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1 Quality Target Product Profile

Product attribute

Target

Strain used

Sabin polio virus type I/1I/11

Product type

Inactivated Vaccine

Mode of administration

Intramuscular injection

Dosage form

Liquid in vial, single/multiple dosage

Preservative Preservative free (single dose)
Shelf life 36 months at 2-8°C

VVM =7 days

Adjuvant Al(OH), for multiple dosage

Immunogenicity

Immunogenicity is non-inferior to IPV/sIPV

Safety Safety is non-inferior to IPV/sIPV
Host Cell Protein <100ng/dose

Host Cell DNA <50pg/dose

BSA <50ng/dose
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2 Sinovac sIPV Project Overview

WHO Technology Training Complete | & Gomplete lllb Complete
Evaluation Transfer program Il clinical trials clinical trial WHO PQ
l 2014 \ l 2016 l 2018 l 2020 \
2013 2015 2017 2019 2021
IntraVacc - Clinical study Complete llla clinical Production
[Due Diligence] CTA applied [ approved trial & Apply BLA ] [Iicense granted]

CTA: Clinical Trail Application
BLA: Biologics License Application
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3 Clinical Trials Design

Phase |-l Phase llla Phase lllIb
Open (phase I); Blinded Blinded
Blinded (phase II) Randomization Randomization
Dosage target __Randomization and Reference________| Reference  _________ Reference
DU/dose 1.5-22.5-22.5
15-45-45 15-45-45 15-45-45
______________________________ 226167
Kunming sIPV
Reference (30-32-45 at phase Il) Pasteur IPV
DU/dose Pasteur IPV (40-8-32)

(40-8-32 at phase II) against Sabin strain
_________________________ against Sabinstrain ..
L Safety & Non- inferiority Lot consistency

Objective .. . : .
Immunogenicity (seroconversion rate) Non- inferiority
Endpoint Seroconversion rate Seroconversion rate  Seroconversion rate
GMTs GMTs GMTs
vaccination 2,3, 4m 2,3, 4, 18m 2,3, 4m
schedule
No. of subject 108 (phase 1); 600 (phase 1) 1200 900

Period 2016.10-2017.6




3-1 Clinical Trial Phase |

Safety

Immunization Low dose Target

Age group schedule dose

High dose

In total

100
90
80
70 65.00

0.00
60
50 41.67
40 3333 33.33 33.3 33.33
30 5 00 5.00
16 6 16 67

20 10.0
10 0.000.00 0.00 0.00 0 00 0. 00.

0

Adverse Reaction Rate (%)

45.00 47.735 45
0.00
34.0934.09
15 %0 0P
500 10.0 5 0 11.3611.36
0.09,.0.00} (' Io 08-23.00

Total Grade 1 Grade 2 Grade 3 Total Grade 1 Grade 2 Grade 3 Total Grade 1 Grade 2 Grade 3 Total

Adult Children Infant
mLow dose mMedium dose mHigh dose

F There is not any serious adverse reaction.

F Adverse reactions were mainly of grade 1 and 2, with a low incidence of grade 3.

-

Grade 1 Grade 2 Grade 3
Total
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3-2 Clinical Trial Phase Il

Ade arou Immunization  Low medium High Control Control In total
ge group schedule dose dose dose (WIPV) (sIPV)
Infant Group ______| m ] No.ofsubjects . __
2 months
( old) 2/3/4 120 120 120 120 120 600
_______________________________________ Safety Result .
100.0
90.0
< 80.0
S 70.0 60.0 60.865'0558
9 60.0 52.5 46.7 50.8 183
g 50.0 40.8 ~40.8
S 400
20.0 10.012-55310.04 5
10.0 : ' 4.2
00 - 0.0 08 0000
Fever Diarrhea Local swelling Total reaction

M Lowdose M Targetdose M Highdose M IPV Control B sIPV Control

»Target & high dose groups have higher reaction rate (non-significant), major reaction is fever.

Comparable results in low dose and control groups.
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Post-vaccination GMT

3-2 Clinical Trial Phase II

Post-vaccination GMT

as66 OMT of Type Il

a
o
o

|_

=

8000.00 - 7714.44 O 400 341.56
c
2 300

7000.00 - £
g 200 1 162 06 152.30 061

108.1

6000.00 - % 100 .

