News Summary
FTARTOERIBETADLEDIC
ARERL, PINRERLEBRIN Y 54 7> 22 FFEL TS IT - RIY> - 5-022%0 10 A 27 B OV-EIUF) ([CFEERU
M IV AN -Z2D—E%F0ER - iREL. SEEREUTEMI 20D TY, EXNE BN REBOD. RIRPABIERINE
FESNBTLICTEBETEN,
R3[4, https://www.roche.com/media/releases/med-cor-2022-10-27%ZEJEE0,

ova Y)—7

2022 11 A9H
& I

NE—-RE. MEEFFAREAZEAE (RVO) ZXZRELLE
55 111 ABERPREIBRICH VW T FE 5B B ZERK

TARRERAREAZEAE (RVO) ZXiZRELIZ BALATON SHERB LU COMINO FHER(CHWT. NE
—ZEQT7IINIET NI BIESHEMRTEEN . FEFHBIEE ZIERK
NE-ZXEOBEMHREEOREF THD. ZEMTOT7(IUFBEDERE FIK
NE-ZEG. BWNEBNIZOMIREEICEET S Ang-2 £ VEGF-A O 2 DR ERFEE
ZARHEUTPEHE T 3. RYITHE— DB

FHARERESROERFZZTRRIRIN, FEORHZB/ITRLEFE

0>1%tF 10 B 27 B. IBRGEEICSIT 2B H THE— DN RS T1vIFHRTH BN\ E-ZE® (T7)
IX7) ([OWWT. HEREERIR DR B &Iz (3R T OB AREA A (C L 3 BB ZAB( 93 2 DS 111
8P 0-/VLERERERER (BALATON HBRB LU COMINO ER) DERIFRMNIFAiERERERLELL
123 4@pssaiREIZEE (RVO) (3. 5T 2,800 A ACHEEREFIRNEENITEERTT 4,

MEHER(E, WINEEEEHMIR B ZERL FUI, MIREFAT D PAZRAE F /2 (FHEAR T D ARAREAZRAE(C
HORBZIEZ B I SRS NE (BN T, \E—RE% 24 BIFRF T 4 BREIFF TIRSURHE 7IUR

T 4 BRI TR SURBHCLEERL . RAONE(CBVWTIES MR RUELR.,
*RE - TEFHMAIEETHS 24 AR TOREBERIORN-ZS/ NS0t E

NE-ZEBFOHOMRISHEIEE (CST) DR ZRIELRECS R=XFA N 24 BRFRE THEEHY
(CHARRORERZ RS L RENE L.

mEREREE. \E-ZEDBEMERFEHORRIFCLUL. ZE2MTOTI7ULBEOREREEHRTUR,
FIRERISEROEMRFRTRRIN, KEORFIZ/IAREEINET,

NE=REF VOIARIF>-2 (Ang-2) EIMEBERRZIEIERAF-A (VEGF-A) ZzHFILUMEDEE
MZEHEEEBECED., RN EBN I LDMIREEBICEDET 3 2 DOERERIEZIZENELTHET 3L
IMECEREENTVET >°, Ang-2 OMiEilF RVO (ZBVWTEFU. Ang-2 OFRIRENNEERDETZ(E
FEEZSNTVET &7,

NE-ZBFIREFTIC. FTEMEZHONEHEHNZE S (NAMD) BLUTERRHEBLFE (DME) @
SAEELU T, KE BA. 21E. EU Z801HER 40 iR ETEASEENTLES 39101112 haAMD ¢
DME (CBF2/\E-XREDEHINRBENES LUZ M. 3,000 flziBZ 28RS MNEBEZREL 4
DORBERTO—/VLERERNSBANTE 2 FERIDT —HICEDEEEINTLET > 1314, )NE-2E (3.
NAMD S&U DME (XU, Bz 4 WA DEERIFENEE 111 ABEGARRER CHESRSNIZCLICE DEAGRS

AL EUEEAA NS FE GRS T103-8324 B RE AAESA2-1-1
XFFPUL—va XTI TEL:(08)3273-0881 Email : pr@chugai-pharm.co.jp
AURZAI— - U—vavXF)b—F  TEL:(03)3273-0554 Email : ir@chugai-pharm.co.jp


https://www.roche.com/media/releases/med-cor-2022-10-27

NEME—OIRASTHERTY 12, INSOEEDEEERLL T, INETICHRSAT 165,000 AL _ED/C
E—ZENBLTLET 8, RVO., NnAMD 84U DME DEE#IIDMHTRTH 7,000 HATH. RHE
SOFERBERD—DEENTOET 47151617

