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APP13007 (Clobetasol Propionate Ophthalmic . .
Nanosuspension) for the Treatment of Clobetasol Propionate Ophthalmlc

Inflammation and Pain after Cataract Surgery Suspension to Treat Ocular Inflammation and

A Phase 3 Study of APP13007(Clobetasol Pain after Uncomplicated Cataract Surgery

Propionate Ophthalmic Nanosuspension 0.05%)

[Mir:hael S. Kovenfeld, MD," Jeffrey Levenson, MD,E]Ehsan Sadri, MD,” Eva Liang, MD,” Laurene Wang, PhD,’

to Treat Inflammation and Pain after Cataract Derek T Nimez, M
Surgery o ] . . . ‘
urpose: To evaluate the efficacy and safety of clobetasol propionate ophthalmic suspension (CPN) 0.05% to
treat ocular inflammation and pain after cataract surgery.
Evaluation Of APNTTM Nanopa rtiCle FormUlation Design: Two multicenter, randomized, double-masked, placebo-controlled phase 3 trials, identical in design
except for a corneal endothelial cell (EC) safety substudy in the second trial.
in Ophtha[m|c Medications Participants: Patients who underwent uncomplicated cataract surgery.
Methods: After surgery, participants were randomized 1:1 to CPN 0.05% or placebo 1 drop twice daily for 14 days
. . instilled into the operated eye.
P|V0ta|. Phase 3 Stud 1es Of Clo beta Sol Main Outcome Measures: Efficacy outcomes were: (1) the percentage of participants with anterior chamber cell
. . . (ACC) count of O at postoperative day (POD) 8, maintained through POD 15; (2) the percentage of participants with
Prop|onate Ophthalm|c Suspens|on 0.05% for ocular pain (OF) grade of 0 at POD 4, maintained through POD 15; and (3) inflammation, OP grade, and visual acuity at
. . PODs 4, 8, 15, and 22. Safety outcomes were adverse event reports, ophthalmoscopy, intraccular pressure (IOP), and
Post-Cataract Surgery Inflammation and Pain EC assessments.
Results: Seven hundred forty-eight participants were randomized to receive CPN 0.05% (n = 366) or placebo (n =
. . 382). The demographic and baseline characteristics were well balanced between the 2 groups. CPN 0.05% met the
Dose-selection stu dy of clobetasol pr0p|0nate primary end points, producing rapid and sustained clearance of inflammation and absence of OP that was statistically
. . significantly greater than placebo. At POD 15, 58.2% of participants receiving CPN 0.05% and 17.3% of participants
Ophthalmlc suspension that evaluated receiving placebo had an ACC count of 0 (P < 0.001), and 88.5% of participants receiving CPN 0.05% and 45.8% of
. . . participants receiving placebo had an OP grade of O (P < 0.001). By POD 4, visual acuity had improved more rapidly in
|nﬂ-a m matlon a nd paln after Cata raCt sSu l’ge I’y the CPN 0.05% group than in the placebo group (P < 0.001). No rebound of the efficacy parameters was noted on POD

Ophthalmology
2026 " gpnyzesk

22 after CPN 0.05% was stopped for 1 week. More participants receiving placebo than receiving CPN 0.05% required
rescue medications (P < 0.001). CPN 0.05% was well tolerated, with a safety profile similar to that of the placebo. No
meaningful IOP increases or corneal EC changes occurred in the group receiving CPN 0.05%.

Clobetasol Propionate Ophthalmic Suspension

(BYQLOVI®) tO Treat Ocular |nflammati0n and actﬁg,ﬂ:::::‘:;iragleu%gi% twice daily for 14 days was safe and rapidly improved inflammation, OP, and visual
Pain after Uncomplicated Cataract Surge ry Financial Disclosures: Disclosures are in the Footnotes and Disclosures. Ophthalmology 2026;133:952-962 ©

2026 American Academy of Ophthalmology, Inc. Published by Elsevier Inc. This is an open access article under the CCBY-

Ophthalmology)

Source: ARVO (The Association for Research in Vision and Ophthalmology) * ASCRS (The American Society of Cataract and Refractive Surgery) «* AAO (American Academy of

NC-ND license (http://creativecommons.org/licenses/by-nc-nd/4.0/).
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| cured 1,000 blind people—then learned...
B YouTube

