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1’Baxter Vaccine Aktiengesellschaft

Biomedical Research Center

A-2304 Orth/Donav. Uferster. 15, Austria
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Otfried Kistner (Senior Director Virology,

Vaccines)

2} St. Jude Children's Research Hospital
332 N. Lauderdale St., Memphis, TN38105-2794,
USA
HMINELE
John Coleman (Vice President, Therapeutics

Production and Quality)

3)National Institute for Biological Standards
and Control (NIBSC)

Blanche Lane, South Mimms, Potters Bar,

Hertfordshire, EN6 3QG, UK
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John Wood -(Principal Scientist, Division of

Virology)
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Otfried Kistner, Ph. D. : Senior Director Virology.
Vaccines
MartinSchuller : Safety & Environmental Services,
Manager, Safety Engineer
Noel Barrett, Ph.D.: Vice President R&D Global
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9:00 — 10:00 Otfried Kistner: General Overview
of Baxter Vaccine Aktiengesellschaft
10:00-12:00 Otfried Kistner, Martin Schuller:
Biosafety, Quality Assurance Program

12:00 ~ 1:00 Lunch

1:00 - 1:30 Noel Barrett,
Generél Discussions

1:30 - 3:00 Otfried Kistner: Influenza Vaccine

Otfried Kistner:

Production System
3:00 — 4:30 Tour of GMP facility

Baxter Vaccine f(E THEL TW a1 > 7N T4
TUF W Vero #ilaE<1 7 0F ¢ )7 —THE
WELTHALLEEMREROT I F o THS,
DOFEUTHEHBMIA N AR TFERELL 22
WNTFIIFTHD, Uk THE BSL3 L RN DO#H U
Rdefro M REREFALT, 170
YT F G TR SARS B U F UL
WSOMDIT I FURBREFENRTI TS, Hillr
TNI AT IF AT DNTHMBMFEEBELT
BOERAWONTWALRTEINEIZR 2D BSL3
LU ToHLADERE L MO S AT L
ZRHT R0, P FUANAEEHETLE
BRFIATESZEMBY—RUANAAFNSH
OEMTOZF 2 U TEDEL TS, TOE
PEREIIZDNWTH 4,000 AMS 4,500 A F—=X%& 6



Mo 7Ty HOAPEWNMTHRIGAIRETH D LS, &
DEFERITVR 1 6 FEOOAED A > 7T 2 H
TOF OEMERIZILET S, BROBIKIAED
R DWW TIEHRMAMRENRRZMELTWEED
ZEThH7z.

T F RGO ARG, B AARLS
FIMIZE B AD ZERSBETESLIIIARNS
D)L~ FRETAEE AL LS AMETHS. {
farE kB, BHROT7 7 =AY —2BRER
. EEANA AT TIEEL. RIS3ETHEME T
ZHV T ERIMETRS, WHE - MERRERNE
HERLKEWMTIETITRD. 77 =AY —EN
DWEHEL, RERIETS A 10,000 TH Y. Kk
REEZ A 1000 ThD. HHEFMIITEST
BERFBAEEGAL T R>Tn3, &MY
ORMEBAR—FHMOBBTHERRLZIATNG, =
PERRIE, HABEBHITRADN, KEREKEEOS
ZROBETH 5 BBERTHRBRAR-ARH O,
BEToy—HEIIMmA. HICFEHNESTRAS
DN ZEHIAFLER S TWS, JIKRLBIZER
NGRS S, IENEER CGF—FoL—T) T
HDHM. MEHEE. AT+ ARG EM#ER %
BETDEDOIETHHE.

—H. COBGEIZERT B — R A )L A DR,
TEIZILER O BSL3 LXNVOEREEERALTY
%, EHELTEEOHERNT MP izt THAL
TWwd, ZOEERTIE, ~-RUIILAE LT
KBBORFDINSORE VI AKEZERAL T
2Tk, HIL<HRENIUN-RAI T
AV AOFEHEEFR U2 — RO NN AOFEEIZD
WTIHARZGoNAho k. LHALANS, #BE
DA I NI FoMBEFRIZBHEEEN TN
SEDICHBERTUEL UTHEEDV TNV ADEAT
EREDI— ) ADFRIIHRIZITbITY
L2 TH5,

2) St.Jude Children’ s Research Hospital @ GMP
RGO B3R

AU A b

James Allay, Ph.D.: Production Manager Influenza
Seed Bank production
John Coleman: Vice President, Therapeutics
Production & Quality Department

James Knight: Director Quality Assurance

Richard Webby, Ph. D: Infectious Diseases Dept
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9:00 - 10:15 John Coleman :
St. Jude's GMP facility {PowerPoint Overview
10:15 - 10:30 Break (colfee)

10:30 - 11:30 Jim Knright - St. Jude Quality

General Overview of

Assurance Program (PowerPoint Overview)

11:30 - 1:00 Lunch

1:00 -~ 2:15 Jim Allay - Seed bank producticn by
Reverse Genetics (PowerPoint Overview)

2:15 - 2:45 Seed Bank Production Discussions
2:45 - 3:00 Break

3:00 - 3:45 Iim Knight - Documentation System
Review

3:45 - 4:30 Tour of GMP Production Area

4:30 - 5:00 General Discussion
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John Wood. Ph.D. : Principal Scientist, Division

of Virology

Anna Sasiak, Ph.D.