RIRFRIREAZEAE (RVO) [CDWT

RVO (3. A MEEEICLZBNELD 2 BEEICZVERTHZEENTULET 4, tHHRT 2,800 5
A (EL60 R L) HEBRUTVWREETEEIN. EENDORMORHERCEZTTREENHDFT 18,
POOARIF-2 (Ang-2) OfEE RVO ICBVWTLERU. Ang-2 OFRIIENNNEEDETZIET EE
ZBNTVEY 7, RVO Tl 8RN EIZEL CREDEER MR HIFREN. EFEZAELITEN R,
HIM, ARROTRLE. MBEOENHED., BE., BEORICRMOEBEORNBENECFT 81920 &
. RVO ([CAESEBEZREDARE(L., FilME R IETER T RE O FAR S ZENRELITVET 2,
RVO [C(FZEIC 2 FEXEHDF T . COOSHIERRIM D FREAZENE(L. tH5RT 2,300 A AL ENTEEL. 8IE
BRIRD 4 DO/NER [DK] OVWTNINEIESRERIELET 2°. #AfE OEEIREIZRAE (L. tH5RT 400
A ENTERBLTHN. BROMIED OEFRNEIZET ZERELET 20,

BALATON 3x%8&3 & 7" COMINO sKBRICOWT 12
BALATON (NCT04740905) iHB&HLU COMINO (NCT04740931) tEk(d. EAEAIL. 2l
SRHE. —EiEmR. 58 111 80—/ VULERERRER THD. NE-ZE (T7USND) OBEIMESLUZE M
TN TREEEB LML ELZ. Sx¥ID 20 B[, 85RSEZ 1:1 0FET/E-XE (6.0
mg) FEET7IUNILETN (2.0 mg) OB 1 [E5FE% 6 B2 2BHEBIEACEID{TIFEU, 24~
72 JB(C. treat-and-extend EZFWTERIDIZSREFREL DXV INTORERSINEIC\E-XE
(6.0 mg) #&RE 4 hBBIRTESUFEL
BALATON :RB&(3. fEFEERIM DA BE 553 Al ReL TEMUELZ. COMINO RER(L.
HBREHR OERIMEAZEAE F /o (- ARIRERIMEAEE DR E 729 HlEWRICERMUEL,
ZREBROEEFHRIER (E. 24 BF R TOREBIERION-ZASAONSNZELETT . BIRFHHIE
BH(Z. FuOSEIEHERE (CST) ULHEIERORS/1LICHITS 24 BEEFTON-IF/NBOZELETT,

NE=ZRE (FPYSTD) [LDVT
JNE—ZEFBRRIBERICE VN TEERENAIDNA AR TwIFAT Y 2, 7O SARIF>-2 (Ang-
2) LIMENRIEIERTF-A (VEGF-A) %HFF1T3ILCLD. HNEBNITZOMBEEROREETHS
2 DORFIREIZBMEL. PHELET . Ang-2 & VEGF-A (3. MEBEOARLZELCLD, /%3 SHEcs
MEEFTERL . MELHETI L TEIBE T3S EINTOET >°, IE-ZXEEL Ang-2 &
VEGF-A h'B5 9 3R EITT 2L T MEELZEILRLIRETENTVET, N\E—RE(G, FrEME
2SR EDIZE Y (nAMD) BLUNERREDEZIE (DME) DiaEEEEL T, KE. BA. RE. EU
EEDMR 40 HEU L TEBINTOET . 2OMORFLBICLIBE STy 89101112

(LHed)
1. Clinical Trials.gov. A study to evaluate the efficacy and safety of faricimab in

participants with macular edema secondary to branch retinal vein occlusion
(BALATON) [Internet; cited October 2022]. Available from:
https://clinicaltrials.gov/ct2/show/NCT04740905.

2/4


https://clinicaltrials.gov/ct2/show/NCT04740905

10.

11.

12.

Clinical Trials.gov. A study to evaluate the efficacy and safety of faricimab in
participants with macular edema secondary to central retinal or hemiretinal vein
occlusion (COMINO) [Internet; cited October 2022]. Available from:
https://clinicaltrials.gov/ct2/show/NCT04740931.

Heier JS, et al. Efficacy, durability, and safety of intravitreal faricimab up to every

16 weeks for neovascular age-related macular degeneration (nAMD) (TENAYA and
LUCERNE): two randomised, double-masked, phase III, non-inferiority trials. The
Lancet. 2022; 399:729-740.

