PER.C6

A Human Designer cell Line
Providing a Pandemic Proof Platform for the
Manufacturing of Safe Influenza Vaccines
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A Human Designer

PER.C6



Characteristics of PER.C6

°* Immortalized cells (NnonNn tumor)
adenoviruseEl

e Human cells - retinaderived-
documented history

¢ Master & working cell banks
qualified

PER.C6™=PGK-E1 Retina.Clone6



PER.C6
Vaccine Manufacturing

¢ Safetechrdogy

¢ Scalable teclhrdogy

¢ Highyieldfarall Iinfluaza strars
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PER.C6
Vaccine Manufacturing

¢ Safetechrdogy

o Scalable tecivdogy 2

o Highyieldforall Influaza strarns
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Safe Designer Cell
PER.C6 detailed safety histtry

Viral/Bacterial Testing Bovine/porcine viruses

« Sterility * Bovinediarheavrus
» Myaoplasma « INnfectious bovire
s hvitoadnNnwvino rhictracheitusvirus
aclvatitious viruses » Para-nfluazavrus
G )

Species Specific Viruses

*HIVtypel & 2 Retrovirus assays
» Human Tdymphotropicvirus| NEGATIVE * Reversetrascrytase
1&2 EOR AL » Transmissianelecran
« Human cytomegalorus miarosaopy
* Human herpesvirus » S+L- and XC plague
* Humanhepatitis B & C
 Simianwvarus 40 Prions
» Adaoassodatedvarus * PrHPcSC (negative)
* Epsten-Bamvrus * Nomutuatias
*129 V/IM (heteroganicity)




Safe Designer Cell

¢ Bestdooumeantsd calllinetodate
PER.C6
Detailed safety © Fu!lsafetyprdie _
history ¢ Animal component free culture medium
¢ BMF at FDA, updated by Mardk &Co.

with healthy volutears & patiais
¢ Genethagoy : Multidke Phase |-l

Products in
clinical trials

I PER.C6 I * Vaccines : Phase I/l Merd<HIV vaocine,



PER.C6
Vaccine Manufacturing

® Safetechrdogy

¢ Scalable techrology =

o Highyieldforall Influaza strarns

e Eg;cell



viable cell

density
(*1ES5 cells/ml)

Scalable Designer Cell

Stabiltyof PER.C6 suspansianculture
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Normalized viable cell concentration

Scalable Designer Cell
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PER.C6
Vaccine Manufacturing

¢ Highyieldfarall Iinfluaza strars
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Host Cell Specificity

@ Hemagglutinin (HA) binds to sialic acid (SA) on
glycoproteins and proteoglycans on the cell
surface

® Human influenza HA: SAalpha2,6Gal
(human respiratory tract)

@ Auvian influenza HA: SAalpha2,3Gal
(avian intestine and egg chorioallantoic sac)
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INnfluenzaVaccine
Replicating strains

® H3N2 strains e B strains
A/Sydney/5/97 B/Harbin/7/94
AlJohannesburg/33/94 B/Y amanashi/166/98
A/Nanchang/933/95 B/Beijing/184/93
A/Wuhan/359/95 B/Shandong/7/97
A/Moscow/10/99 B/Victoria/504/2000
A/Panama/2007/99 B/Johannesburg/5/99
Resvir 17 A/Panama reass. B/Sichuan/379/99

® H1N1 strains B/Guandong/120/2000
A/Beijing/262/95 B/Canada/16188/2000
X-127 A/Beijing reassortant e Avian strains
A/New Caledonia/20/99 A/Duck/Singapore
IVR-116 A/New Caledoniareass. Q/F119-3/97
A/Johannesburg/282/96
Al/Texas/36/91

e



INfluenza Vaccine
Fast Kinetics

B moi 10-4

B moi 10-3

HAU

e Ey,u:ell cays




INfluenza Vaccine
High titers

1.00E+087
1.00E+07-
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1.00E+05-
é 1.00E+04-
1.00E+03

1.00E+027
1.00E+01-

1.00E+00-

< Er)u:ell

A/Beijing
FI ustrains season




INfluenzaVvaccine

High titers

1.00E+097
. EU'”:E” A/Panama A/I\Ia/vCalectrn B/C
: Flustrainsseason
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INfluenza Vaccine
High HA yields

60 -
501
401

301

HA pg/ml

201

101

O_

e Cycell




PER.@

Responding to the Challenge of Pandemic Influenza

¢ Growth of
with high HA

¢ 100M monovalent
doses (15 ug HA/ml)

¢ Time to
3 months

1997 The HOong-Kong



Creden

MariaGrazia
Guiseppe
Jutta Pasman
Marco
Richard

Andre Vooys
CarlaOphorst
Jaap Goudsmit




	Safe Designer Cell Technology PER.C6 detailed safety history
	Safe Designer Cell Technology
	Scalable Designer Cell Technology Stability of PER.C6 suspension culture
	Host Cell Specificity

