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WEEKLY INTELLIGENCE

FDAREET = AELS IV IEIRER

& HAE): 2026-07-30 &= 2026-08-05 | #@EKIR: EEFDA openFDANTHEUERE

X ERiREHIEIAZSE (NDA/BLA) fitERNE, Eraai (510(k)/PMA) BIFDARTTSERR, XISREAE)N 2026-07-
20 & 2026-07-26,

FRAEIE - SOWEIE

1. AEEIEE T, ErmaoRt, "Bt RUTHES, RESIZENREUIERZ,
ME AT GEEHI69%,

2. KA, FRABAIYNPNIERNAE/EEEVIIHEEREA105K, BAF-REER
Af7E97&E 113X 274,

3. NERiRIENVERTESIIEE , [ 4RE. MdtEMdCEREITEAMY, SAXRBRER Ik
BEEI69%, HREFPES.

I EREEIBEE Key Numbers

T HETRIGSIEERITERNEWSEE (JFAKEN)

B ok mir U7 HEE, HESLENEE L2 K2,

a ePascal S/ ePascal SOR/ ePascal... (Product Code: IYN) AFE&E&EREEE: 97/113 X, &
BiZ5HEARFY 105 X (FRASENFERRASARE, RARSHMDERR. 7-3)

B) e mte dtsh ATt o, SRR 13 #H 69%,

ARPEMAE, 13 4, LR (64) BT # (+117%) .

"t ANEFERMEEE 1 (EE% 2 2) | HB LT

I A Weekly Overview
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* FEAER

MacroLux Medical
Technology Co., Ltd.
AR 1 I (FHME: &

ftt) . RYEFFIE— (FHIE
H12R)

o BERelHE (k1041)

Intco Medical BELETT ABFLFDARIE
YTD 2% (FRit3f4) ELXEMH 64X

Mindray iBIREfT ARETFDARN
YTD 4% (FRit99f¥) IELRSEH 83K

MicroPort (HEIESFT KREFFDATNE
YTD 14 (Rit3#) ELXREH 126K

United Imaging BX%EfF AEFLFDARN
YTD 64 (Zit791%) ELXEH14X

Lepu Medical REET AFFLFDARIES
YTD 0 (Rit744) B LIRS 3084 K

SonoScape FZEfF AFTFDARNZ
YTD 14 (Rit254) ELREH88XK

Edan Instruments IBF}{YEE AFEFLFDARIS
YTD 2% (FRit9214) EE LIRS 40K

Yuwell & KEfF  KEFLFDARNZ
YTD 3% (Rit1444) BB ERSEH 159 X

WeGo Eis AREITCFDATNZS
YTD 0% (ZRit7#4) EELIREMH 1237 X

Wandong Medical F&RET AFTFDAGNES
YTD Ot (Fit144) B LIRS 7951 X

Jiangsu Hengrui Pharmaceuticals {EIfE#

KETFDARNZ

BeiGene B ABEFLFDAZNE
YTD 114 (Zit264) EEEXREMH 90X

Innovent Biologics (Si£%¥) AFFLFDARIE
Junshi Biosciences BL4EY) AREFLFDAGNS
RemeGen KEXEY) AEFLFDARIES

WuXi Biologics Z5B8%EY) KREFTFDARNZ
WuXi AppTec Z5BBREE  AEFLFDAGNR

Asymchem gN3EE KETLFDARNES
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Porton Pharma Solutions &%y ANEFTLFDARIZS
A ERSE

Zhejiang Huahai Pharmaceutical ££;gz5))
ARETFDATIE AR BG5S

Hainan Poly Pharm B#IflZ5 KEFFDADNZS
YTD 14 (Ritstf) BELRSEH 74X

L FREENE

¢ Beijing Honghugaoxiang Science and Technology Development CO — Raney Clips Kit (& &)X
FDA 510(k) ¥F=J — FriHNEETZ)

e Resvent Medical Technology Co., Ltd. — RXiBreeze PAP System (RXiBreeze 20C) (& &XFDA
510(k) ¥FAT — HENEETR)

o Hefei Meyer Optoelectronic Technology, Inc. — Dental Cone-beam Computed Tomography (mDX-
15P Series) (& BIXFDA 510(k) 18] — T ANEET)

e Wavepulse (Xiamen) Healthcare Technology Co., Ltd. — Air Compression Massager (EP30B001 1)
(& EIRFDA 510(k) ¥Fe] — FrHAEETS)

KEXFICR: B8 1 4Rl (ERNUREIEESERBEL, RMANULITE, TEBERIIEHExcelESiER)
FEE: FMSHOFE / £8r55: XiEm (114) . WKEW: Tianjin Huahong Technology Co., Ltd.

| #EewHsHE Ranking
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IKHLEYE Top 5

MacroLux Medical Technology 1 {4
Co., Ltd.

