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WHO Biologicall Standardization

Globall written standards Globall measurement; standards

Global consensus
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Biological Standardization as

constitutional responsibility

> WIHO! s mandated by isiMember: Staies) 1o
~..develop, establish and promoiie

> Biologiical products; for WHO. cover vaccines),

bielogical Therapeutics, blood producisiand
selectied in vitire diagnostics

> Implementied by Experit Advisory:Panel (EAP) and

> Served by secrefarial in therQualify, Safety &
Standards (@SS) lieam




WHO: Collaborating Centires for
biologicall standardization

> INIBSC (all'biclogicals)
> CBER/FDA (all"biclegicals)

> PET (blood products and related LVDs = expansion
10 Vdccines Under consideration)

> INIID), Jiapan (Vaccines)
> IGA (Vaccines)

> KFDA (Korea) -~ designatiedlin 2011 (Vaccihes and
bietiherapeutics)

> Under considerations BIGD (Canada); NLECPBP
(China); hhair NCL

- S’rm’reaic direciiont synchronized approach ffor ine
network off CCs for Biolegicall Standardizaiion




WHO Written Standards for
Vaccines

Technicallspecifications that hielp define saferand
efficaciousiVaceines

Inttendedifor be scientiific andiadvisory intnatiure
Bas)s for
Guildance for NRAs and manufaciurers on international

regulatiory expechaiions; fior fhe produciioniand qualiiy
corral of aeeinzs rag-aligicdl crel eligical 2velticrion of
VACCINES

Facilitating infiernational harmonizaiion off Vaccine licensure
Civing documenitis revisedlin response’ o scientific advances




Development and endorsement: of
WHO written standards

Drafiting group meeting to initiate drafting (scope, stiructure;
approach jand majoeriscientific/echnicallissies)

Intormal constliation (regulators) academicians) industiry.
experts)

Disiiribuiion 1o EAP anaiMember States as  BS documeni o
opain commenis

ECBS review! = discussion, revision, and decision|(=> report 6
SAGE &l Exec Board)

Initernal clearance (DGO approval)

Edifingié prooifreading
Prinving asfAnnex o WIS ONIRS




World Healtih Organization Goal

Ensure that "100%" of
vaccines used in all
national immunization
programmes are of
assured quality

Desfinition
INational Regulatiory: Auihority (INRA)
independently contirols the quality’oif

Vaccines!in accordance Wit fhe six
specified functions defined by WHO

INo unresolved confirmed reports of
quality related problems

L

Guided by WHO Exper:t:
Commiiitee on' Biological
Standardization ECBS);
Recommendaiions

10, assure

(WHO
Miechnical Reporit: Series
(TRS)




Wiitten Standarads
EStanlisned/BeVviseaiior Vaceines
& BI0I0gIcals







No. of Written Standards for Vaccines & Biologicals: for 4 Decades (N=174):

Analysis by Area

Count of Category

V, Vaccine; Bi, Biologicals; BL, Blood; Ph, Pharmaceuticals




No: of Written Standards for Vaccines & Biologicals for 4'Decadesi(N=174):
lrend Analysisiby Area
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Living Written Standards forVaccines & Biologicals

(1948 — present; N=67): Basis;for Vaccine PQ

mPQ o
@ Othet

[ ]
Category .l

Bi, Biotherapeutics other than blood; BL, Blood Products; V, Vaccine;
VB, Vaccine+Biologicals; VBPh, Vaccine+Biologicals+Pharmaceuticals




WiH@Nniermauenal
BielogIcal RElerence
Preparanoens (I5RPS):

Anranalysis el 0syeardata




Civing Vieasurement Standardsiior Vaceines, & Bielegicals
(194.61— present, IN=870)

Sum of Numbers

— -




WHO International Biological Reference Preparations (IBRPs)
Established in' 2001-2010: Analysis for' Proportion by Area

Sum of Number




Revision of written standards
- curreni status and plan for 2011-2013f -

Recommendations/ Guidelines ECRS

1. Cell substrates (TRS 878) 2010
2. Yellow! Eever’ Vaccine (IIRS) 872)

3. Hepatitis B recombinant (IRS 786, 889

4 Independeniivaccine loi* release’ (new)

, Dengue (RS 952)
. BCG (RS 745 and 7 7/1)

5
6
7. Acellular peritssisivaceine (RS  878)
8l DIiP vaccines (RS 800)

OF Combined Vaccines based on DI = new
10, OPV (IRS'904 and 910)

11, TPV (RS 926)

12, Malariavaccine = new

13} Risk @ssessmeni: = new




SUMIMeany

lietal ne eitliving WIS @O Wiitien Standaras ior VACCINES
anad ether bivlogicals s 67 asiol 2010

Development eif Writien Standardsiior Vaceines: has
PEENNME|OIF PN G WK, COMPIISING| 7255 6) telal Wiiiiien
stanadards I the previousi4 decades.

89570 Of them (57/67) have served asithe vasis: fer WIHO
pregualiicanon ol Vaceines

iotal nor eitliving WIS @ IVieasurement Standardsior
VVaceines and bivlegicals)is 870/ as o1 201 0:

Anranalysisiol thelaiest 110syear aaia onithie
establishmeni ol Vacelnerrelaied antigen preparaiens
COmprse 22%) (388 0 N=1152"2001-20110)




VWayNoevare

> ISSUES ef Inperance: fer delining stiategic
direction o coming 110 years and Peyena:

Better way ior measurng Impact of WiSHOrstandardsiin
the reguiation’ ol VaCCINES

\Viore preciseinaicalons
CiRkewitir NIRASStrengiiening
Usel o WIHHO! standards forvaceine PQ

SCOPE Ol WOKK
Vaccines, some biotierapeutics, bielogicals inigeneral
Pre-normative, normative and post-normative

Collaneration withrether standard Setting vedIEs
FURAINGI ol Vaceine standardizaton




VIERYAIIERKS

> o all collanoraiors whe contribluied o the
developmenl el stanaares

» llermy colleagues: Jinkoershin;, Chrsteph
Conrad anaiSue JENRErRTor theranalysis o
40N years data

> ColleaguestirmomiP@icamiNera Dellepiane
and SergierNishioka