“IE LK) 20 IHET TR
S RAVERIRELER - LEBC =2
HHBSAMA -7

- Michael S. Korenfeld, MD

“FEABHEEVBIRIRE |
’IT VT RERIREEEE M -

- Jeffery H. Levenson, MD

- EEIRNEEESRT - ERIRRIINIEER (ACOS) AR E

* Levenson Eye AssociatesEIltTa & ¥ A « E{EH88 100 I5%E FDA #HE ARV ZEY B R RIS B PRE

* SEE International NE [E EEE BNEREMRE 28 (IRSME L ARZEIREEKE
FHEg T1E -

Source: Levenson Eye Associates * Comprehensive Eye Care Ltd. « Formosa Pharma
PHARMACEUTICALS, INC.
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EVPHE G SRR TR
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$207

EEESHER (2026-2035 )
$176 17.6%
$149 R EHIHEMEARE
$127
$108 2026 FEhIZRE s
== 0
$92 l 480 =T

$78
R TR <R IS T oK B R AR R B2 AR A

$41 $48 .
- 203553518

207018=7T
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o' EEMIIE

¥BBADCE:Y) : Kadcyla®' (HEE)
FEFENE © HER2+3LJE
ERH R E RN EEEAE

B iR E R THES

HiSRE | 2025 F 2 EKIHEZEL258 =TT
TSY- 110 B ERAFE—BEREREZE LHZ
ADCH 44 2

T HINZEER

BRI ZKZS R KB EYMELIEE A S TBHEE
FEET 122026 F AT ER=THIGIREE - WASTEIE
SEREMHIS ZIBESIE -

Source: GlobalData + Kadcyla.com « Roche « Formosa Pharma « Drugs.com

Kadcyla™
(ado-trastuzumab

emtaning) 3.6 mg/kg IV every 3 weeks
(21-day cycle, 14 cycles)

100 mg per vial
only

ppppp

US WAC
- - *100mg-$3,990
== 7T e 160mg-$6,383

SIENGERES
A EE
& B TrastuzumabMAZ EEZE(CEE - SIEADC
SEEZIKGHEEN
EIEREBE :
& B Trastuzumab M AS A& £ B/ 58 ~ BN -
B R B 'Rz ol

EEEEEEEEEEEEEEE

# EmFEER

o P2029F FHABBHE -

o 2655 EAUS FDAKEMAE % - S 2IoIBIPK
RS EMEIEE - OJBe bR I BRI GE B -

« 26583 5t Al ER 2B bR R 5T BR ER 55 (CTA) &2 14 -
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EIEADCEYME{LIZE - TSY-120: Enhertu 4= #) 4H (] 2 ADC

NDC 65597-406-01 Rx only

ENHERTU®

(fam-trastuzumab deruxtecan-nxki)
trastuzumab deruxtecan For Injection

100 mg per vial

For Intravenous Infusion Only
. = ispense the enc ledication Guide to each patient.
® E A n*ﬂig - get;enstit;le and|l‘;:f:en:ric:rt;] adn(:in?sn'tation s 5.4 mg/kg IV every 3 weeks
% Single-Dose Vial
Ty /2 \ ey S e Portoe (21-day cycle)
¥§F\§A Dc%m . E n h e rtu @ (‘EM@) MENHERTUM[ ﬁas:ar:olis ;‘:;’:0'1
g KEEP REFRIGERATED US WAC
. . o g per vial gl 1 vial
IEEAE: 48 HER2+ ffE. O Daiichi-Sankyo AstraZenecs® *100mg-$3,173

- FEBEEERR: REEANMEAZ EERI—AR
RS RSB R RAIER RAER.

- ZIEEEEE EAREEANEEEE
FOREREEL. TSY-120: B ERAS—EEBEDR LHZ

o ADCAEYIHR(LIEE
- BEiaftE: EOZLERREREZ £,
BENSENARRER. &7IRRTSY- 11089 Ih RS KBRS foEE B,

/ y

G EQRMOSA

Source: GlobalData ¢ Enhertu.com « AstraZeneca ¢ Daiichi Sankyo * Drugs.com
PHARMACEUTICALS, INC.
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FHSEI51E ( 2026E — 2032E ) EnhertuZ EX 4255 € 48 (JPY B, 2026E-2032E)

