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17-2% Detober 2008 - Gerewa International Conference Centre (wsauciog chien)

Stability Evaluation of Vaccines

A Life Cycle Approach

Flease reqister by clicking here 1ABS Stability Workshop

PROVISIONAL AGEMDA (verslon Oct. 10, 200&)

Day 1: Monday, October 27, 2008

Timaking Tople Spagkars & Chalrs
- C: James Southern
Sezelon 1 | Welcome and Introduction H- Treranart Svapaisampong
1900 - 0510 | Welcoming Remarks I&B5 & WHD
19:10 — 0240 | WHO approach o Stablity Evalustion of Vaccines Wana Knazsvie
19:°40 — 10c00 | Expectations from Dawvaloplng Countries Suresn Jadhav
1000 = 1045 | Key lzeuas (o be Sddressed In the Workahop Michaal Phelderer
1045— 1945 Coffie hregl
sasaion 32 Goals and Basic Principles of Vaccine Stability C: James Southearn
Studies F: Teeranart Jivapalsarnpong
1115 — 17-30 S;J::L? of Stablilty Evaluation throughout the Yaccine Iifa Erlp Krause
12.30— 14103 Linch Gresk
1400 - 1500 | Basle Principles of Stabliity Willlam Egan
1500 — 1530 | Guality atribuies of Intermediates and Final Product Michasl Phielderer
1530 — 16008 Ciefes hrogk
m— Stability Ewaluation throughout the Vaccine Life | C: Kalni=en Zoon
Cyela R: Michael Plielgerer
=5 3 Phlllp Krause
1600 -17:30 | Studies Supporting Clinical and Product Davalopmant William Egan
Day 2: Tuesday, Cctober 28, 2008
Timaking Toplhe Spaakars & Facllltatore
saszion 3 | Stability Evaluation throughouwt the Vaccine Life Cycle [cont'd)

LARS, &, ¢h. oe & Grasiers, 1227 Acadas, Gensva 4, SalEerand

Tal: #4122 301 1026, Fae +41 22 301 9037
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Studies Supporting Product Licensurs

Timothy Schafield

Il - 7100
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1100 -1Z:00 | Stabllty Evaluation Post Licansurs Timoihy Zchafiels
] - stabliity Evaluation Post Licansure: Comparabliity Stabllity .
1 — 1I -—
200-1230 Plan (Cass Study) Izabelle Plerard
4330 - 130 | StabIty Evaluation Post Licansure: Container-Content Michal Duchene

Compatibiity Studlss (Case Study)

l?.i‘.‘l_-l'd 15

bt et

Linch break

Gesslon 4

Special Considerations in Vaccine Stability Evaluation

C: Dean Smith
R Phlllp Krause

1415 -1530

Annual Vaccings: Seasonal Influsnza
Caze Study with sxercizs)

Teerana Jivapalsampong

15:.30— 1600

Coffee break

Vaccines Meazured with Highly Varlabla &33ays: Rables

5T -_— -.' EI ={-]f aln -
600 - 17-30 (Case Stuay with exercise) Teeranar: Jivapalsampong
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Comblned Vaccings: Stablity Parameters Defined by an
1900 - 1000 | Extended Clinlzal Trial Program for MMR-Varicella [Case Michael Piielderer
Study)
10:00-11:00 | Combined Vaccines: DTaP-IPY (Caga Study) Teeranar Jivapalsampong
11.00- 1130 | Coffes break
1130 - 1295 | Modsl Format for Stablilty Report & Softwara Jnho =nin
- y REp Timcihy Schatials
1215-1330 | Livch Greak
Canclus C: Dean Smith
Sazslon 5 onclusions 2: PRllp Krause
Panel Dlgcusslon: (I} Compllance ve. Estimation Madal: :
13:30- 1500 | pros & cona; (i) Chnlcal Minimum Specificstion & Relsags | - 5F—"-al:i:'|?_l'f~; e
Spacifcation: (N1) Gueatlons from the audlence ¢
1500 - 1515 | Workehop Evaluation &l particlpants
1515 - 15230 | Closing Remarks Chalr
§5-20
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1960s  Led the effort to convince regulators of the safety of viral vaccines produced in
human diploid cell lines.

