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The FDA approved Regeneron’s Otarmeni for an inherited form of hearing loss on April 23, 2026.
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FDA Approves First-Ever Gene Therapy for Treatment of Genetic Hearing Loss Under National
Priority Voucher Program

(26.4.23. / FDA)

https://www.fda.gov/news-events/press-announcements/fda-approves-first-ever-gene-therapy-treatme
nt-genetic-hearing-loss-under-national-priority-voucher

FDA approves Regeneron’s hearing loss gene therapy
(26.4.23. / BIOPHARMA DIVE / By Jacob Bell)

https://jamanetwork.com/journals/jamaoncoloqgy/article-abstract/2847524
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Multicentre gene therapy for OTOF-related deafness
followed up to 2.5 years

¢ 26.04.22. Mass Eye and Ear(HMS) / 5= SEtCistu QtO[H|QI= 0t J
9

BSATE, OTOF RN B0 3t MEMK Pu o

D
o}

7] A

A R 3 f-AAXEA ‘Otarmeni’ FDA 591 - AAHZ [ 9|2 FBAF
M.

1% o3



(DFNB9) 2tA} 42B S S22 oF Ch7|2hz[F7] AKX R YA
& Z1tE NatureO ZEDH
% OTOF / Otoferlin(@ EH=S)
- A H= 42 ASE AEste A4 oAl
- A7 B89 4b0%= FAA dlQldl 2 5 OTOF Wol7t 2~8% AHA| &
- Oj=old ofd oF 507 AlAgotrt siE ®ol= Byt OTOF®HOol= 5]
ZAgho] sligd.
*+ Q Bu|S<(otoferlin) T Z& — GHolH W KRNV 42] A5
H2 AZ5HA] oA H. Biol2uifE ¢ A5dE)
* 573 AlE 342 A5ty ojAlEolglony, At Y 592 E7Hssi
AAN =
« Otarmeni & HE
T = W&
Mass Eye and Ear (SHH{E Q|CH)
s&d | ST erojH[Ql=0H-H R (43510])
AMUAL S ST 870 HRAUMAM 42H A} Lig T
Ay 0.8M~32.3A
= ofut Al - AAV HIE{O| 2 OTOF RTAL ©Xf, ozt Lf tha| =Y
TS |- eE 3 R0l 368 / ¥ET £0| 6
L=
xxoyzr | 258
* R HE R E dd F AT FH
- MAH 428 B 90%*0f| A B I =l
- A7 BE AFRSE BIHAS 50%7 B¢ EH &0
L=,
- 18M| O[5} AOhEAEHOM 7t 2 Zaf &
- MO| B}RHA M M S
oA 2 It d 0l ShXpE 2 32M) M HE M =el(Lt
20t OfH| 24db= Ot %3
- ¥F H FAF0| ot F 7 RO O] 0] R A 2IX]
Ha7F Rel05HA =&
- QP8 25E =X V|2t S0 ST A& 2E O[HEHS
He
HA &3 .




B . AAV HE BZES AFEotLE

H
A2l Z2EZM= HEV O E S Z2do =z
ERs

o Mdgur ZHgol netHoz =ELs A7

Multicentre gene therapy for OTOF-related deafness followed up to 2.5 years

(26.4.22. / Nature / By Luoying Jiang, Xiaoting Cheng, Jun Lv, Yuxin Chen, Xiaoyun Chen,
Rongqun Zhai, Ligin Zhang, Lei Han, Yiling Zhang, Juhong Zhang, Di Deng, Zhicheng Huang, Qi
Cao, Xin Zhang, Daqi Wang, Yizhe Wang, Liheng Chen, Sha Yu, Luo Guo, Bowen Zhang, Hui
Wang, Yi Zhou, Liling Dai, Wei Wang, Longlong Zhang, Yanbo Yin, Guiqing Cheng, Ziyi Zhou,
Wuging Wang, Bing Chen, Wei Lu, Hongqun Jiang, Zhigiang Gao, Dazhi Shi, Yuanping Xiong, Yu
Zhao, Wei Yuan, Qin Wang, Guodong Feng, Huawei Li, Zheng-Yi Chen & Yilai Shu)

https://www.nature.com/articles/s41586-026-10393-y

Hearing Restoration From Gene Therapy for Inherited Deafness Lasts Years, New Trial Results
Show

(26.4.22. / MGB )

https://www.massgeneralbrigham.org/en/about/newsroom/press-releases/otof-deafness-gene-therapy-
trial-update
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Drop in NIH Funding Delays Thousands of Studies
(26.4.23. / USNEWS / By HealthDay)

https://www.usnews.com/news/health-news/articles/2026-04-23/drop-in-nih-funding-delays-thousands

-of-studies