Rhein Laser Technologies Co., 114
Ltd.

Xuzhou Kernel Medical 1
Equipment Co., Ltd.

Beijing Honghugaoxiang Science 1 {4
and Technology Development
co

Esonic Technology (Wuhan) Co., 1 {4
Ltd.

| t2RI%d#T Benchmark (53%tks%)

HERIR Top 5 (HRiFHLEXED)

Tianjin Huahong Technology 22K
Co., Ltd.

Lancet

Xuzhou Kernel Medical 53 %
Equipment Co., Ltd.

Uv Phototherapy (KN-4001A, KN-4001B, KN-
4001AB)

Rhein Laser Technologies Co., 55X
Ltd.

Medical Thulium Fiber Laser Systems
(UroFiber 150Q)

Hefei Meyer Optoelectronic 56 X
Technology, Inc.

Dental Cone-beam Computed Tomography
(mDX-15P Series)

Esonic Technology (Wuhan) 97 X
Co., Ltd.

ePascal S/ ePascal SOR/ ePascal S5/ ePascal
SA/ ePascal SE/ ePascal 80Elite/ ePascal 80/
MOZI-X1/ MOZI-X12/ DF-41E Diagnostic

ultrasound system

X BEENDEAR, B SHEIMISERELR, (MERRDERR (7-1/7-2)

b ES

Hftb

M SIHOFE
RESTaiHE
AP

FEEICHNRE

HE

40

20

19
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12
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EREFRRRIRE 11

N SHENRE "
BESERHEAY 3
IBREER 1

YTD 2026Rit (BUEENEEREC BilefFfRiR, RHISETRERT)

13

PEEIAEFDASE IR

I Hi2%9%s Provincial Distribution
EFEE A/ AR S St

I'RE
wite
Jbmh
R
=a
BEE

RAE (TERIEEMELE, B 2FREESHIIEM)

| sEewrDAmS (%)

BARGAMEEAF | HEXRH - HiEZER -WER
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Hith

AEFH164 X | £EF 138K | A26K |

BubbleView Single-
Use Digital Flexible
Cystoscope (C38-CS,
C38-CRS, C50-C, C50-
CR, C50-CB, C50-CBR)

Uv Phototherapy (KN-
4001A, KN-4001B, KN-
4001AB)

Raney Clips Kit

RXiBreeze PAP System
(RXiBreeze 20C)

FACEGYM Pro Device
(HD-109)

Dental Cone-beam
Computed
Tomography (mDX-
15P Series)

Air Compression
Massager (EP30B001 1)

MacroLux Medical

Technology Co., Ltd.

Xuzhou Kernel Medical

Equipment Co., Ltd.

Beijing
Honghugaoxiang
Science and Technology

Development CO

Resvent Medical
Technology Co., Ltd.

Shenzhen Kaiyan
Medical Equipment Co.,
Ltd.

Hefei Meyer
Optoelectronic

Technology, Inc.

Wavepulse (Xiamen)
Healthcare Technology
Co., Ltd.

FARFY 167 X

510(k)

510(k)

510(k)

510(k)

510(k)

510(k)

510(k)
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53X

235 X

304 X
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TESIZENE S SRR 105 X

AEHY105 K | FRFEY237XK | (B, THLIHLL)

ePascal S/ ePascal Esonic Technology 510(k) 97 X
SOR/ ePascal S5/ (Wuhan) Co., Ltd.

ePascal SA/ ePascal

SE/ ePascal 80Elite/

ePascal 80/ MOZI-X1/

MOZI-X12/ DF-41E

Diagnostic ultrasound

system

Pocket Ultrasound Beijing Konted Medical  510(k) 113X
System (C10MTpro, Technology Co., Ltd.
C10MXpro, C10MSpro,

C10MBpro,
C10MRpro)
£ESRAERLE

AEFHYSS XK | FREY123X | (BH, &ELHL)

Medical Thulium Fiber Rhein Laser 510(k) 55 X%
Laser Systems Technologies Co., Ltd.
(UroFiber 150Q)

M SR

ANEHY 22K | FRWY152XK | (BH, &)

Lancet Tianjin Huahong 510(k) 22 X
Technology Co., Ltd.
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ENS5ENhsSE TigEE 107 X
AEFEH107 X | FREHY 153K | (EH, FELI)

Blood Pressure Guangzhou Daxin 510(k) 107 X
Monitor (M501, Health Technology Co.,
M501A, M502, Ltd.
M502A, M502C,
M502D)
o

AEHI1TTR | EREE175K | (EH, T

DiscreetDuo™ Flow Shenzhen TPH 510(k) 177 X
Wearable Breast Pump Technology Co., Ltd.
(Model S3)

FRAEREN Spotlight

=

MacroLux Medical Technology Co., Ltd.
AEERAE 1 I (D Bith) ¢

e BubbleView Single-Use Digital Flexible Cystoscope (C38-CS, C38-CRS, C50-C, C50-CR, C50-
CB, C50-CBR)

MacroLux Medical Technology Co., Ltd. ABE 1T~ E3A5FDA 510(k)iFe], AE
BubbleViewRFI—XMEFIRMREDER. HRITAIEZC38-CS, C50-CEHESANES, #H—PHh
R Tz AR —R AR E A RES.

