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WEEKLY INTELLIGENCE

FDASERBZE - BMECDMOEXFHBH

HWEEAMA : 2026-07-30 ~ 2026-08-05 | ERIHKIR : EEIFDA openFDA / ClinicalTrials.gov
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2. BRESHREFIHR/ISEX - ARERHEIIZRE203XRAE - BRAEAERENEER
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3. ATFT B RABLE - &2 QH)EREEERRE (71 EPE(134) - BETBERAH)
AIERIR -

SELEFINERST NEFDABRER - ALK

BELEFMEEREMA Inno-Hook™ Disposable Clip Appliers (Ligating Clips) and

Inno-Hook™ Ligating Clips - HU/S3=BIFDA 510(k) EhEF o] - ILREEEARZERS

TREAZBEMSMREN@ARERER  BREERASEIRBEREREESE N -
AEEBVERBILETEAZERSER M6 -
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B S MAEEFDABRE M E(S10(021) H2F ; BB ALY « HE74F - PE13
-
FBEFDARE Y &8 BE 2R

SE L — RO RS - TOE , IEER -
AR - LAREIEE) (HAREY - BRAMEEPRE) -

EBREEELI13X (Microlife Wrist Bloo) + &£&203X(Inno-Hook™ Disposabl) - 52
F19158K -

M EERIEE (U "TREERBHEEMR ) "EMEEENESE—, "Product Codea2HEIBE R
TEEERBEDE ., ) RRENRBREESEMN - NEERBEZRFEE -

HHEZEEZ Top Company Watch

EEEitaEEE Fm/ER/CDMOEE ( FDARE - E515 + ClinicalTrials.govER Rl SRR ENRRES ) — &
BREEEMMWERR

@ ¥ TaiMed Biologics @ #zEEE PharmaEssentia
BB AIBEFDAARRAE R
BRERE/ B R Tw HIV-1 Infection BRE/ SR 5% Polycythemia Vera,
Phase Phase 2 ] Myeloproliferat
urgE ETB(EIEEE) Phase Phase 4
BRI EH 2026-08-06 iRaE ERE

BT AT 2026-07-31

€ &&wrE ScinoPharm Taiwan O {REEZ Bora Pharmaceuticals
KBRRERXERBEE RIBARMIEARER

© 18 Apex Medical @ R Taidoc Technology
AiBEEER ARiBEFDAERAE
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© &E5EFIEEREM Taiwan Surgical © EBZ4H PharmaEngine

FDAZ M #2 RERFIERFRE

Inno-Hook™ Disposable Clip Appliers (Ligating Clips)

and Inno-Hook™ Ligating Clips BIRE/ SR 5% Advanced Solid Tumor, Solid
] Tumors
Phase Phase 1
TREE A&
BT ST 2026-02-13

\
@ AREH Apex Biotechnology @ Si%&EE Medigen Vaccine Biologics
RIBEBRS ANBEFDAE R ER

TR/ MR R Enterovirus 71 Human
Phase KRIFR
TRRE ETH(FLLESR)
BT BT 2026-05-05

Q@ EpEBERM(E/RKIRE/ARTH) O ETPHRE/EED) @ RERARESE/ARP L) — IFEIR

Mz BEAE  ERREEHERRE -
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f
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A1) G T )
G T )

16ER(&1k)

| s@8E (wnmnE)

RARBRET T

—an

RETFH 203 % | EATH203 K | (EE - HEEELD)

Inno-Hook™ Taiwan Surgical 510(k) EEBGERTT) 203 X
Disposable Clip Corporation

Appliers (Ligating

Clips) and Inno-

Hook™ Ligating

Clips ([Z3)
I Figma 113K

FETH 113K | ERTH LB EX | (28 SEEELD)

Microlife Wrist Microlife 510(k) sl in) 113 X
Blood Pressure Corporation

Monitor, (Model

BPHJG5-G)

[DXN]

&t O1E it E Taiwan Export Intelligence

& FDA Product Codelb# &1 £ ER RS E ( &8/ E/ A4/ BE/2E/ /5 ) APHEREY — 22 KE
AEIETE - FEAER
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Inno-Hook™ Disposable Clip Appliers (Ligating Clips) and Inno-Hook™ Ligating Clips

( Taiwan Surgical Corporation )

Product Code [FZP]

RIERAREME—ZProduct CodetZ&EZRA - i ERERH mici -

Microlife Wrist Blood Pressure Monitor, (Model BPHJG5-G) ( Microlife Corporation )

Product Code [DXN]

E#REEME : Guangzhou Daxin Health Technology Co., Ltd.