5000.00 - 4634.6 “ -

4000.00 | 3764.16 Low Target High Control IPV Control sIPV

3197.2
3000.00 - 2786.65
2217.9

2000.00 - 1373.6

1000.00 - 580.50 465 .66 761. 98741 60
162.0¢ 0634156 152.30108.13

0.00 - : e
Antibody Type | Antibody Type Il Antibody Type III
® Low dose B Target dose ¥ High dose B |PV Control ® sIPV Control

»Clear dose-effect relation on sIPV, GMT value is proportional to antigen dosage.

> All trial groups have higher GMT values than the two control groups.
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3-2 Clinical Trial Phase Il

90.0
80.0
70.0
60.0
50.0
40.0
30.0
20.0
10.0

Post-vaccination Seroconversion Rate (4-
fold increase) (%)

o
o

100.0 ~

Post-vaccination Seroconversion Rate (4-fold increase)

100 O 100 0 08.1 100.0100.0 g7 3 971
Antlbody Type I Antibody Type Il Antlbody Type [l
M. Lowdose B Targetdose B High dose B [PV Control B sIPV Control

OAIl groups of type | & Ill are immunogenic, seroconverstion rate >95%.

OSeroconversion rates of target & high dose groups are higher than controls.
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- . Cross-neutralization
3-2 Clinical Trial Phase I o i t'fpeL

|_ - -
= Post-vaccination GMT
(2 3,986.19
4000 -
£ 3000 A
§ 2500 - L 31,983.71
S 2000 - 535, 1,182.15
g 100 718.0
g 1300 ] 172.88 274375041 65.48 1888132497 1429733314 . o ., I .i
0 J = | — — | —
Sabin strain Wild strain Other strain Sabin strain Wild strain Other strain Sabin strain Wild strain
(Mahoney)  (SOAS-PV1) (MEF-1) (iVDPV2) (Saukett)
Type | Type II Type 111
mLow dose ® Medium dose
g 500 1 Post-vaccination GMI 456.35
450 ~
S 400 A
§ 350 - 324.12 283,50
'S 300 A :
§ 250 234.5
*g 200 A 151.3
o 150 -
100 - 55.21 46.76 67.03
40.70 14.67
50 - 773 % 19.07 19.97 1.36
Sabin strain Wild strain Other strain Sabin strain Wild strain Other strain Sabin strain Wild strain
(SOAS-PV1) (iVDPV2)
Type | Type II Type 111

m Low dose = Medium dose
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3-3

Clinical Trial Phase Il

Immunogenicity

16.00 -
14.00 -~
12.00 H~
10.00 -~
8.00
6.00 -
4.00 A
2.00 -
0.00 -

Pre-vaccination GMT

4500.00 -
L 4000.00 1
O 3500.00 -
S 3000.00 -
S 2500.00 -
g 2000.00 -
S 1500.00 A
§ 1000.00 1
0 500.00 -

0.00

Pre-vaccination GMT
14.30

13.48

5.93 6.06

Antibody Type | Antibody Type II Antibody Type I

® Trail Group ®Control Group

Post-vaccination GMT
4149.72

1372.34

493.49 392.42 550.80
158.75

Antibody Type | Antibody Type Il Antibody Type IlI

E Trail Group = Control Group

O

Post-vaccination

250.00 A

#Before vaccination, GMT of each
trail group is very low;

#After vaccination, GMT and GMI of
each trail group are both higher than
the control group.

Post-vaccination GMI

307.88

231.53

90.92

3452 42.65
16.22

Antibody Type | Antibody Type Il Antibody Type llI

m Trail Group = Control Group
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3-3Clinical Trial Phase Il

Post-vaccination Seroconversion Rate (SCR) (4-fold increase)%

98.90 98.90
1000 4 2899 9110 98.00 o, 00 94.80 93.70 97.70 97.20

90.0 - 84.00
80.0 -
70.0 A
60.0 -
50.0 A
40.0 -
30.0 A
20.0 A
10.0 H~
0.0 A

78.50

(Seroconversion Rate (SCR) (4-fold
increase)%

SCR SCR 21:64 rate SCR SCR 21:64 rate SCR SCR 21:64 rate

Antibody Type | Antibody Type II Antibody Type IlI
m Trail Group = Control Group

@ Regarding all types, the seroconversion rates after vaccination from trail group are at least
non-inferior comparing with control group.

& The seroconversion of type Il from trail group is even superior comparing with control group.
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Thank you!



