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thi4%(% TaiMed Biologics — Trogarzo (ibalizumab-uiyk)
BHEEER HIV-1 Virologic Suppression With TMB-365 and TMB-380 Antibodies Study
Phase Phase 2 kA& EITH(FELLIBSE) =#MEH 2026-08-06

Z2zEERE PharmaEssentia — Besremi (ropeginterferon alfa-2b)

BHEREE P1101 in Treating Patients With Early PMF or Overt PMF at Low or Intermediate-1 Risk
Phase Phase 3 kA& EITH(ELLIBE) =#MEH 2026-08-13

I CDMO - &M EES A Manufacturing Quality Watch
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Sunny Pharmtech Inc. Class | BARMK (RAEEY) | HEATHN
Sunny Pharmtech Inc. Class | BAMK (RAEEY) | #EATHN

I FDAX3RENEE Guidance & Rules

FBFDAERH D ERRA ~ ERRIFEZRE

Drugs for Human Use; Drug Efficacy Study Implementation: Estrogen-Androgen Fixed-
Combination Drug Products; Second Extension of Effective Date of Final Resolution of Drug

Efficacy Study Implementation 7661
IEAE R RR- N RE S BN EXA R B MR RREN BB ILE > AIAeR EEREmAY AR R ETIFHRER
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Determination That CABAZITAXEL (Cabazitaxel) Solution (Injection), 60 Milligrams/6
Milliliters (10 Milligrams/Milliliter), Was Not Withdrawn From Sale for Reasons of Safety or

Effectiveness

HABRHECABAZITAXELESTRARAZZHEMNRE T » BBERERFRMKIER  FJEREBRETISMHE -

International Drug Scheduling; Single Convention on Narcotic Drugs; Convention on
Psychotropic Substances; Clobromazolam (Phenazolam); Cychlorphine (N-Propionitrile
Chlorphine); Desalkylgidazepam (Bromonordiazepam); Ethylbromazolam; Etomethazene (5-
Methyl Etodesnitazene); Spirochlorphine (R6980); Etomidate; Medetomidine; Request for

Comments

HAEMSEMBEAFREY 2 BREFHREERER » IR B KRAEREE - BFME -

Product-Specific Guidances; Draft and Revised Draft Guidances for Industry; Availability

EASRMSBERTERS INERAETER » AR ERKEMFALREE > BFME -

Evaluation of Therapeutic Equivalence; Guidance for Industry; Availability

IEAERMARSMIETENERIES| > JRFERRBLERLREE > BEEME -

T RRFDAZHREBMHITERE

7 Weekly Outlook
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EXREREEAEER (BRE - RERXE - DHEFE) UEAHHES - TESREIEER -

AEEEEMY (Editor's Picks)
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2026-09-22 % *%x%*%* Zilganersen lonis Pharmaceuticals, Inc. PDUFA
23K%

2026-09-26 k%% %%  zilurgisertib Mirum Pharmaceuticals, Inc. PDUFA
27R%&

2026-09-30 **%%* apitegromab Scholar Rock PDUFA
31Xk#%

2026-10-26 k% *** Bepirovirsen IONIS PHARMACEUTICALS INC (IONS) (CIK 0000874015) PDUFA
57K#&
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AHEEg/AE

2026-09-16 kK%  Pediatric Advisory Committee (PAC); Notice of — Federal Register
17K% Meeting; Establishment of a Public Docket; Request

for Comments

2026-09-23 Kk * k¥  Molecular and Clinical Genetics Panel of the Medical — Federal Register
24K1%& Devices Advisory Committee; Notice of Meeting;

Establishment of a Public Docket; Request for

Comments-GRAIL, Inc. Galleri
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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
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Zilganersen

zilurgisertib

apitegromab

Bepirovirsen

INO-3107

ivonescimab

Deramiocel

BBP-418

Povetacicept

lonis
Pharmaceuticals,

Inc.

Mirum
Pharmaceuticals,

Inc.

Scholar Rock

IONIS
PHARMACEUTICALS
INC (IONS) (CIK
0000874015)

INOVIO
PHARMACEUTICALS,
INC.

Summit

Therapeutics Inc.

Capricor

Therapeutics

BridgeBio Pharma,

Inc.

Vertex
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Alexander
disease (AxD)

fibrodysplasia
ossificans

progressiva (FOP)

spinal muscular
atrophy (SMA)

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

Duchenne
muscular
dystrophy (DMD)

LGMD21/R9

immunoglobulin

A nephropathy
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https://www.sec.gov/Archives/edgar/data/874015/000114036126029960/ef20078953_ex99-1.htm
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https://www.sec.gov/Archives/edgar/data/1727196/000119312526336715/srrk-ex99_1.htm
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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/1133869/000110465926100071/capr-20260824xex99d1.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
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zanzalintinib

Quimilza T™M

relutrigine

bezuclastinib

ANKTIVA

z-rostudirsen

ulixacaltamide

ZORYVE

cream 0.05%

zipalertinib

Exelixis, Inc.