BE e £ B2 19EN Self-Developed Biologics Tracker

EHeEEEMREREm (WPHHETrogarzo - ZEEZBesremi ) RFDAZI#ERE - FFEESEET

AER B REREE B E LR E R CFDAMZ &/ BERERIE - U T RIEERF ZFEE
( ClinicalTrials.govEfi#E ) :

th##72 TaiMed Biologics — Trogarzo (ibalizumab-uiyk)
iEBitatE HIV-1 Virologic Suppression With TMB-365 and TMB-380 Antibodies Study
Phase Phase 2 #REE ETP(FLLIRE) HZWEH 2026-08-06

B PharmaEssentia — Besremi (ropeginterferon alfa-2b)

iBiitst 5% Efficacy and Safety of Ropeginterferon Alfa 2b (P1101) for Patients With Polycythemia Vera
Phase Phase 4 k% 2Bl & EH 2026-07-31

CDMO - 8iEmE &l Manufacturing Quality Watch

SECDMO/RRIZETEMAFDATEE — 2 " EREBZRERH . ZEXmB R EZMER
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Dabur India Limited ( ENELZ% )

FDAA7iH 2026-08-04 | Center for Drug Evaluation and Research (CDER)

ERFERE . CGMP/Finished Pharmaceuticals/Adulterated

ARSI 0 21 CFR 211.22(a) ~ 21 CFR 211.194(a) ~ 21 CFR 211.67(b) ~ 21 CFR
211.100(a) » £ OB D $IR_FAUER B IR ZAH B mEBE B AR BIEIRE -

AR EHEANLRERREQEEXENESERA - EARNEREARERS - HEOEERERR
72E -

I FDA%# &8 Guidance & Rules

RBFDAZ M D BRA - LEREF AR E

Determination That OZOBAX (Baclofen) Oral Solution, 5 Milligrams/5 Milliliters Was Not
Withdrawn From Sale for Reasons of Safety or Effectiveness

NE  UHRHEEFOZOBAXORARIEALZEH BN T - ARBREPFRIARKE  WIREFEE
BHSHE -

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

NE  WHERBRINSUPRIZREEFAEF REDERRBRBENBIRE - BERERERBUSPTOSTH

TE o

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

PNE  WHERDAYVIGOERREPFENFRENLEREHEENEKE - ERERGERBUSPTOSRTH
=
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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

PG ILFEABCKE RS RGRAIL GalleriZ =B - IRt BEARKMRERTEMNE - BESHERT -

Proposed Rule

Radiology Devices; Reclassification of Digital Breast Tomosynthesis System

BERR . WREREFOBEUIAFEHEREZS - e EHERBEMIRICIREERETEEA -

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

PE WETERRERHMpoxEEIN2EEN £ - BERERERY - WINEHEEREATS -

Medical Devices; Radiology Devices; Classification of the Fludeoxyglucose F18-Guided Radiation

Therapy System
RA: WRERABTRESAEREFISS I ENSAREARNE  RREHREBPEEIRKE  BAhERL
7 -

Micro-Tracers, Inc.; Response to Objections and Requests for a Public Hearing

ARA : UEEEEEMicro-Tracers ATI¥ARNER - IBEMABERIEIREX - FEHEES RN -

Establishment of a Quantitative Medicine Innovation Network: Scope, Feasibility, and

Opportunities; Request for Information

PE ECREMFRNECBBRIMRE - UERERREnHREEERE - BGHERT -
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Proposed Rule

Modification of Certain Terminology in Title 21; Reopening of the Comment Period

BRERA  IEREMBE2] CFRITENEREDK @ OIRERERIERBEREARRGRMY -

i RRFDAZHREHTER

I > Weekly Outlook

ABESEINEIEREEIberdomide (2026-08-17 ) ~ Deramiocel ( 2026-08-22) - &
Guidance Agenda™ - CDER#IGenerics#ERIIE &£ - H2418 -