EAER: FDAES(E (KKSH)

/B EREETR DR DAL TIRNARAZG], HQA/ENISESHIISEEE
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Dabur India Limited (EPELNK)
IEHBSGEZRGI | FDAXNFEH 2026-08-04 | Center for Drug Evaluation and Research (CDER)

EIZERY: CGMP/Finished Pharmaceuticals/Adulterated

AFS|FEEE: 21 CFR 211.22(a); 21 CFR 211.194(a); 21 CFR 211.67(b); 21 CFR
211.100(a), HOBRWEIIR HAZKEEENNRES SR,
FEEEEENS: EE1 PE1 EE1

HE: https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-
letters/dabur-india-limited-728828-07242026

MEEHERNETEEREFEAMEWNESERG. EaAaMEARERS, HEOAZREWS
=,

I HOZREE Import Alert Watch (Import Alert 66-40)

Detention Without Physical Examination (DWPE) — WE B\ HIF= GRS eSS E ISR B 500

156 0 0 2/0

PYTh R E S FEFEES (FE ARG (FER YTD it/
A k) )

HUEKIR: FDA Import AlertE/ZTUHE (66-40) , SREIBmNBE. WE/MERLAEIZFR SIS
2ITHEEIE.

| FREEZIEID NDA/BLA & ANDA

FEEIFZARI (NDA/BLA) S{HHIZ5/[FERIZ5EN (ANDA) EFDARHLERNZS, AR 0 I (BIFFZ 0 / {54!
%0)

AETHEEZRIAERINDA/BLA/ANDAREICR.

I XIIMEPUEEIEEER Licensing-Out Tracker — 1EERHR 5 IR
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https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/dabur-india-limited-728828-07242026
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/dabur-india-limited-728828-07242026

HEERIITIMEN (License-out) EHHAIFDATNISIRIE, ABEEILIRFDATISHEHSENE=ETR, HER
E(HFELERIMA

BF)  Bristol Myers Squibb BL-BO1D1 (EGFRxHERSXUSFEHUAADC, BEF  #HiTH
xig ZyE)Systimmune)

BA Summit Therapeutics ivonescimab (AK112, PD-1/VEGFUSHIEIAR, B  #HTP
=) et 1IN =)

B4 Merck (MSD) 7HIRRBIADCE=RES + SKB264 (TROP2#E[H T
GBS ADC)

x5 Seagen (IRPfizeriET) disitamab vedotin (RC48, HER2ZEMADC, [RFE HiTH
) R AFMER D X AN L ERANF] )

i Janssen Biotech (Johnson & cilta-cel (BCMASERICAR-TARETT%, T 2Rk
==L Johnsonf&ETF) CARVYKTI) a7y

I FDA;EZMENZ Guidance & Rules
ATEFDARTEHIS SN, A A

Determination That OZOBAX (Baclofen) Oral Solution, 5 Milligrams/5 Milliliters Was

Not Withdrawn From Sale for Reasons of Safety or Effectiveness

N FDAHAOZOBAXORARAE R EEEM AT, RIE NZARIFEEE SR,

Determination of Regulatory Review Period for Purposes of Patent Extension;
BRINSUPRI

& FDABEEBRINSUPRIZGmMIEREL, MAESEFIRIFEREKHIBRAFEKE, SEIRERKH
USPTOHXE.

Determination of Regulatory Review Period for Purposes of Patent Extension;
DAYVIGO

N FDAMEEDAYVIGOZmINEHE, MZAREEFIRIFIRERHBIRHETE, TRREKHAUSPTO
HAE.
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Molecular and Clinical Genetics Panel of the Medical Devices Advisory Committee;
Notice of Meeting; Establishment of a Public Docket; Request for Comments-GRAIL, Inc. Galleri

A& FDARIGRAIL GalleriEfr sfMBFFSARFIEEREN, AREHIMERKRERRSHIHEN.

Radiology Devices; Reclassification of Digital Breast Tomosynthesis System

AN FDAIRINEFI D REFABRMTES AL, TRSEEREER, FIMEXSmMEL.

