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WEEKLY INTELLIGENCE
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HREHAR £ 2026-08-06 ~ 2026-08-12 | E#RKIE : ZEFDA openFDA / ClinicalTrials.gov
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FBEER

I BHEHEERBIZEENR Self-Developed Biologics Tracker

BHAEETMEERER (NPMHETogarzo ~ EZEEEEBesremi) MFDAZITER » JHEHES|EER

ARERE AR HERD & 8 B T E KRB M Z FDAMIZE/BIEENRLE - U T RAIEREG 2 FFEEH (ClinicalTrials.govix
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h# %% TaiMed Biologics — Trogarzo (ibalizumab-uiyk)
BHEETER HIV-1 Virologic Suppression With TMB-365 and TMB-380 Antibodies Study
Phase Phase 2 kE: EITH(ELBE) RHIER 2026-08-06

EEFEERE PharmaEssentia — Besremi (ropeginterferon alfa-2b)

;BHEEIER P1101 in Treating Patients With Early PMF or Overt PMF at Low or Intermediate-1 Risk
Phase Phase 3 kA& ETH(FLLBS) &EHMERM 2026-08-13

I CDMO - 8i&EREESAl Manufacturing Quality Watch

B/8CDMO/RHZEEFXIBRMFDAESE — B [ERGEHZRERMN) CEXMMT K EZAH

RS HEAREAESEEHM

I FDAXIREI8E Guidance & Rules

FBFDAZHRN AR  EREF AR XE

Determination That ANSAID (Flurbiprofen) Tablets, 50 Milligrams and 100 Milligrams, Were

Not Withdrawn From Sale for Reasons of Safety or Effectiveness
A FDARESRANnsaidiEBIR AR B NIERMBE T o WRANERFZERNTISHEENE » SHERMEREER
[EEFE -

Reauthorization of the Prescription Drug User Fee Act; Public Meeting; Request for
Comments

AE BRESFEEAEEAZXBRERR - LR ERRERFRUBENE - BFEMSERE -

Determination That LASIX (Furosemide) Tablets, 20 Milligrams, 40 Milligrams, and 80
Milligrams, Were Not Withdrawn From Sale for Reasons of Safety or Effectiveness

A FDARER LasixiEBIRAREHBENIERMBE T o WRABNERTZERNTIHHEENE » SEMEREER
FEXE-
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Container Closure Systems for Human Drugs and Biological Products; Draft Guidance for
Industry; Availability

NE I BEFAREGREYRGARBHRARERISS| - ERARHERKAZREENE - BIFERFERE -

Kremers Urban Pharmaceuticals, Inc.; Grant of Hearing Request Regarding a Proposal To
Withdraw Approval of an Abbreviated New Drug Application for Extended-Release
Methylphenidate Tablets

AH ETHEHERIIRPARES L EPFRBITRS - LR ZAMERNFTEHE AaI5HeE -

=111

Guide To Minimize Biological Hazards in Ready-to-Eat Fresh-Cut Produce; Guidance for

Industry; Availability

R BHARETREMEMEER/IVEES - WEEREXEINRERREEE > BRFEMRE > FEAHERE
o

Reauthorization of the Generic Drug User Fee Amendments; Public Meeting; Request for

Comments

ANE I BREVREFHEEAELXZBEEER - WETEXERRBRERBZRBENE - BIFERERE -

Proposed Rule

Substances Generally Recognized as Safe

B L BRAREZE2ME (GRAS) BIEERR - WRAIERERRRRADIERIDELER - BFRSFEERM
P

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

AE | FDAREEROzobax ARBAR L ARMMIE T o IR AMRERZERNIISHEEIEE » HERMERE
EAFAETE -
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Determination of Regulatory Review Period for Purposes of Patent Extension; BRINSUPRI
A EEEBRINSUPRIZREFEREBLTHME - AZERBERFENRERLERIZMEMAE > BEERARAHUSPTO
BITHE °

T RRFDAZLHRBMHITERE

I / Weekly Outlook

FBEFENEIEEEDeramiocel (2026-08-22) ~ Zilganersen (2026-09-22) ° 7£Guidance
Agendat > CDERMIGenerics{ERI#ERZ » H2415 -