JPY 867B JPY 1,660B ~$10.5B
- 1,800 1 2026E — 2032E
Starting base ~1.9x 2026E 1,660
2026 B IE IR EE 20326 B R IR EE CAGR: ~13% 1,587
1,600 - 1,488
13% +19.7% 1,400 | 1,350
7 HARE JPY 155.2B - No.1 share 1.197
2026-2032 CAGR Q12026 F 1B 1,200 - ’
1,035
1,000 1 ~$5.5B
867
Market Summary 800 -
« 55— — 3L EA AstraZenecatE2026F F¥FEMN T 600 |
FiH EEREI30E3ETT - 406 | 800 860
725
N — = =1 AR A y NN7 6
- BEESRBREABEILEES  LURE . -
ZHER2EFRIR « HER2EB 1R RIF BT FERE B B
fiE - Enhertu® 3kiH S 5815 2 13%HICAGR FL & - 0 ' , , , '
FY26E FY27E FY28E FY29E FY30E FY31E FY32E

mUS mEU ®mASCA @ Japan

Sources: TD Cowen ¢ Daiichi Sankyo Co Ltd * The National Comprehensive Cancer Network (NCCN ) « AstraZeneca PLC
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TSY-310EE E0 BE = K BEADC

Sources: Almac Discovery * Formosa Pharma

B Almac DiscoveryiR2025F 1R #E5 | - £IKEH Bl (First-in-class) $1—1C

[@)1R4E EGFR £ ROR1 NERF E M RRMIEEYE SIS - BRANEE
FEhdilemEA =R ESESEREMRERNEM ZERREE -

IR B B R EEF 56% B ROR1 A EGFR 2R S E 48R - Anti-ROR1 Anti-EGFR
FRRRIER5 | TR EEE P ERERESTEHE - WHMEREZ EGFR/ROR1
RIBEERVIE/ N ANPE ih R PDX H B hER| 2808 R -

AEiLELERAR

EORR T REERLERER  ASBREEEAEEN - BBIE
RORT1HIASE T A2 215 552 ( ADC ) DIEIE M AR IChEE ATMR - PR{E ¥
IERAENESES  REEELEHEYR -

- (Receptor tyrosine kinase-like Orphan Receptor 1) = — &R R HiEE B
hRIENZERER @ EitE - I EEMETEAERERIR - ROR1EMEAE
BN s=stEs -
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EEHERMNEMMAES BIBNBEBIEREURZE ADC

ROR1 #E[c] fE7E & F (tumor "seeds") : ESEHEMMAOMM . RE= EGFR

fEB—TBEREE - A BB ~® 5 ROR1 B 38 1 — (B 4R
£IBIEEAIR - (B E M EE o . ISl ENNGSBASE
BHEEAE L AESEEE - Nti-RORT1 A - W —pR{23T8 EGFR IOA& - 10

ABEAS -

EREMTKNE-FcRE : nF/)
RERNE  BEERAFTEERER -

ERRERRAMPFRE -

o]t EfE i F MMAE 83547 : EHD
B AUNESEERIENT ENANEITER
& FEHEAIBISEREREN -

FHamBGIE | FRARRET
MMAE ol = ZF @ MMeNE - #2505t
NIRRT AR - (EMmERR ISR
NERREZE L RERE -

Sources: Formosa Pharma « Delvelnsight
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PC-9 (lung adenocarcinoma CDX; EGFRm) NCI-H1703 (sqNSCLC CDX; EGFRwt) HBCx-28 (Triple Negative Breast Cancer)
ROR1 IHC EGFRIHC _ RORI1 IHC RORIIHC EGFR IHC