Carolyn Nicolson, Division of Virology

Una Dunleavy, Division of Virology

Bob Newman, Division of Virology

Ph. D. :

Division of Virology

Jim Robertson, Principal Scientist,

Phil Minor, Ph. D. : Director, Divisionof Virology
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10 : 00 - 10 : 30 John Wood : Discussion of visit
10:30 - 11:00 Coffee

11:00 - 11:45 Anna Sasiak : Tour of NIBSC
11:45-1:00 John Wood, CarolynNicolson : Reverse
Genetics and Quality Control

1:00 - 2:00 Lunch

2:00 - 3:30 John Wood, Una Dunleavy : Influenza
Yaccines in EU and Japan

Vaccine supply

Type of vaccine

Regulatory issues
3:30 — 4:30 Bob Newnman, Una Dunleavy, John Wood :
Tour of Influenza Lab
YRR 1 73 H 248 (R
9:15 — 9:30 Meet Phil Minor (Director, Division
of Virology)
9:30 — 11:00 Sally Franklin, John Wood: Category
4 Lab SOP’s and Engineering
[1:00 - 11:30 Coffee
11:30 — 12:30 Diane Major: Tour of Category 4 Lab
[2:30 — 1:30 Lunch
1:30-3:00 Jim Robertson, Diane Major, John Wood:
Viruses and Reagents for Pandemic Influenza
Roles of NIBSC and NIID
3:00-4:30 Jim Robertson, Diane Major, John Wood:

Development of Pandemic Yaccines in EU and Japan
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1} Tran Tinh Hien, Nguyen Thanh Liem, Nguyen Thi
Dung, Lvong Thi San, Pham Phuong Mai, Nguyen van
Vinh Chau, PhamThi Suu, Vo CongDong. Le Thi Quynh
Mai, Ngo Thi Thi, Dao Bach Khoa, Le Phuc Phat,
Nguyen Thanh Truong, Hoang Thuy Long, Le Truong



Giang, Nguven Dac Tho, Nguyen Thi Kim Tien, Le
Hoang San, Le Van Tuan, Christiane Dolecek, Tran
Tan Thanh, Menno de Jong, Constance Schultsz,
Peter Cheng, Wilina Lim, Peter Horby, the World
Health  Organization Internatiomal  Avian
Influenza Investigative Team (N. Bhat, P. Brudon

P.Calain, A Curns, R Doran. K Fukuda T Grein
P.Horby, S Itamura, N.Miranda, T.Uyeki}, and
Jeremy Farrar.  Avian influenza A #I5ND) in 10
patients in Vietnam N.Engl. J. Med.  350:
1179-1188 (2004)

2) Iwasaki T, Itamura S Nishimura H Sato Y,
Tashiro M, Hashikawa T, Kurata T. Productive
infection in the murine central nervous system
with avian influenza virus A (5N1} after
intranasal inoculatiom. Acla Neuropathol. 108:
485-492 (2004)

G. IMMEEDOLE - 28K (FEESL.)
2L



Typical Processing L s
Room Detail =~ < [Fixed bqupment: |
/N |VentedBiclogical

€1 Bl — A0



: 'Hwantﬂicﬁlmlar' i

T [‘rhefmubicrmducﬁm&mm} G T :5'-":.-3:... :
D I Subin Cotaran, WP ’ SR U T

5 Qmﬁty As’aumnc” o e b ;:' Qua‘iﬁ)’ Control - .
s.ﬁm Kni:h‘! Elirechyr S Sasn Bheag, Maﬂa\ger Z'f

2 Human Appﬁcsfiusns
< P Ebieddge, Sranhor

.f wmmmm j;
: .ﬁm&ia@y !A&amgm §

Quarny Assurmnce

K2 St. Jude Children’s Research Hospital @ TPQ (Therapeutics Production & Quality)
[GMP 3R ] #E '



VIR xR T4 P AZERULIERBUAA I VI T 70 F I BEGONTE

-

BARGIANAE (EER)

HA - NABEFD T S AZ RABGIO—-Z0Y

HABEFORT
T2 fb U fo 2 o L GHRE
FOIEREY I DES
Y TR e L -
70 )‘[ukfﬁ_::’?;lu..l‘*ﬁ’.') EREIOE
- v oyt o -

N

ToFoRER MBI TTILA) O

ToF L EER HMRXOLA) OB

ToFoHEER (HRA
1R oBRgERT
| OWBRRR - SO
B

ToF g (MBI U
ILR) OFBYER
2R

cozbybh (F¥PR) |

! 77FoEE ((BRATCLAY (BHEEMN) |
S pre i i S———

| 2o F BN (Il
DAILAY OHREFED
i dllenl

X3

— 75 —