RXBRBEEERTER (BEE - RERKRE - 2 8HE) DB TEHES - A3 SRR -

I v AIBERREH (Editor's Picks)

ERBEETE (x1E ) BROEE (RGRY ) MREECHABEIREIR -

HEA BEE E-31 | %5l
2026-08-17 Fk ke k iberdomide PDUFA
TN

2026-08-22 * %k kK Deramiocel PDUFA
11XK%&

2026-09-22 %%k Hk ok Zilganersen PDUFA
42R%

2026-09-26 * %k kK zilurgisertib PDUFA
46K

2026-09-30 * %k Hk ok Apitegromab PDUFA
50K%&

| @ = ommbet
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5l (53 34

@ #7& ( PDUFA 24/ AdCom 3/ Guidance 0)
= e AR

0 #El-mER
#hi8¥15 ( PDUFA - AdCom ) ( #27% - BE/RAI10% )

PDUFA] iberdomide ( 2026-08-17 )
PDUFA] zanidatamab ( 2026-08-25 )
PDUFA] zanidatamab ( 2026-08-25)
PDUFA] Zilganersen ( 2026-09-22 )
PDUFA] zilurgisertib ( 2026-09-26 )
PDUFA] Apitegromab ( 2026-09-30 )
PDUFA] Bepirovirsen ( 2026-10-26 )
PDUFA] Povetacicept (pove) ( 2026-11-30 )
PDUFA] zanzalintinib ( 2026-12-03)

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

| @ smFoAREER (FDAER kB )

AeRAEIETERE - EWEFDAE S SR MAEEEM - WH L EEL -

REHE

2026-09-04  Hkx¥r  Agency Information Collection Activities;
24K % Submission for Office of Management and Budget
Review; Comment Request; Food and Drug

Administration Advisory Committees

2026-09-16 k¥  Pediatric Advisory Committee (PAC); Notice of
36K1% Meeting; Establishment of a Public Docket;

Request for Comments

2026-09-23  *k*k¥¥  Molecular and Clinical Genetics Panel of the

43R Medical Devices Advisory Committee; Notice of
Meeting; Establishment of a Public Docket;
Request for Comments-GRAIL, Inc. Galleri
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27

Federal Register

Federal Register

Federal Register


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

| # exemwPoUFAREESE

REEBIKERNSECHH Y - EXHERRKREABGERNPBEREZEMNRE -

B3R - HE OB E « IEEEEVE - RETRE

EiEE (R HMRE )

BAFRER - RILER, ERNEE=FHA

WIFFDARTZEE BT H
RRREERIZRERR - FHVERAM—FERRR -

2026-08-17
PN

2026-08-22
11X%

2026-08-25
14X %

2026-08-25
14X %

2026-09-22
42K &

2026-09-26
46K 1%

2026-09-30
50K %

**xkkk iberdomide
**kkx*x Deramiocel
**Kk*kx7c  zanidatamab
*%%%k¥  zanidatamab

**k**  Zilganersen

22,0, 8.9,

zilurgisertib

*%xk%*x  Apitegromab

Bristol Myers
Squibb

CAPRICOR
THERAPEUTICS,
INC.

Jazz

Pharmaceuticals

plc

Zymeworks Inc.

lonis
Pharmaceuticals,

Inc.

Mirum
Pharmaceuticals,

Inc.

Scholar Rock
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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/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
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

2026-10-26
UFE

2026-11-14
95K &

2026-11-27
108K

2026-11-30
111 X%

2026-12-03
114X%&

2026-12-12
123K

2026-12-17
128K &

2026-12-27
138K

2027-01-06
148K1%&

ok kK k

22,0, 8.,

ok kK k

22,2, 8., ¢

22,0, 8.0,

2.2.0.8. 9.

2.2.0.8.9.¢

ok ko k

2.2.0, 8. ¢4

Bepirovirsen

ivonescimab

BBP-418

Povetacicept

(pove)

zanzalintinib

Quimilza TM

relacorilant

relutrigine

ANKTIVA

lonis
Pharmaceuticals,

Inc.