Authorization of Emergency Use of an In Vitro Diagnostic Device in Response to an
Outbreak of Mpox; Availability

N FDABRIREARIMNCHRMESER, LINEE, INEEAEAHPAIRAINA.

i RFFDARESMHERB

I + Weekly Outlook

AEEEBXFHEINEFEIberdomide (2026-08-17) . Deramiocel (2026-08-22) , £Guidance
Agendadh, CDEREYGenericsZKFIEERZ, 241N,

ANETRELSEIE (AR, RRKE. DXREE) BRRVMER, FEEBREIEEL,

I O AEESEH (Editor's Picks)

(IR R (FiFR) SIRAER RIRKE) TIREERNARERSI.

EH BEE E0

2026-08-17 %k Hokk iberdomide PDUFA
S

2026-08-22 >k %k ¥k K Deramiocel PDUFA
1MXE

2026-09-22 %k Kok k Zilganersen PDUFA
12K

2026-09-26 %k Kok k zilurgisertib PDUFA
46K/5
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2026-09-30 %k ok k Apitegromab PDUFA
50K

| = 5tmmmsw

%51 &
@ #H (PDUFA 24 / AdCom 3 / Guidance 0) 27
# Ee-BER 0

0 #E-HER 0

#EFE (PDUFA/AdCom) (3275, E7RAI105%)

e [PDUFA] iberdomide (2026-08-17)

o [PDUFA] zanidatamab (2026-08-25)

o [PDUFA] zanidatamab (2026-08-25)

o [PDUFA] Zilganersen (2026-09-22)

o [PDUFA] zilurgisertib (2026-09-26)

o [PDUFA] Apitegromab (2026-09-30)

o [PDUFA] Bepirovirsen (2026-10-26)

o [PDUFA] Povetacicept (pove) (2026-11-30)
o [PDUFA] zanzalintinib (2026-12-03)

o [PDUFA] Quimilza TM (2026-12-12)

| @ skskFDA®ERR (FDAE IERN)

ARAFB AT, (MURFDAELERMIARERSS, FifHaitsE,

BHERE/IWE

2026-09-04 k% %v%  Agency Information Collection Activities; — Federal Register
24KfE Submission for Office of Management and Budget
Review; Comment Request; Food and Drug

Administration Advisory Committees
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https://www.federalregister.gov/documents/2026/08/05/2026-15846/agency-information-collection-activities-submission-for-office-of-management-and-budget-review

Pediatric Advisory Committee (PAC); Notice of

Request for Comments

2026-09-16  *kk*kvcic
36Kjm
2026-09-23 )k kicic
43Xfm

Molecular and Clinical Genetics Panel of the

Meeting; Establishment of a Public Docket;

Medical Devices Advisory Committee; Notice of

Meeting; Establishment of a Public Docket;

Request for Comments-GRAIL, Inc. Galleri

| » ewmEmPDUFABIREER

IBRETRWASECIRAIN . BENHERRIREEXRRMHPRENERRS, FIFFDARNTINEEES B
xR, OEAJRERE. EEEEH, MR, WENXITISSRERR, BSOS —FEREIR.

EifE (FRAHRBH)

BirHEER SEE Bmaain
2026-08-17 *k%k*x iberdomide
6KE

2026-08-22 **x*x%xkx Deramiocel
MXE

2026-08-25 kk*%3c zanidatamab
14KfE

2026-08-25 kk%%3 zanidatamab
14KfE

2026-09-22 *kk**x  Zilganersen
42K 5

1414

Bristol Myers
Squibb

CAPRICOR
THERAPEUTICS,
INC.

Jazz

Pharmaceuticals

plc

Zymeworks Inc.

lonis

Pharmaceuticals,
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ERIE

relapsed or
refractory
multiple
myeloma

cardiomyopathy
in patients with
Duchenne
muscular

dystrophy

first-line (1L)
gastroesophageal
adenocarcinoma
(GEA)

first-line (1L)
HER2-positive
(HER2+) locally
advanced or
metastatic
gastroesophageal
adenocarcinoma
(GEA)

Alexander
disease (AxD)

Federal Register

Federal Register

R4k

SEC 8-K (Press Release)

SEC 8-K (Press Release)

SEC 8-K (Press Release)

SEC 8-K (Press Release)



https://www.federalregister.gov/documents/2026/07/28/2026-15149/pediatric-advisory-committee-pac-notice-of-meeting-establishment-of-a-public-docket-request-for
https://www.federalregister.gov/documents/2026/08/10/2026-16245/molecular-and-clinical-genetics-panel-of-the-medical-devices-advisory-committee-notice-of-meeting
https://www.sec.gov/Archives/edgar/data/14272/000001427226000018/a2026q2ex991-filing.htm
https://www.sec.gov/Archives/edgar/data/1133869/000110465926088667/capr-20260729x8k.htm
https://www.sec.gov/Archives/edgar/data/1232524/000123252426000044/a2q26financialpr.htm
https://www.sec.gov/Archives/edgar/data/1937653/000193765326000046/ex991q22026_earningsxrelea.htm
https://www.sec.gov/Archives/edgar/data/874015/000114036126029960/ef20078953_ex99-1.htm

