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MIER 1 RREEMICHNT 2 REEEHR

SERIEE HERA & HIBIE fER
RNA titer ) 1.6x10° ~ 24x10° | 6.42 x  10°
1 . Real-time PCR
(particles/ml) copies/mL copies/mL
Transduction ~ Unit ) o 3.34x10° ~ 3.00x10° .
2 cell immune staining 1.04x10° TU/mL
(TU/ml) TU/mL
3 | PCR of hPEDF PCR Product specific Qualified
Comparable to | Comparable to
4 | SDS-PAGE SDS-PAGE
reference reference
5 | Protein concentration | Bradford > 20 ug/mL 53.93 ug/mL
. direct inoculation . .
6 | Sterility negative Negative
method (21CFR)
7 | Mycoplasma PCR negative Negative
8 | Mycoplasma direct inoculation negative Negative
. . HBV: Negative
Special  virus(HIV, . )
9 PCR negative HCV: Negative
HBV, HCV,) )
HIV: Negative
10 | Abnormal toxicity negative Negative
No bacteria and | No bacteria and
11 | TEM
fungi fungi
12 | Endotoxin LAL <10 EU/mL <10 EU/mL
36 ng/mL (= 1.8
13 | Host Cell DNA Dot blot or Pico-green <200 ng/mL ng/dose for high
dose)
1.375 ng/mL (=
14 | Residual BSA ELISA < lug/mL 0.06875 ng/dose
for high dose)
15 | Residual Benzonase | ELISA <2 ng/mL = 0.2 pg/ml
Replication not completed
16 | Competent PCR negative (2012/5/22 Plan
Lentivirus (RCL) Reporting Date)
in vitro potency
17 | assay (expression of | ELISA > 300 ng/mL 570.73 ng/mL

PEDF)




18 | PEDF (pg/vial) ELISA <10 ng/mL Negative
E1A: Negative
E1B: Negative
PCR for El1A, E1B, .
19 . PCR negative Sv40 large T
SV40 large T antigen .
antigen:
Negative
20 | Fill volume > 0.5ml/vial 0.56ml/vial
21 | pH pH meter pH 6.5~7.5 7.22
o . Milky &  Light
22 | Appearance Examination under light Passed

Milky, Colorless
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SIV-hPEDF copy number in genome DNA from the eyes

No. of animals R/L (treatment) copy number/ 200 ng DNA
- R (SIV-hPEDF low) 6.1
L (untreated) not done
i |ROIVIPEDFIow) 26
L (untreated) undetected
R (untreated) not done
> L (SIV-hPEDF high) 341.0
R (untreated) undetected
% L (SIV-hPEDF high) 1243
R (SIV-hPEDF high) 93.8
! L (untreated—high) 60.4
R (untreated—BSS) undetected
32 L (SIV-hPEDF low) 57.6
R (SIV-hPEDF low) 26.3
> L (untreated;low) 75.0
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SV40 large T antigen .
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SIV-hPEDF copy number in genome DNA from the eyes

No. of animals R/L (treatment) copy number/ 200 ng DNA

- R (SIV-hPEDF low) 6.1

L (untreated) not done

R (SIV-hPEDF low) 32.6

o L (untreated) undetected
R (untreated) not done

29 L (SIV-HPEDF high o 10
30 R (untreated) undetected

L (SIV-hPEDF high) 124.3

| ROIVPEDRhigh 038
L (untreated—high) 60.4

R (untreated—BSS) undetected

> L (SIV-hPEDF low) 57.6
R (SIV-hPEDF low) 26.3

: . L (untreated—low) 75.0
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hPEDF DR DRI ELRI R D3 F A B = X A DR

SEMTEE kR EW
TN RZFRFGEIRENTEE RN T ERAIRY FEER

MEREE MBEAFELM (retinitis pigmentossa: RP) DIEMFIZE (7R F— ) ZBWNT, 7&K
— 3 AFFERF (apoptosis—inducing factor: AIF) @I hz v KU 7L 0OME. BRN~OBITHNE
EERRETH I, BF LEBERRT (pignent epithelium-derived factor: PEDF) 1%3I h=v KU T
EOZEICL Y . AIFFHEZIEH T 5 Z L 8bhroTW5, —7F, PEDFIZIZHAEMEACE LA N LR
ZIHIT AERBM B TRY | ARFEEIIPEDFORFOIRMIRRESR L 21 5 OBHEIC W THREET 5
7o, RPET NVEWIZIIT A HMRISE & RIEZ2 D ONZEML R F L ADOBHEIZOWTRET Lz, BER
B D MEEIZ B W TEBRIESEY A b A R B A L OREREI L T, HiEbSoBElz X
D ENS ORIEFFSP IR S 4L, HREERIIH SN D Z EBHLNE2oTz, T2, RPEE LV EE
LT FEETRIC, Ex OREETA MIALVROTEIA VREBEIZEENTWD I ERHLNE 25
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A. BIREM

RGN (RP) 12BN T, A% R dRE
¥ (PEDF) XX hav KU TEOZERIZLY,
TR M=V AFHERTF (AIF) fEHEMHT 5 2
XY RHRRE (TR F—R) BMET 5
ZEeNRbho TS (Murakami Y, Ishibashi T,
et al. Am J Pathol. 2008), —J5C. PEDF T}
TIRIEERCBIE R M L 2IGIER B LN T
BY ., REETRP 2B 2HRMIEIE B LR k
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1. RREFNEWTH D rdl0 ~ v 2 EFHNTLL
TORFEITo7, A% 14, 17, 21, 28 HE®
rdl0 = 7 2 LV ERERZHH L. MR X Y mRNA %
i L7z, Real-time PCR ¥Z FVVT. MCP-1,
IL-1 8, RANTES, TNF- o DRI 2 RHEHE L bt L

Teo FRICIRER Z i 4, 4%/ 3T /L A THEE
L7708 Lk, ~1 7077 n~v—
A—T&2 Iba-l x5 AEHEBFHLE
EIT-77,

2. BBbA NV RO ERIET 572012, rdl0
~ AR NTE®EFLYRF AV
(N-acetylcysteine:NAC) Z8KELE L. FEIZ
PA NIRRT EIA L ORBERI LT, £
7o, £t 26 B B ORERZHH L, WAz
AV N O

3. RZIE, JUMRFEREE THEREE LRI U TRl
TEFHREIT U ER RP BE 6 51 TR (B
31, Zotk 3 ). e b ONCERRME BRI R
36 5 36 AR (514 11 1, otk 25 fl), RE TRV
I, BEARR R RO R — MMESKIZ
HEVEFE THRER U7, RN U 72 il ISR I R AR 7
L. multi-plex ELISA VEIZ CTHBERIEMEY A