1970s  Led the effort to convince regulators that purified viral and protein products
could be prepared safely from continuous cell lines (e.g., Vero,Namalva for
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human biologicals & BHK-21 for veterinary vaccines).
1980s  Led the effort to convince regulators that safe monoclonal antibodies and
rDNA products from continuous cell lines (e.g., CHO) can be produced.
1990s  Organized key scientific meetings on genetic stability, virus
safety,specifications, cell substrates ---that led to the successful development
of many of the WHO and ICH quality documents.

2000s  Organized conferences in collaboration with regulatory agencies on transfusion
safety 1ssues and international veterinary regulatory requirements that
resulted 1in improved regulatory decision-making.

Currently organizing discussions of novel cell substrate 1ssues and reviewing
1ssues associated with the potential immunogenicity of biotech products -
particularly « follow-ons ».

Involved in discussions at different levels, leading to regulatory guidelines of
biosimilars, and on INN 1ssues. Most recently partipated at WHO advisory
meetings on these topics.
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where Clinical Minimuwm = the lowest dose of vaccine that shows adeguate imnmunogenicity or
efficacy, usually reported as percent response or percent protectad in the tested population,
t; = time at the i temperature,

b, = loss rate at the i temperature,
I = a statiztical constant, associated with 93% confidence,

;= standard error of estimate of b, and

54sqay = release assay variability, expressed as standard error.

wwm§W#ﬁﬁ%ﬁw%”ﬁﬁWS$ﬁ’wﬁwsFj%%o
O Ly UL SR el ALY O Y 2k
R N L L i i VA
s el L 53 T B R SR 53 7. ﬁ#ﬁ#www¢g
ﬁFﬂﬁviiﬁ%ﬂ FSE BRI SR 4~ s D e
[ (] v

CrO P YA JL[fk—rl‘Ff
[ﬂﬁlf,.aﬂﬁ@F'ﬁ‘y;}%’@ﬁU e TJVHEJ%'«%EJJ‘TEW IE B A FJ:
A HOCTD 55 e g 2 i “'r 2 PR AR quﬁ
T s BTSSR YRR (B - Hs @%”Jéﬁ?ﬁ“mﬁf@ﬁ IFFFIf
WS D Y i[iﬂéﬁgsréj SR
(Je) f&=
BEV Rk T PIE > 5 B SRR  prf S AR R
S TR R R P 1A AR @*'I‘ﬁﬁ*ﬁﬁd% CIA==npiio) Vs
LR HEAR A - & CURE T =i = Rl -

15



Sy

(— ) WHO frfili&l Ty Ju[fﬁl ﬁﬁifPJ EETGII T ST B 94 7 TS

F:f;[/ ] FFH EEFERELYE ) H 2RI 1@‘0@ :

QPG Il - WHO SESPE IS, - e E“/'E’J?l d?f’ﬁ“ Q‘Iﬂ‘lﬂf

®F I [fil © WHO I') F'lﬁ'ﬁ[ F”ﬁf.ﬁ“r}%&ﬁ ek S H'% =Tl
Vg I S S R IEISJ o

OHI#E T [fil : WHO St T [AVEF R case by case B0l » =t S|
R HENE S TR
@FLR Al © WHO BRI AR - FUH LRI P2 > Az = E?E[#
H I&E%fﬂﬁﬁ FEE il**[ﬁ[ ik S P [ s e i b B
R o

OFAT il + WHO I /IRt KRR Q. » 2 SR EPFTs 49 45410 -

(5 BT E L B OB S i
e TEMMUT BT S i U O
S ] L %’ﬁﬁﬁ;¢$ﬁff
ﬁtfww<iﬂﬂi o PR B o e
& PR R R T T IR RGeS

F-J jt IJ@FHHILJFEJ#' m’J:,FJ
7 Gl ETRE Al GSK Sy
i i)z P%L%ﬁﬂm

=) F Tj}}"i[ﬁ\qﬂfjﬁibﬂi L[ﬂ: e I/ﬂTnL
PRI T L2 FRORIE %A
E P PP (A VJ[[*HI
MIFE]ETJJE’\IP‘%F St IF'EJ@[p | ¥ Eﬁ??i