2026-09-26
46Kf5

2026-09-30
50KE

2026-10-26
16Kjm

2026-11-14
95Kfg

2026-11-27
108XKE

2026-11-30
111KE

2026-12-03
114K

2026-12-12
123XKiE

2026-12-17
128Kf5

2. 0. 8.2.9.¢

2. 0. 8.2.9.¢

22,0, 0,84

2.2.0.0. 8¢

% %k kK

2.8.0.0. 8¢

2.8.0.0. 8¢

2.2.0.0. 8¢

2. 0. 8.2.9.¢

zilurgisertib

Apitegromab

Bepirovirsen

ivonescimab

BBP-418

Povetacicept
(pove)

zanzalintinib

Quimilza TM

relacorilant

Inc.

Mirum
Pharmaceuticals,

Inc.

Scholar Rock

lonis
Pharmaceuticals,

Inc.

Summit
Therapeutics

Inc.

BridgeBio

Pharma, Inc.

Vertex

EXELIXIS, INC.

Vanda
Pharmaceuticals

Inc.

Corcept
Therapeutics
Incorporated

15/23

fibrodysplasia
ossificans

progressiva (FOP)

spinal muscular
atrophy (SMA)

chronic hepatitis
B (CHB)

EGFR-mutated,
locally advanced
or metastatic
non-squamous
non-small cell
lung cancer
(NSCLC) who
were previously
treated with a
third-generation
EGFR tyrosine
kinase inhibitor
(TKI)

limb-girdle
muscular
dystrophy type
21/R9
(LGMD2I/R9)

immunoglobulin
A nephropathy
(IgAN)

metastatic
colorectal cancer

Generalized
Pustular Psoriasis
(GPP)

Cushing's

syndrome

SEC 8-K (Press Release)

SEC 8-K (Press Release)

SEC 8-K (Press Release)

SEC 8-K (Press Release)

SEC 8-K (Press Release)

SEC 8-K (Press Release),

SEC 8-K (Press Release)

SEC 8-K (Press Release)

SEC 8-K (Press Release)



https://www.sec.gov/Archives/edgar/data/1759425/000175942526000044/mirm-20260805xexx991.htm
https://www.sec.gov/Archives/edgar/data/1727196/000119312526336715/srrk-ex99_1.htm
https://www.sec.gov/Archives/edgar/data/874015/000114036126029960/ef20078953_ex99-1.htm
https://www.sec.gov/Archives/edgar/data/1599298/000159929826000058/a2026_prx0722xharmonidat.htm
https://www.sec.gov/Archives/edgar/data/1743881/000114036126022979/ef20074977_ex99-1.htm
https://www.sec.gov/Archives/edgar/data/1704292/000162828026053791/zlab-202686x8kex991.htm
https://www.sec.gov/Archives/edgar/data/939767/000093976726000096/exel20260630exhibit991.htm
https://www.sec.gov/Archives/edgar/data/1347178/000162828026053308/vnda8-k852026exhibit991.htm
https://www.sec.gov/Archives/edgar/data/1088856/000162828026050607/cort072926ex991pressrelease.htm

2026-12-27
138Kfm

2027-01-06
148XKf5

2027-01-21
163XE

2027-01-29
IAPNE

2027-02-23
196K5

2027-02-27
200KfE

2027-02-28
201KfE

2027-03-11
212K

2027-04-01
233KE

2027-05-01
263KfE

2027-05-08
270KfE

e Hkokk

Kk e

ek kkk

2.8.0.0. 8¢

Kk v

2.2.0.0. 8¢

KKk ok e

Kk v

K Hkk ok

2.2.0.8. 8¢

%k kk

relutrigine

ANKTIVA

zeleciment

rostudirsen

Ulixacaltamide

ZORYVE

cream 0.05%

zipalertinib

VOXZOGO

Reblozyl

Pitolisant GR
(Gastro-
resistant)
Tablets

AXS-12

encaleret

Praxis Precision

Medicines, Inc.

ImmunityBio,

Inc.

Dyne
Therapeutics,

Inc.

Praxis Precision

Medicines, Inc.

Arcutis
Biotherapeutics,

Inc.

Cullinan
Therapeutics,
Inc.

BioMarin
Pharmaceutical

Inc.

Bristol Myers
Squibb

Harmony

Biosciences

Axsome
Therapeutics,
Inc.

BridgeBio

Pharma, Inc.