Song P, et al. Global epidemiology of retinal vein occlusion (RVO): a systematic
review and meta-analysis of prevalence, incidence and risk factors. J Glob Health.
2019;9:010427.

Wykoff C, et al. Efficacy, durability and safety of intravitreal faricimab with
extended dosing up to every 16 weeks in patients with diabetic macular edema
(DME) (YOSEMITE and RHINE): two randomised, double-masked, phase III trials.
The Lancet. 2022; 399:741-755.

Regula JT, et al. Targeting key angiogenic pathways with a bispecific CrossMab
optimised for neovascular eye diseases. EMBO Molecular Medicine. 2016;8:1265-
88.

Joussen AM, et al. Angiopoietin/Tie2 signalling and its role in retinal and choroidal
vascular diseases: a review of preclinical data. Eye. 2021;35:1305-1316.

Roche data on file.

United States Food and Drug Administration (U.S. FDA). Highlights of prescribing
information, Vabysmo. 2022 [Internet; cited October 2022]. Available from:
https://www.accessdata.fda.gov/drugsatfda_docs/label/2022/761235s000Ibl.pdf.
Chugai Pharmaceutical Co. Ltd. Chugai obtains regulatory approval for Vabysmo,

the first bispecific antibody in ophthalmology, for nAMD and DME [Internet; cited
October 2022]. Available from: https://www.chugai-
pharm.co.jp/english/news/detail/20220328160002_909.html.

Medicines and Healthcare products Regulatory Agency (MHRA). MHRA approves

faricimab through international work-sharing initiative [Internet; cited October
2022]. Available from: https://www.gov.uk/government/news/mhra-approves-

faricimab-through-international-work-sharing-initiative.

European Medicines Agency. Summary of Product Characteristics, Vabysmo, 2022
[Internet; cited October 2022]. Available from:
https://www.ema.europa.eu/en/documents/product-information/vabysmo-epar-

product-information_en.pdf.

3/4


https://clinicaltrials.gov/ct2/show/NCT04740931
https://www.accessdata.fda.gov/drugsatfda_docs/label/2022/761235s000lbl.pdf
https://www.chugai-pharm.co.jp/english/news/detail/20220328160002_909.html
https://www.chugai-pharm.co.jp/english/news/detail/20220328160002_909.html
https://www.gov.uk/government/news/mhra-approves-faricimab-through-international-work-sharing-initiative
https://www.gov.uk/government/news/mhra-approves-faricimab-through-international-work-sharing-initiative
https://www.ema.europa.eu/en/documents/product-information/vabysmo-epar-product-information_en.pdf
https://www.ema.europa.eu/en/documents/product-information/vabysmo-epar-product-information_en.pdf

13.

14.

15.

16.

17.

18.

19.

20.

Wells JA, et al. Faricimab in DME: two-year results from the phase III YOSEMITE
and RHINE trials. Presented at: Angiogenesis, Exudation and Degeneration 2022;
11-12 February 2022; virtual.

Khanani A, et al. Faricimab in nAMD: year 2 efficacy, safety and durability results
from the phase III TENAYA and LUCERNE trials. Presented at: 2022 American
Society of Retina Specialists Annual Scientific Meeting; 13-16 July 2022; New York
City, NY, USA.

Yau JWY, et al. Global prevalence and major risk factors of diabetic retinopathy.
Diabetes Care. 2012;35:556-64.

Connolly E, et al. Prevalence of age-related macular degeneration associated
genetic risk factors and four-year progression data in the Irish population. Br ]
Ophthalmol. 2018;102:1691-95.

Bright Focus Foundation. Age-related macular degeneration: facts and figures
[Internet; cited October 2022]. Available from:
https://www.brightfocus.org/macular/article/age-related-macular-facts-figures.

Moorfields Eye Hospital, United Kingdom National Health Service Foundation Trust.
RVO [Internet; cited October 2022]. Available from:
https://www.moorfields.nhs.uk/condition/retinal-vein-occlusion.

Schmidt-Erfurth U, et al. Guidelines for the Management of Retinal Vein Occlusion
by the European Society of Retina Specialists (EURETINA). Ophthalmologica.
2019;242:123-162.

Campochiaro P. Molecular pathogenesis of retinal and choroidal vascular diseases.
Prog Retin Eye Res. 2015;49:67-81.

Bt

4/ 4


https://www.brightfocus.org/macular/article/age-related-macular-facts-figures
https://www.moorfields.nhs.uk/condition/retinal-vein-occlusion