FIXFRKRBEESER (BERE -~ RIERRE - DA UEREMES - TEIRIMRIERR

ABEEEMY (Editor's Picks)
EREERE (*3TZ) HERERE (FBEY) MR REEE -

HEA BEEE HIE 85
2026-08-22 0.8, 8.8.8 ¢ Deramiocel PDUFA
6K

2026-09-22 2.8.8.8.8 ¢ Zilganersen PDUFA
37KE

2026-09-26 %k ko ok zilurgisertib PDUFA
41K1E

2026-09-30 %k ko k apitegromab PDUFA
45K1E

2026-08-25 2. 8.8 8§74 zanidatamab PDUFA
9X%

| ® =ttt

&5 i3

ha 1% (PDUFA 33 / AdCom 2 / Guidance 0) 35
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T ke BRRgE 0

o ek 27
#is¥E (PDUFA « AdCom) (H#35% > BERA110%E)

 [PDUFA] Deramiocel (2026-08-22)

 [PDUFA] zanidatamab (2026-08-25)
 [PDUFA] zanidatamab (2026-08-25)
e [PDUFA] Zilganersen (2026-09-22)

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

o [PDUFA] apitegromab (2026-09-30)
e [PDUFA] Bepirovirsen (2026-10-26)
« [PDUFA] INO-3107 (2026-10-30)

e [PDUFA] ivonescimab (2026-11-14)
e [PDUFA] BBP-418 (2026-11-27)

e MRS (X272 > BTRAIL0E)

e [AdCom] Agency Information Collection Activities; Submission for Office of Management
and Budget Review; Comment Request; Food and Drug Administration Advisory
Committees

o [PDUFA] Deramiocel

o [PDUFA] Deramiocel

o [PDUFA] zanidatamab

e [PDUFA] zanidatamab

e [PDUFA] Zilganersen

e [PDUFA] zilurgisertib

o [PDUFA] apitegromab

o [PDUFA] Bepirovirsen

o [PDUFA] ivonescimab

| = sskFoARER®Z (FDAEZS-JEHEA)

RERFESEATER > ZUEFDAE S BEMAFRESH - LM RS

REE EEE AHEEE/AE
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2026-09-23 k%  Molecular and Clinical Genetics Panel of the Medical — Federal Register
38K& Devices Advisory Committee; Notice of Meeting;
Establishment of a Public Docket; Request for

Comments-GRAIL, Inc. Galleri

2026-10-16 * %%  Gastroenterology-Urology Devices; Reclassification of — Federal Register
61X Diagnostic Endoscopic Light Source Systems To Be
Renamed Cystoscopic Systems Intended as an Aid for

Detection of Bladder Cancer

| « exmENPOUFAEREER

FEERKEENSECHRX M « EXNMERBRREAMGENTBEZENRH > LIFFDARTZEEEHS BIZR - B2
FIAEEEE ~ SERTEVH o WEITIRE  FRARNERREA » ABUEZFIN—FERRIR o

ERE (F£AHHA®E)

BEmats
2026-08-22 %% %*%** Deramiocel CAPRICOR cardiomyopathy SEC 8-K
6X% THERAPEUTICS, in patients with
INC. Duchenne

muscular

dystrophy
2026-08-25 k%% %% zanidatamab Jazz first-line (1L) SEC 8-K (Press Release)
9X%E Pharmaceuticals plc  gastroesophageal

adenocarcinoma

(GEA)
2026-08-25 ** k%% zanidatamab Zymeworks Inc. first-line (1L) SEC 8-K (Press Release)
9K HER2-positive

(HER2+) locally
advanced or
metastatic
gastroesophageal

adenocarcinoma

(GEA)

2026-09-22 ***** Zilganersen lonis Alexander SEC 8-K (Press Release)
37X%& Pharmaceuticals, disease (AxD)

Inc.
2026-09-26 ***%*%* zilurgisertib Mirum fibrodysplasia SEC 8-K (Press Release)
41K Pharmaceuticals, ossificans

Inc. progressiva (FOP)
2026-09-30 *%*** apitegromab Scholar Rock spinal muscular SEC 8-K (Press Release),
45K 1% atrophy (SMA)
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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.federalregister.gov/documents/2026/08/17/2026-16728/gastroenterology-urology-devices-reclassification-of-diagnostic-endoscopic-light-source-systems-to
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 ****x*x Bepirovirsen
71X%&