16/23

SCN2A and
SCNS8A DEEs

BCG-
unresponsive
NMIBC with
papillary disease
without CIS

Duchenne
muscular
dystrophy (DMD)
amenable to

exon 51 skipping

Essential Tremor
(ET)

mild to moderate
atopic dermatitis
in infants aged 3
to 24 months

EGFR ex20ins
NSCLC

achondroplasia

myelofibrosis-
associated

anemia

narcolepsy

cataplexy in

narcolepsy

autosomal

dominant

SEC 8-K (Press Release)

SEC 8-K (Press Release)

SEC 8-K (Press Release)

SEC 8-K (Press Release)

SEC 8-K (Press Release)

SEC 8-K (Press Release)

SEC 8-K (Press Release)

SEC 8-K (Press Release)

SEC 8-K (Press Release)

SEC 8-K (Press Release)



https://www.sec.gov/Archives/edgar/data/1689548/000168954826000082/praxisq22026pr.htm
https://www.sec.gov/Archives/edgar/data/1326110/000132611026000077/ibrx-202684x8kexhibit991.htm
https://www.sec.gov/Archives/edgar/data/1818794/000119312526308343/dyn-20260720.htm
https://www.sec.gov/Archives/edgar/data/1689548/000168954826000082/praxisq22026pr.htm
https://www.sec.gov/Archives/edgar/data/1787306/000178730626000049/pressreleaseex991q22026.htm
https://www.sec.gov/Archives/edgar/data/1789972/000119312526336700/cgem-ex99_1.htm
https://www.sec.gov/Archives/edgar/data/1048477/000104847726000015/earningsrelease-6aug26ex991.htm
https://www.sec.gov/Archives/edgar/data/14272/000001427226000018/a2026q2ex991-filing.htm
https://www.sec.gov/Archives/edgar/data/1802665/000110465926090086/hrmy-20260804xex99d1.htm
https://www.sec.gov/Archives/edgar/data/1579428/000119312526304039/axsm-ex99_1.htm
https://www.sec.gov/Archives/edgar/data/1743881/000114036126029291/ef20078442_ex99-1.htm

hypocalcemia
type 1 (ADH1)

2027-05-13 **%*%*x mezigdomide  Bristol Myers relapsed or SEC 8-K (Press Release)
275KfE Squibb refractory

multiple

myeloma

(RRMM)

BoME ((NZ=E/BiR/+EE)

it AdE EEE HmB 1 12 sk
2026584 **k%* rusfertide Protagonist SEC 8-K (Press Release)

Therapeutics, Inc

2028 (EARBJalIEFE) *%%***  Pitolisant HD (high Harmony SEC 8-K (Press Release)
dose) Biosciences

20284 (EfRETEIFE)  kkkkk  WAKIX (pitolisant) Harmony SEC 8-K (Press Release)
Biosciences

2028%F (EAmaEFE) **%**  EPX-100 (clemizole =~ Harmony SEC 8-K (Press Release)
hydrochloride) Biosciences

| = emismsE+Y (CDER/CBER/CDRH)

FROBFLMH "EEERHE" ISRERIR. SFEIRBHENAMEL, FOARNMREYIRFIIFRERE
k.

CDER (CY2026) —85I1 | EXAXRHE

K570 Generics 2417, Pharmaceutical Quality/CMC 1014, Clinical/Medical 9Ii, Administrative/Procedural 8Ii,

Compounding 81, Biosimilars 61

e Drug and Device Manufacture Communications with Payors, Formulary Committees,
and Small Entities - Questions and Answers; Revised Draft

e Engaging with FDA to Discuss the Use of Digital Health Technologies in Clinical
Investigations of Drug and Biological Products

 Exclusivity for First Interchangeable Biosimilar Biological Products

» Expedited Programs: Fast Track, Breakthrough Therapy, and Priority Review

e NDC Creation, Assignment, Listing and Appropriate Use for Human Drugs, Including
Biological Products

e Priority Review Voucher Programs
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https://www.sec.gov/Archives/edgar/data/14272/000001427226000018/a2026q2ex991-filing.htm
https://www.sec.gov/Archives/edgar/data/1377121/000110465926091099/tm2622272d1_ex99-1.htm
https://www.sec.gov/Archives/edgar/data/1802665/000110465926090086/hrmy-20260804xex99d1.htm
https://www.sec.gov/Archives/edgar/data/1802665/000110465926090086/hrmy-20260804xex99d1.htm
https://www.sec.gov/Archives/edgar/data/1802665/000110465926090086/hrmy-20260804xex99d1.htm
https://www.fda.gov/drugs/guidances-drugs/cder-guidance-agenda

BAETIM (5cEFIFRIBENETINH)

CBER (CY2026) —35In1 | EAXWH

255 #0: Therapeutic Products 19If1, Vaccines and Allergenics 9L, Blood and Blood Components 511, Other 21