(D) U JbAS % i RO L 1 528 iliﬁfg% I
ARSI ‘Jﬁ‘%ﬁ@ﬂ[flﬂjbﬁjiifﬂf AL TJ BB TR
'iﬁjf FEH Tﬁﬁi%ﬁ?i@*'[ﬁ Jawgft A o B SR,

ﬁﬁ#ﬁ‘ﬁ YEFREL (g ’FE'FTJEH“ ’ [ t“ Tl R Fa JJ

(Z) E AN i o l‘/ﬁLEﬁ% e R A I P A G aay SN Eﬂi}fﬁ‘
=R Tk R IRt G o R iy w@;r;m,a% vgi@
(U R lﬂff;fiﬁ ,ﬂ%ﬁ,’ » EEY ,g,@n 53]:1 vt ?F'JLI LRI @Hﬁ I/F{“
M’ﬁw%ﬁﬂﬁwﬁiiﬁaﬂ’uE%mﬁﬂ@@ﬁV#

GO PR ' AT i‘i"ﬁrﬁﬁiﬁ%ﬁ%“'ﬁ*'?&E%Eﬁﬁp’*ﬁﬁ% e A
i\ 1T Ul e T RIS R S
I”f! T EB P T (SR G ot = 0 TSl ) O 'f ks F
3%*@?[1 : i*‘ﬁ 'A“ﬂﬁﬁ%ﬁ%ﬁﬁ’ﬁ WHO Hr el b s i gt = o]
TR TR 2085 o %#J[@ﬁ~ ST

_l'ﬂ

16



PR lﬁldﬂf%, ,ﬁ%‘ﬂ@[d@fﬁ%“lﬁfl?f{?ﬁ?ﬁi';'f“h?“ﬁ«‘?fi s HE!
’EJ%%
(+) rir’JETff’? Al > B 2B A AEE WHO i“‘*&?ﬁﬁﬁr@ﬁ'li e

= jﬂ fr;‘i Ewﬁf T (Template ) » I'J LS F|[H [ IFA wﬁ?éﬁ i | (g
iji[**lﬁwﬁf%i% ﬁwﬂlw?ﬁ*%ﬁ 'f“T s [RTLF““TEJ?%%’
g@lﬁng  El - R e&j ] Jiﬁqjﬁgﬁgw Tl 8%
Eﬁ’?ﬁ%ﬁzﬁ?ﬂfﬂﬁ SIPHE PR I - WHO 7 @* ’rﬁ"%’gﬁ‘fﬂ T JUT lJaé
i /ﬁjﬂx Pl= ey WHO | By aafy) ut“ﬁwitfi]a n‘F”TrJ[
J (E'E TR WHO F}@F'# Fﬁxﬁlﬁﬂﬁﬂ[ F@U{ TR JLIFT [F‘[ﬁﬁi—
] W?IKE“F% e ? ﬁﬁl— ?‘zf‘z"’é ’F(’t F’»il’#j 2
EEE&’E& [ G A N Frﬁ‘ﬁu 2&? i ARGE

& *ﬁ%ﬁ*i%ﬁﬁﬂ“EWﬁ J%&ﬁﬁﬁwo

(1) IR G R EFE P ETHEER A - B9 "‘"&?ﬁ"”ﬁ«‘ﬁ%iﬂﬁ‘/#
B T A DAL e
b s oy Y

(o) IWJKﬁj‘frﬁi[ Eﬁglmﬁgf% =S A g F iff = B O [ g
L G SN Wm@fWWﬁﬁﬁW prae s B
VIR A F,}@‘F”,H[u 29 IR ai@*’lilja’?r @ﬁ‘ﬁiﬁ il
Gioh {2 AT © ) BTSRRI 0 ST -
g R S SN RIPAEE S IR I A = U o A =
tfﬁﬁﬁjﬁJ/;IﬁJ Eﬁ’ﬂak ,HW [H g E GMP V?ﬁﬁbﬁ@}“[ﬁﬁ’“fﬁ'j‘