X20mag . ' A xXX'mag, 8 i E 5
+ = + \ ) Vo e i »
- ] - - . 3 s ¥ = . ok

*

Relative body weights +/- SEM

Z i g HBCx28  f.
o 1 ® 2000 X- Jool i

1500+ H « 5 —_ z !
- 3 3 T 1200 fe ig%ﬁii}éﬁiﬁ fﬁ;!
& & 0.
E i E 1500 E o0 i
\E' 10M- l T HMHNNBOOBONTTM g l" TUMNNBQO®BN g i mo T LI N
o e oo 55 800 Oar
E | 3
% % i g % 600 -~ Vehicle Control
> 500+ -5~ Vehicle Control > -6~ Vehicle Control 33 =~ TSY-310 1.5mg/kg Q4Dx4
E] @ TSY-310, 2 mg/kg Q4Dx4 3 500 @ TSY-310, 2 mg/kg Q4Dx4 E 400 -~ VLS-1072 61mg/kg Q4Dx4
£ E 'é 200 1
= » 3 g _ 3 2/5TV=0mm
£ O-fonm 5/5TV=0mm § Ot 5/5TV=0mm 2 orrrreereee ey oomm,
s 0 7 14 21 28 35 42 49 56 63 70 77 84 s 0 7 14 21 28 35 42 49 56 63 70 0 7 14 21 28 35 42 49

Days (dosing/post-dosing) Days (dosing/post-dosing) Days (dosing/post-dosing)

*VLS-101%45 MerckF %% ~ B AR ERARPSERR

ENHBREE ( EGFR REEY ) BEHAIE/ AR (EGFREFER ) - =B ROR1 $28k ADCEEY)
AEEERPERFEZNEREHE - BEYNRMEME - REHFIER -

PHARMACEUTICALS, INC.
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2 IKNSCLCTH 5 111% CAGRELE + 2030 i53E708(E 3% T ADC

ZIKNSCLCTIIZ i 1E ($B, 2025-2030E) 2030FNSCLCEZ EHRIThIZ{(nEaTa G

H TKIs (IREE£E4) 25%

$70.8B Bl 10 Incumbents (5255 I ) 22%

/1M ADCs 20%

[1 W Bispecific Antibodies (£ 452 14 #152) 18%

B Chemotherapy ({E) 10%

Bl Others 5%

5%
10%

25%

@P ﬁler @"‘"‘"
22%

O €3 MERCK

2025 2026E 2030E
) GILEAD

Market Summary

- R ARVIETEIA A ; 11£2025F A9422(8 =TT R £2030F FH{HAY708(E 37T - CAGRIE11.0% °
= TREENS ( EZE+FOMUE+Z2E+HZA ) BINSCLC HE2025F IR E £ AI330123ETT - WiiF R¥556.6%HICAGR -
- PEIHIZUSFEEFIFIEREAIRARIE - CAGRIGIIZEMN & 2£2025-2030EH79.8% -
AlphaSense

Sources: The Business Research Company * Sun Pharma Advanced Research Co Ltd « Delvelnsight + CAPITAL.I » Canaci ey Research « CFRA Research * w F@RMOS A
Leerink Partners ¢ Gilead Sciences Inc « Bernstein Research « Summit Therapeutics Inc « RBC Capital Market Research @ l ' PHARMACEUTICALS, INC.
J ey o =
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ADCEUfL{EHE - =214 9L (TNBC) IR i8R 2034E B E E65E 7T ADC

2RI EEYTHIZ($B, 2020-2030E) 2030F TNBCE HARITHIZ(nEETE L

B ADCs 35%

$60.6B B 10 Incumbents /& &% 25%

Bl Chemotherapy (G 20%

Bispecific Antibodies £ 45 F 41152 12%

B Others 8%

$41.0B
8%

$31.8B

O €3 MERCK
(0) GILEAD

20%

2020 2024 2030E @ Pﬁzer @mm“

25%

Market Summary

- IEEY IS 2020 F A93181E £ TS R F 20304 Bt A9606{S2E 7T - CAGRAIE6.6% ; TNBCIEFRARBIAN10-20% - 2iEER
HRIERY AR B -

« TNBCE:Y)H IS IR1E AL 112026 FAIS5{E =TT B 22034FAI65{2 =70 - CAGRAE4.6% - ADCIFEZABESPZERLIUCIEEAE -

Sources: The Business Research Company * Sun Pharma Advanced Research Co Ltd * Delvelnsig ® 9 FORM A
Leerink Partners ¢ Gilead Sciences Inc « Bernstein Research + Summit Therapeutics Inc « RBC Capit: @ ([\.J pHgAchncOAL?mc.
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TSY-310¥1 IMSZEFR S

Anti-ROR1 Anti-EGFR

- RTEET B = R AT S AL S
- HE RIS R AR RS RIS RS

o BIFEMIEIRTEASCO - AACREEHEERT= K BIOUS -
BIO Europe=5{f 5 7% & 1548 i BA X X Z4 i B &)