» Considerations for the Development of Blood Collection, Processing, and Storage
Systems for the Manufacture of Blood Components Using the Buffy Coat Method;
Guidance for Industry

e Collection of Platelets by Automated Methods; Draft Guidance for Industry

e Recommendations for Testing Blood Donations for Hepatitis B Virus; Guidance for
Industry

e Revised Recommendations to Reduce the Risk of Transfusion-Transmitted Malaria;
Guidance for Industry

e Recommendations for Testing Blood Donations for Human T-lymphotropic Viruses |
and Il; Draft Guidance for Industry

e Frequently Asked Questions - Cell and Gene Therapy Products; Guidance for Industry

BHE29M (eEFIFRIBENETIRHE)

CDRH (FY2026) —20In | EAXH

ZEH5#: UC I (NEW +9) . A8 (NEW +8) . B3I (NEW +3)

» Validation of Diagnostic Tests for Emerging Pathogens following a Declaration and
Determination under Section 564

e Use of Real-World Evidence to Support Regulatory Decision-Making for Medical
Devices

e Predetermined Change Control Plans for Medical Devices

 Incorporating Voluntary Patient Preference Information over the Total Product Life Cycle

e Enforcement Discretion Policy for Premarket and Other Requirements for NIOSH-
Approved Air Purifying Respirators

e Menstrual Products - Labeling and Performance Testing Recommendations

BH14M (EFIFRBENESTH)
BEEE (x) iTETE

*okkkk  EAHE TIHR IR
*hkkdc  IEEFERAdCom-BLA/NDASZGHE X
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https://www.fda.gov/vaccines-blood-biologics/biologics-guidances/guidance-agenda-guidance-documents-cber-planning-publish-during-calendar-year-2026
https://www.fda.gov/medical-devices/guidance-documents-medical-devices-and-radiation-emitting-products/cdrh-proposed-guidances-fiscal-year-2026-fy2026

*kkicdh BEERERE (RESEFRIEDA—REIM)
*kiokds BRIB/IEEFEFE
*cdededs FRFREEATFSIN

| Fesmsess

FERFEERWRERSR, BESTEEFBSETSMELSTNERNS (BhLE)

OTTAVA™ Robotic Surgical System
FDAZEHZAHL (De Novo)

OTTAVAMHIBR AFARZESIBII De NovoiR{RIRIGFDARLIE., XK T FANBAX—HIRERNR
i, HREREMRACE EEmRx T E R EEEERRENSEME.

AEMEE S Key Observations

BT AEEENPIINER, HigiSEINSSE, MIpEE/REEN

o AEEHEER, FECUIKIFDAKER DEXIBEINNT7%E134, "Hit" 53LATH
AR, AR ERERABRIUE, FESIZENREIRLZ.

e HEER, ARRMEWEHESH EEMSESEF. T HE, HHtafitmEhatl &tk
fwotr=m, SPERWIRMSEANE T, BREXEME.

e HEER, AEFmOKABAIMSRERERK. "Hit" DXABRIEEN ERAE—URES
i, RENZUERI AN BRI IR A ERIAERISR .

| memExcelsiE® — FRE W

FESITRSERBEIIExcelfiER, THEESAEIAGRIERENBITR

» FDA Product Code (Fm#3%£fii8) — REELRR. BE-m&hREHICR
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o EHEEEPI] / Advisory Committee — FEENFINTERHEMERS
o HEFFIER /R / HEXE — £ERAFE, TTBTEFFIT
o 25N / EHEPE — BEIALMBAFIER

“ CEMEIERR: FEAHTE. RUFEES. sORPAEHSF HEF"o, BEHEEARR, 17
A EE DT ENS.

MREETEXERRARGEEER (FDA) AFHUEEIEM. "FEEHIESL X ARREENERITES
HAREMASEREMAIRERMESENE, MEHBRESE, TARE. FESIREEN. FEXEUIH
EREASERZE, MEREWSERAAER. Sf3EETEWEMRT/AEIHEE, REHETHE:
2026-07-30 ~ 2026-08-05, © 2026 Troy Technical.

NMREEMFRN: FERASRA—FER (FDABLTEIER. HUERRX) HikiE, RiF EARIFAIRS BFSEL - 540
NIFEURRE R XS LASIE—E1 « B a2 ESEinZSE FDARERIF S F LARRIA.
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il

I C ERFERMERERE  cun BaanssiAss)
BT (FOARERUSIRER) . ERARERIIIE, BEEREL TSR,

1. EHERIRS AlFHEN S RY

NREFRSEESRFETEEBI AT HIRY, SEXERRARNEEERS (FDA) BAMLL, BB
1R (Federal Register) & openFDA ¥#EfE. SNBELRELHIETRIGIBBER, MRECREMRIA
TERE (KIESER) #HTHIELE. BESKIEEEIEEIERK.

2. HRMESAIRRE

REBAVEARBERGHITATERZLUA EIR, ENSFIRENFEEHRETEBRKEIFRE. 18
IRIRIENESEMER (B AIDR") . BAINMRIEARASEAI100% EME, TR, IREERSE
FIRUIERM. PREEZINEERER, BREZLFDARMBIIEN RIS 4.

