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77 77NV T 31 X Kubota Glass®
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Q4

JEE pE 1,531 1,833 302 19.7%

Blaks LOBERSY, Z 0o 4miE 1,455 1,768 313 21.5%

FEVLENE PE 10.6 10.5 AN0.2 A1.5%
BEART 1,542 1,844 302 19.6%

eI AlE 151 100 A52 A34.1%

Rt EI AR 1 11 10
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FDA Orphan Products C||n|c<:|| Tr|c||s Grcmts Program®ﬂb)$27

FDA X Y Bhpk&: : 34EM CTHEERN1635 v (W1.7(EH)

20204E8 ] . A4 —H L N % HRHE L LCHEM LTV 2 ISR EMET S 7 2 24 MR I@ A
W oOHE SRR N., KEREMEIMNE (Food and Drug Administration: FDA) £ ¥ |

- . *1 > 0 S = 7 g Dr. Stephen M. Hahn,
Orphan Products Clinical Trials Grants Program™ O Bpk~7 v 77 AITEE, 24th the U.S. Commissioner of Food and Drugs

3R] TR K16370 F/L (GRILTIEM) DOhRis: & 72 2,

5&: Dr. Stephen M. Hahn &
i @SteveFDA

FDAD = OB A7 g 77 AE, 19834 |2 BAtE XL T 0 374 Te67HEDMFEET 58 3 F 4 FDA announces that it has awarded 6 new clinical trial

research grants to principal investigators from academia

(ZOZOQEH#M ) é_: j/l/f U 5 75) % @gb‘ & b)k%%ﬁ @ﬁ %Tﬁ%@Tﬁ*ﬂé‘ j: 67\@]?’@ 5 and industry totaling over $16 million over the next four
H3%THY ., AAANEER. BARDZ V—T73THIO THRIR, years.

YA —rEZBR

p2Y U.S. FOOD & DRUG

ADMINISTRATION

FDA awards six grants to fund new clinical trials to advance the development ...

T OKERMERLE (FDA) MEET 28T 17T 5T BRI D Ep 3R 5L B3 555 (Office s 7 e e o et
of Orphan Products Development: OOPD)%Z i U CHE SV TWET, ZD7 17 F NE, A EERT ORI, @ apon
@ﬁﬁl%%%\é %i%}j«é : k ;]& E E/‘J & LTb \iTo 4FH14:58 - 2020510A 98 - Twitter for iPhone

K/b\t https://x.com/SteveFDA/status/1314294028331081729
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Phase 3 Study * Example of Increase in the DDAF area (pink) Autofluorescence
Objective
00 @ & @ 9 @ & ¢ N
0 1-2.73 12 2 2 R
Target enrollment = 162 O sm ) Reduce Progression
Actual enrollment = 194 ’ &“ ‘ Months of the Disease

Sajovic J et al. Natural History of Stargardt Disease: The Longest Follow-Up Cohort Study. Genes (Basel). 2023 Jul 2;14(7):1394.
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o 3ITHFAERIC I 1T 5 EEFHEIE H FAF Imaging

FAF Imaging — DDAF vs Total DAF (DDAF+QDAF)

Total DAF

DDAF: B#EZ: B & de s
QDAF: &t L\ H 38O

DDAF

Ref: Strauss RW et al. ProgStar Study Group. Progression of Stargardt Disease as Determined by Fundus Autofluorescence Over a 12-Month Period: ProgStar
Report No. 11. JAMA Ophthalmol. 2019 Oct 1;137(10):1134-1145.
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We are continuing to search for
strategic partners to conduct the
late-stage Phase 2 and Phase 3 trials,
while engaging biopharma
companies fecused on diabetic

retinopathy.
The planned Phase 3 trial is 0000
expected to be a large-scale .’.x.,.

study involving approximately ..--

1,000 patients. The planned Phase 3 trial is expected
Once comparative data vs. to be a large-scale study involving
VEGF inhibitors are obtained,  approximately 1,000 patients.
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