Vanda
Pharmaceuticals

Inc.

Praxis Precision

Medicines, Inc.

Cogent Biosciences,

Inc.

ImmunityBio, Inc.

Dyne Therapeutics,

Inc.

Praxis Precision

Medicines, Inc.

Arcutis
Biotherapeutics,

Inc.

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

metastatic

colorectal cancer

Generalized

Pustular Psoriasis

(GPP)

SCN2A and
SCN8A
developmental

and epileptic

encephalopathies

(DEEs)

NonAdvSM

BCG-
unresponsive
NMIBC with
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
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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
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
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CDER (CY2026)

— 8518 |

VOXZ0OGO BioMarin achondroplasia
Pharmaceutical Inc.
Pitolisant GR Harmony narcolepsy
Biosciences
Holdings, Inc.
Varegacestat Immunome, Inc. desmoid tumors
AXS-12 Axsome cataplexy in
Therapeutics, Inc. narcolepsy
encaleret BridgeBio Pharma, ADH1
Inc.
obexelimab Zenas BioPharma, Immunoglobulin
Inc. G4-Related
Disease (IgG4-
RD)
EEE BonniE 1o
*kxx*kx rusfertide Protagonist
Therapeutics
*hkkkx Ameluz Biofrontera Inc.
* %% %% Pitolisant HD Harmony
Biosciences
Holdings, Inc.
*xkkkx  WAKIX (pitolisant) Harmony
Biosciences
Holdings, Inc.
*kkx*x*x EPX-100 (clemizole Harmony
hydrochloride) Biosciences
Holdings, Inc.
*kx*x*k Pitolisant Harmony
Biosciences
(CDER/CBER/CDRH)

EXEH
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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
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
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https://www.sec.gov/Archives/edgar/data/1802665/000110465926090086/hrmy-20260804xex99d2.htm
https://www.fda.gov/drugs/guidances-drugs/cder-guidance-agenda
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#8759 %0 . Generics 2418 ~ Pharmaceutical Quality/CMC 10I& ~ Clinical/Medical 918 - Administrative/Procedural 818

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

FHTIE BREEFRELEH)

CBER (CY2026) — 351 | EAEEA

$851/93%6 : Therapeutic Products 1918 ~ Vaccines and Allergenics 918 » Blood and Blood Components 5I& - Other 218

e 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

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

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

¢ 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 lI;

Draft Guidance for Industry

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

5H29E REEFRELEH)

CDRH (FY2026) — 201 | EBAEAE

BRI © |UC 98 (NEW +9) ~ |A 718 (NEW +7) * [B 33 (NEW +3)  ||A 178 (NEW +1)

o 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

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

o Menstrual Products - Labeling and Performance Testing Recommendations
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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
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FREENEERMREYEER (FDA) 2AHENBEBEN - FEMEFE BRARGENZEEFHER - HifEE
MABSEERERNAFEEEERE - EHTIBENSE > TERER  AEIRERE - BEEXERFATEHEZE
Az & » ARAREEBRHAEERE  MERBARAETHTHEE o REELIEE : 2026-08-20 ~ 2026-08-26.

FEBENEMFRR | FRERGIIEN—FEN (FDAERERE  WERREXEEAXM) BikiE Rt ERASFAIRE BIfFEE - H3@
NAHERERXAZHERE B « ERREIGTEERZEFDAE S XAHEA FURM - EXBEEGAMESSMBERAZER - MIEHR
EENERE

O AHREEFRECHMZEATRESANGER o ZIE8EE « BRI bfh AL ARRE R Exceligs
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AREN > BREREENNEREYEERE (TFDA) Z2BE « REXASHERN > TFRAREMERERS
IS TR o ARBEAERERPRRENABTAMZER > AREEAERAATIEE (KEESER) &7
BRIEEIE - T SRR ARE 2 BB o

2. ZEE4EEAIZ)E (Hallucination)® &

BITARESEGESHERER 2 IEFREREIFEHE - WAL REETREEZUREIER o MRS EER
7R SN EEE R RE « IS AN SRR (BIFRR TAIR)) - ARETREFHENZ100%%
BN ~ SERME - BRI ECERN R E BN 2B - MBEEZIAREN > AU UFDARH Z BXRIEX 4SS

£ o
3. ZEMRERE

FIREHHFOAZR « BEEE - DERAFZRGER - HiHHER 2 IFEREE - TEREHERMRES Z MR
B o FRAVERZ RIGIRRE > EUFDAREE X EHES Z2 R R IE R o

4. FEXEREH

FHREEHRTIBENBEZA » THERITFTERRS

o FERIEEER | BIENRITHFDAR « ZRBREINEFECEFER LR EZRERER
o IEEE  TENEEEAES  ETHE REXZZEE -
o BRES  FANIEEREREEASHRBZBARARE
o BRURRSMZEE BEHEH | ARSERE - BETREXEFDACAREHRZILE - EEERERE
Ml REMEEERR « BRSMEIUREFER - BEHERMTHE » TREREAP Rz ER  BREME
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