Summit
Therapeutics

Inc.

BridgeBio

Pharma, Inc.

Vertex

EXELIXIS, INC.

Vanda
Pharmaceuticals

Inc.

Corcept
Therapeutics

Incorporated

Praxis Precision

Medicines, Inc.

ImmunityBio,

Inc.
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chronic hepatitis
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EGFR-mutated,
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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
https://www.sec.gov/Archives/edgar/data/1689548/000168954826000082/praxisq22026pr.htm
https://www.sec.gov/Archives/edgar/data/1326110/000132611026000077/ibrx-202684x8kexhibit991.htm

2027-01-21
163K1#%&

2027-01-29
171X#%&

2027-02-23
196K

2027-02-27
200K %

2027-02-28
201K %

2027-03-11
212K %

2027-04-01
233K%

2027-05-01
263K 1%

2027-05-08
270K %

2027-05-13
275K %

22,0, 8.0, ¢

2.2.0. 8.0,

L8 2.2, 8¢

2.2.0.8.9.¢

2 2.0, 8. $4¢

L8 8.2, 8¢

ok kK k

2.2.0.8.9.¢

2.2.0.8.9.¢

22,0, 9.0,

zeleciment

rostudirsen

Ulixacaltamide

ZORYVE

cream 0.05%

zipalertinib

VOXZOGO

Reblozyl

Pitolisant GR
(Gastro-
resistant)
Tablets

AXS-12

encaleret

mezigdomide

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.

Bristol Myers
Squibb
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Duchenne
muscular
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in infants aged 3

to 24 months
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NSCLC
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narcolepsy
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relapsed or
refractory
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SEC 8-K (Press Release)
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SEC 8-K (Press Release)

SEC 8-K (Press Release)
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SEC 8-K (Press Release)
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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
https://www.sec.gov/Archives/edgar/data/14272/000001427226000018/a2026q2ex991-filing.htm
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myeloma
(RRMM)

BREE (EFE/RR/EEE)

FEEtEsME

2026F8H *k*kx*%* rusfertide Protagonist SEC 8-K (Press Release)

Therapeutics, Inc

20284 ( EREREFE )  **xkxk  Pitolisant HD (high  Harmony SEC 8-K (Press Release)
dose) Biosciences

20284 ( BEREREEE )  *kkkkx  WAKIX (pitolisant) Harmony SEC 8-K (Press Release)
Biosciences

20284 ( EREREFE )  *xkkxk  EPX-100 (clemizole  Harmony SEC 8-K (Press Release)
hydrochloride) Biosciences

| = #msmmsEsteE (CDER/CBER/CDRH)

BPOSFEGHN "EEERHE" WiEmEEEE - SEESARENEHRAE - FDANREBEEPWABIER
BEiZsm -

CDER (CY2026) — 851 | EHEE

#8517 : Generics 24J& ~ Pharmaceutical Quality/CMC 1018 - Clinical/Medical 938 - Administrative/Procedural 81& -
Compounding 8I& - Biosimilars 6J8%5

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

e Exclusivity for First Interchangeable Biosimilar Biological Products

o 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
SHE7IE (CREEFREHFEH )

CBER (CY2026) —351E | EAZEH
#5075 : Therapeutic Products 1918 - Vaccines and Allergenics 918 + Blood and Blood Components 515 - Other 218

14/20


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
https://www.fda.gov/vaccines-blood-biologics/biologics-guidances/guidance-agenda-guidance-documents-cber-planning-publish-during-calendar-year-2026

BALRER - FibE BRNEF=FHA

o 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

HH29E (BEEFRESEH)

CDRH (FY2026) —2018 | EAZEEH
187357 : UC9IE (NEW +9) ~ A8IE (NEW +8) - B3IE (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

e Incorporating Voluntary Patient Preference Information over the Total Product Life Cycle

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

e Menstrual Products - Labeling and Performance Testing Recommendations
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https://www.fda.gov/medical-devices/guidance-documents-medical-devices-and-radiation-emitting-products/cdrh-proposed-guidances-fiscal-year-2026-fy2026
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