)35 i KU P=FEFE Jrjj #[g’fﬁbglclglﬁ[

(1) SRR < b &wfﬁ?@@THW?-?ﬁW%ﬁ“@
Vit E*”igﬁuii T o [P f{rﬁg‘]‘ ’lﬁl{_}ﬁfi “H
|/ rﬁ?gﬁwﬁb@ ]ﬂ IR, iﬁ?rﬁ%{g J‘; HOjEUJL e
LR g Yl s el ﬂﬂ*’ﬁéfW# kY

s P

17



- E

SR ﬂiiw*ﬁ@@*@ﬁﬁﬁ“~’, P e
FE “lj?ﬂ/[‘ﬁfl’?‘fm ~ IHE pH il ~ — &b = SRR QJ:[ I%WJ
SRR T fﬁrﬁ&rj R (R ]":F‘r]ﬁﬂ%@( ‘*&‘I%I [ERLEY
IFﬁE'I&fﬂJH I =

(=) BB e £ (0 VY R SO B ~ BT - 7] e
%3V¢£w*@ pw%W#%@%ﬁW%ﬁﬁkﬂij&ﬁm%$W%
T E SRR %@QHMW@i@ﬁ% s )

w%%B%Viiﬁ*ﬁ B S [ Y 1 R 0
ﬁmu s I ER A e B k.

(=) % %i%@ﬁﬁ%ﬁ“i[ﬂ@i*ﬁﬁﬂ IS WHO T e S AR ]
M¢Wf%4mﬁ%ww$ﬁwqﬁkﬁw# L A IRE o R

TR R 5 Qﬁﬁw:wyﬁﬁwwﬁ'

(P4) SSRGS s e WHO ‘g%%%‘l‘iﬁ?}’*lE%ﬁllﬁ?ﬁ?@”i&@ EL[@ZLVE‘:

ﬁkﬁjf@ﬂjﬁhd @Fllkﬁ <557 [Eljy %w]r&_[/:ﬁ:tlfkyj ‘Eﬁj‘%‘h 'jiEu IJ¢
[t SRR » T (83 AR e ’ﬁﬁwﬁﬂ*ﬁﬁﬁ
rﬁ%ﬁ?’*‘[

20 BRI 5T SR s g
AT (2 JRIIRT WHO | BB b4 (2 1)
Bt KR S RO £

() R B Jot (S50 48230 WHO &4+ B il + #3530 ;;p el
Lo pt NRIZV Y8 o I o e s ) j;ti#ﬁﬁ(t ve , %
| WHO .0 s &uﬁ¢w~%@@iw$ ﬁﬂb—ﬂu
27 o

=

(RFEH

o URPHSABEY . % 11 T = S e 2

lﬂ%&i‘_ﬂ%‘s}%@ﬁ NG L[ﬂ:‘l‘fl & gt E[ Q%T@E[ﬂﬁ/“}i l—:’@ﬁF JD’Hi:J@%
e ﬁip B T IR LT

(") s P STETHEE T F{17] unincubated 4P AR éﬂﬁkﬁmﬁmi N - AL RN =
#~ N[}, =7 -70°C flw A o= FIH v g g N N T=en

B AR BB B TR 7 o I 53453 v
o

() YRR B T st ¢ (IABS) VR AT » B 5 Rnsy et VIR R e

18



H [FJ[&H;/ REEFREE - A R g I,‘p [NAREE V@;
; > SIS A ?Eﬁ* aﬁ;ﬁ g rmTu
SERH G o S Pl SR B g@bﬁlégﬁ S AN I/~sr 3”“[;]21 2]
ﬁ PG BIERE PIgiRIR Lt - <R mﬁ'f‘ﬁ%ﬁ e é‘"“ﬁﬁ?ﬁ#f S H
gp ?E{! E}EWW’F’ = ﬂrﬁ*& s CHFO0 (R 52700 7 ) » i
>l$—fk¢ b I R IR @“'59[*135‘%&{

19



AR o LI SRS R e

2008/10/29

20



