-~

Risk-based approach to Independent Lot Release
Conclusion

# Process proposed for granting test waiving could go through :

@ File submfssion by the manufacturer for specific vaccine (similar to US regulation)
or

e Proposal submitted by the National Laboratory for the product based on predefined
criteria’s,

Test waiving would then be granted to a manufacturer for a specific vaccine

= Manufacturers, and GSK in particular, are interested in supporting such a change

and discuss further the tools and modalities to be set-up

02 February 2015

Risk-based approach 1o Independent Lot Release
GSK Vision...

# As a vaccine may be delivered to more than 100 countries for which there are
different release approaches
o The same product lot may be used to supply multiple market
® It is not uncommon for a lot to be tested 4 or more times by different NCLs
@ Testing in multiple NCLs can result in potentially false OOS
e There is a need for a consolidated HARMONIZED APPROACH

= GSK position is to strive for a vaccine released by the Manufacturer and whose
Quality would be verified by only one competent Control Laboratory with a world-

wide recognition

s 02 Fabruary 2015
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PVEZobhEE (BERERH)

EXELD (ER266F12H16H)

B
DPT-IPV : /

0.90mg 0.1mg *1

*1 o REME(RIX B EEEL)

FV=ZOhEE (EBSEmH)

IKEAETNETOA 0.625 mg PI/US

DPT-IPV- 1.5 mg 0.33 mg

Pentacel

USARTIZZTO PI/WHO

" HepB Quinvaxem

SP — {
Hexacima AKEBETIVZZO L ‘ 0.6 mg PI/EMA

*1: Pl=Product Information, PL=Product Leaflet, PM=Product Monograph
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Release Guideline

Annex 2:

Guidelines for Independent
Lot Release of Vaccines by
Regulatory Authorities

Approved in October 2010

T B mEEEUCEDTHINETHD.

D9F >0y MU= (OWTE [REIELTOIF > Z2(ER T 2E R FI=HHN

BEZREONETHD.

k Regulatory Authority

1.Licensing

— Assessment Tool

2.AEFI

Guidelines for Independent
Lot Release of Vaccines by
Regulatory Authorities

3.Lot release

4.Lab.access B
5.Regulatory inspecti¢ns
6.Clinical evaluation |

Indicator 1
Indicator 2
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PIC/S: Pharmaceutical Inspection Convention and Ao c
Pharmaceutical Co-operation Scheme EPiG
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