£ . 2023-2025F RS RIE>10 Gt HE N> 1 EE5 2 KBEIADCIE#ESE

W Milestone Payment W Upfront Payment

BREE ERNEA
= 428 7X %
figisg)aﬁéﬁ 1,670 1,648 1,710 - 1,700 00 1,540
170 g 175 ey — 200
—
e — - i Bristol Myers
WIRHETS SIONT=CH MERRCK @GIaxoSmthKlne ) Squibb ! Jaw?iﬁssn )- wastellas
S B B £ {E B Bz 55 75 U 2 BAXE LigaChem Biosciences BH#EY
AT g DB-1303/ DB-1311 SHR-A1904 HS-20093 BL-B01D1 (iza-bren) LCB84 XNW27011
RS EHEEFEER Phase I/11 (2023) Phase | (2023) Phase | (2023) Phase I/11 (2023) Phase Il (2023) Phase Il (2025)

Sources: GlobalData * Auerbach Grayson « MTNews ¢ Delvelnsight « Pfizer Inc « M&A Screener « MTNews ¢ Scotiabank « CFRA Research
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MCI, MD, PhD
R 23 $9.86B  $10.41B  $12.57B 4.8% Slmcenscents
@} Singapore National Eye Centre
?ﬂ] ,gETé -’% % 'ti % HE 52 y Specialty: Ophthalmology
(Neurotrophic $1.47B $1.99B $6.78B 35.8% ;
Keratopathy, NK) . ERpIRIEAZR
i o FINEARAA 5T P B AR ST et B PO =
REHRE $7.338  $8688  $1219B  8.8% . DARANBBE T DAMBEARETE RN,
* World Top 2% Scientists
Market Summary

» MEEXIERTIS 22030 F I 2R AR - FR1EZE126123E 70 (CAGR4.8%) °

 REEMAERINRIZREHZRAZEY - 2030 FETHI5 0] EIEBAESEETT
ERBINKEZ 1£2020F 931,000 A 18 1N%2024FH768,000 A - CAGR 22% °

» [E—NIKCAEZEY) Oxervate T£2025F M R TR ERRER16.2(EE T - FIEKIFEA4% -

» 2IKEZERAET IS 13 LL8.8 N E S FIBRERME £2030FEFEHAV122(E=TT -

Stage 3 shows an epi defect with
stromal thinning.
Source (all): Kenneth Beckman, MD

Sources: The Business Research Company « TD Cowen * Krystal Biotech Inc + GBC AG * Ocular Therapeutix Inc « UBS Research « Formosa Pharma ¢ Singapore National Eye Center «
ASCRS EYE WORLD
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2030 2K R M B E =B EFE 2 (wet AMD)THISFRIE I IE R Z300E =T E APNT

M E RS (wet AMD) TIZTESTAR 2030 FEZRHE 300 23271 ° ZXERE )X anti-VEGF AU = 23111
wgaExE N o TKI R EEEA ST EIE anti-VEGF **ﬁ?‘imHﬂFTﬂE = THIZ %A -

am#EB A ZEIFVECFEMEN B IR EYIEZHERESFETP -

PIVEGFEMHEI £ &8 7 R EAMDHIZ 2030F Hm M EFE MR EMRGEERINEGHGER
2y 2 = ($B)
PR Subretinal Gene Therapy 5.0%
Eylea Regeneron / 8if
(aflibercept 2mg) Bayer 25 AR —R -
In-Office Gene Therapy 17.5%
Vabysmo Roche / 43 =8-16718
faricimab Genentech : IR —LR -
(faricimab) enentec A —R TKls 30.0%
Lucentis Genentech / 548
(ranibizumab) Novartis 1.2 EF—R - - laqi
/ Standard Anti-VEGF Biologics 60.0%
Market Summary

« £775% wet AMD N B E FEFHIMVEGFEMEE - TEH—FEEmMMEEYTIE  H2024F 2 KENL AB150B=TT -
= fEEAOZE - AMDEBEBIEHAINA2EAEBARE2040FEMAI3EA © 20 wet AMD BEXE20008 A - 2040F A5 5 K £30008 A °

Sources: Wedbush ¢ AlloVir Inc » Allied Market Research « TD Cowen * AlloVir Inc « Jefferies Research « Kodiak Sciences Inc « Regenxbio Inc
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