2026-10-30 **x*x*x*x INO-3107

75K%&

2026-11-14 % k%% ivonescimab
90K%&

2026-11-27 **%*%x%x BBP-418

103X

2026-11-27 Kk kkk —

103X%

2026-11-30 *%*%*** Povetacicept
106K

2026-12-03 K** % %% zanzalintinib
109K

2026-12-12 K *%*%** Quimilza TM
118K

2026-12-27 *%**** relutrigine

133X

2026-12-30 **%%%* bezuclastinib
136K1&

2027-01-06 ** %%  ANKTIVA

143K

IONIS
PHARMACEUTICALS
INC (IONS) (CIK
0000874015)

INOVIO
PHARMACEUTICALS,
INC.

Summit

Therapeutics Inc.

BridgeBio Pharma,

Inc.

BridgeBio
*{#EBridgeBio
Pharma, Inc.B9IBEEXX 4

Vertex

Exelixis, Inc.

Vanda
Pharmaceuticals

Inc.

Praxis Precision

Medicines, Inc.

Cogent Biosciences,

Inc.

ImmunityBio, Inc.
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chronic hepatitis
B (CHB)

Recurrent
Respiratory
Papillomatosis
(RRP)

EGFR-mutated,
locally advanced
or metastatic
non-squamous
NSCLC who were
previously
treated with a
third-generation
EGFR TKI

LGMDZ2I/R9

immunoglobulin
A nephropathy
(IgAN)

metastatic

colorectal cancer

Generalized
Pustular Psoriasis
(GPP)

SCN2A and
SCN8A
developmental
and epileptic
encephalopathies
(DEEs)

NonAdvSM

BCG-
unresponsive
NMIBC with
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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)

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/874015/000114036126029960/ef20078953_ex99-1.htm
https://www.sec.gov/Archives/edgar/data/1055726/000105572626000024/ino-63026x8kex991.htm
https://www.sec.gov/Archives/edgar/data/1599298/000159929826000071/a2026_prx0805xannounceme.htm
https://www.sec.gov/Archives/edgar/data/1743881/000174388126000026/bbio-20260630xex991.htm
https://www.sec.gov/Archives/edgar/data/1743881/000174388126000026/bbio-20260630xex991.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/1689548/000168954826000082/praxisq22026pr.htm
https://www.sec.gov/Archives/edgar/data/1622229/000119312526341315/cogt-ex99_1.htm
https://www.sec.gov/Archives/edgar/data/1326110/000132611026000077/ibrx-202684x8kexhibit991.htm

2027-01-21
158X

2027-01-29
166X

2027-02-23
191K

2027-02-27
195X

2027-02-28
196X

2027-04-01
228K1&

2027-04-28
255K%

2027-05-01
258K1%

2027-05-08
265K%

2027-05-27
284K %

% S %k k

%k k

% %k ke

28,8, 8.8 ¢

% K %k Ve

% S %k k

% %k k

% %k Kk

2.0, 8. 8.8 ¢

20,8, 8.8 ¢

z-rostudirsen

ulixacaltamide

ZORYVE

cream 0.05%

zipalertinib

VOXZ0OGO

Pitolisant GR

Varegacestat

AXS-12

encaleret

obexelimab

BREE (EFE/RB/FEE)

Dyne Therapeutics,

Inc.

Praxis Precision

Medicines, Inc.

Arcutis
Biotherapeutics,

Inc.

Cullinan
Therapeutics, Inc.
(CGEM) (CIK
0001789972)

BioMarin

Pharmaceutical Inc.

Harmony
Biosciences

Holdings, Inc.

Immunome, Inc.

Axsome

Therapeutics, Inc.

BridgeBio Pharma,
Inc.

Zenas BioPharma,

Inc.
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papillary disease
without CIS

Duchenne
muscular
dystrophy (DMD)
amenable to

exon 51 skipping

Essential Tremor

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

locally advanced
or metastatic
EGFR ex20ins
NSCLC whose
disease has
progressed on or
after platinum-
based
chemotherapy,
with or without

amivantamab

achondroplasia

narcolepsy

desmoid tumors

cataplexy in

narcolepsy

ADH1

Immunoglobulin
G4-Related
Disease (IgG4-
RD)
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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)

