www.vector.nsc.ru 



S M A L L P OX  VS .  P O L I O  

www.cdc.gov 



THE WHO GLOBAL ACTION PLAN (3RD ED) 



P O S T - E R A D I C AT I O N  
C O N TA I N M E N T  

» Large number of facilities that 
store and/or use wild polio 
virus will exist 

 

» Global community must 
formally embrace and 
implement a biorisk 
management system now 



International commitment and resources are required to manage the risk of polio retention 

 

 

POLIO ERADICATION WILL NOT END WITH THE LAST NATURALLY OCCURRING CASE OF POLIO 

 

 



¡muchas gracias! 

Thank you! 