3. BB RE

IRERIFDAEI. BEES. DEMNESNRSHRIASHE, HETERMIENIESHEE, A
SN ERRE. (AR FDAR EE X T &R A EEY R E RN Hik,
4. JEEAEIY

KIRENAEESECHIFIER, AMIRETFARHERR:

o IEERAEEN: FREBKTFDARER. SHEHUESSIE AR/ ZREEL;

o IREBIN: TORESEHANIESERH TH /AR R 2RI

o EFEN: TRTESETEUARSKBENIRRRE;

o BmEKETTRMET: SRE(IFDABATIAMAHNE. ). EHEFEETLEBEESIE, &
HEEHFEL MEET R MAYT . REEINSIFHER. BTN,

RIRAR S ER ML I EREERRE, RITHHARE,
5. FIRUERSHERER (RILIR)

RS N BEMTE RS SRR RITRITII R, ARIPARIRSHINE, ERLAT RN

BRUERTEE (RIR - A—EHRARRS)
KIRENFEMIExcelBIRE S, AIEITIRSFIBRNR—EAREZER, &=10A, BERTRENE
R, BN BIEEESRAERSIERIEIA. WFE10ALLLER, BRTEREFRGE.

KULERTEE (BEHE / WiMER)
REFFHPBETY, FIDEARSHETEHRMLGEI 10AER, S RETRERLIMIKER
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l RNE. FRE. BRHEFKME, BIEERLD, HRERATFRTRAR=TEE,

6. 1TP. BEIRNELIRIBRFRBER

FIRSHETIRRSS, BTESRERRMERI B, RAFGELZEBRZREE, BB
EECRINFITUI0R. RESESZRARIAIXRERMMY. WFEGHEITE, iE&ER troy-intelligence.com
HERWARE (Membership Account) , £ TNRITEBZAISCAEGERE. BUHITRZ LIRS0
M, MR LW ZERRIBIRA.

BRIBER: $STHFATERIEYE, IRE—ERESITERE—ER, BRNEZIER. AR
B2, BE7THRBER info@troy-technicaljp, HAMSZLFHMRIGERIS,

7. A NERURIP

HREARRS, RITHUEFMRRHIRS O FORDTAGR (MR, BFEEIERARE
B) . BREEREIREFIRFITEHSSREENFE (troy-intelligence.com £REFN TR
) RESENRFABSRHTAE, RITAFASBENTAERHESRTEEENRMESE=T.

iR (PEARKHENAGRRIFE) | BENSATHFENENINARGRE, BEXER. BIE. 4
7. MBREPREINE, GIFTATE AR, BELR info@troy-technical jp, FIMSESEEIRATLAL
H,

8. SR{EBRH

EERZERITNRCEER, KTHMARSENHIRBNRITSEE, MESBERBRER=
(3) TEBAXMENTHZRSE. EAERT, KT, M. SRSERERERE

%1% o

9. BRSSISEEIERER

KRB OB ERME=ZSEMTAl (KIESHER) RS, SZFE=RSIOMRER. BRS
8. ERAFRREREEATE, HRSPIL/TERN, SEARSHRR. AAEHEZECTEGEE
7, RATHIREBEEHELERIRSZAF. INFRIERS, HREAZED30RBFHEERT RS, Fal
BWEBEARREANTHERZ BRI AIRE. KITHRBREESNHEERSEE, EMRERRSEEL
PREARFEIRML,

10. REEIAXREIERFAIRS
AR SEBAR: ARSI PESUATRZIETFDAAFFAEFIERIRIE SR ZFRIVE,

AR, BRNERRE. BUER. ESHSFEENMKEATHTEIHE, MRlxeE
.

SHhEERBIENER: ARESIERFAEEFDANTIEUERE, JESTHEEREIERE (WNHE
M. EMEIES) £0R. SEESHELFEEREER, FAAFAE—KE.
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RRiERSHRIERE: RETNEENR. SEOR. URERSFNENETRITEIERAIRES
R, XtSE, FAEHEREIEENTAIESTHRTERTAN.

SHSHEEI: PREOEH. bl&. tEECaREREESHEGE, 1TREH5RAETHRIRERE
BT AFEHEAREHNEREEREXEREN (BEERRT (BiEex) (PABRREF
&) (HOE®E) F) . AREFIANIFERERSIEES .

1. SRERSHINER

FEFRZATEEFRERE. RAETEARSTENFN, NETBIETMEMER, N300 AREER
R, BZATHEFMEMNS (JCAA) KEBSPHMINTERRUSIGH TR, (PEERAE BTN
BBENHRN.

12. FFEE

HAWREMERSEHASFEIF) . EXREREEXRIE D 14REIBFEMHERITRE.
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