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/1818794/000119312526323940/dyn-ex99_1.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/1802665/000110465926090086/hrmy-20260804xex99d1.htm
https://www.sec.gov/Archives/edgar/data/1472012/000119312526344577/imnm-ex99_1.htm
https://www.sec.gov/Archives/edgar/data/1579428/000119312526341206/axsm-ex99_1.htm
https://www.sec.gov/Archives/edgar/data/1743881/000174388126000026/bbio-20260630xex991.htm
https://www.sec.gov/Archives/edgar/data/1953926/000110465926095437/tm2622871d1_ex99-1.htm
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R EEE EnaiE T S tHEE

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

Therapeutics

202659H **xk*xk Ameluz Biofrontera Inc. SEC 8-K (Press Release)
20284 (EBERSRIEE) % %x*k% Pitolisant HD Harmony SEC 8-K (Press Release)
Biosciences

Holdings, Inc.

2028F (ERERFEEE) *k*k*x  WAKIX (pitolisant) Harmony SEC 8-K (Press Release),
Biosciences

Holdings, Inc.

2028%F (EREFREFE) ****x% EPX-100 (clemizole Harmony SEC 8-K (Press Release)
hydrochloride) Biosciences

Holdings, Inc.

2028% (ERERREIETE) * %% %%k Pitolisant Harmony SEC 8-K (Press Release)
Biosciences

| [ #mism#EsE (CDER/CBER/CDRH)

BHROEEEHNEEZEFIE NISREIERE - RIRARAMENZEFBAH - FDANMRRBETNFAEREMEHES -

CDER (CY2026) — 8518 | EXEEAE

#8597 : Generics 2418 ~ Pharmaceutical Quality/CMC 10I& « Clinical/Medical 938 - Administrative/Procedural 8I& +

Compounding 8I& - Biosimilars 618%

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

e 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
SH79E (ZEREEFREAFE@)

CBER (CY2026) — 351 | EAEHR

$851/9376 : Therapeutic Products 1938 ~ Vaccines and Allergenics 918 ~ Blood and Blood Components 5I& » Other 218
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https://www.sec.gov/Archives/edgar/data/1377121/000110465926091099/tm2622272d1_ex99-1.htm
https://www.sec.gov/Archives/edgar/data/1858685/000149315226037610/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.sec.gov/Archives/edgar/data/1802665/000110465926090086/hrmy-20260804xex99d2.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

BASREERE — FULEE, SERNRF=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

¢ 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

5H29E (RRBFEFRELEH)

CDRH (FY2026) —20IE | EAXEE

hllbagic

:|UCOIE - |A7IE~ B 31&~ ||A 178

e 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

¢ Enforcement Discretion Policy for Premarket and Other Requirements for NIOSH-Approved

Air Purifying Respirators

o Menstrual Products - Labeling and Performance Testing Recommendations

FE141E (RBBEFREHLEH)

BEE (%)

. 8. 8.8.8.¢
1. 8.8, 8. §*¢
% %k Kk
L. BARAGAS
L BAQ A OAR %

PR

EAE TSR ERA

FE EmAdCom-BLA/NDART % A AERA
AAREE (REREEMBHNN—ARER)
E{F-2FEA

BgE
R A YN

il

XA

I BEREEL Key Observations
EERENE + —OESE - MERHRRERE
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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

BABRER — R8s, EHNREZHHA

TAERETEFDAR RS
iz RN

- BT AR B EHER
8 MIEHIRERTM » BEEE
BE BB RRIET

| mEMtEXcel®r — FRE THitE

FIRATESREBEECEXcel B » IEEEARREANERESEBITR

« FDA Product Code (ER7EANE) — RELLHEERR  ERERGELIZELER

o EEIPFY / Advisory Committee — BEEE ZFDAR X /AL

RAERER / gl | BEXY — TBREHL > ATETEMRS

2EHM | E5EHE — REEBEBAMLE » FIRINAEHRE D

ERPREERE A ERIR (RRIRFRE) — AXENRERSMECRRZAERRE « NCTHRSE « BREE > NER

KPRHTERX
3
~ REGIREE : SEBM/NERBHERERET > EEHE) WEESEIRNEAIRMES — BNEERET

EZERR » R EEEMN :

* Product Code I FEHRFMAMR - GERBFOAZLEREHITE
 Al/SaMDIERFEMRES 88 HE #RE BAW7S S
SJREEER  ERZBREZENEEENS -
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