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) SKHIO| 2 ALO| A SK Bioscience ¢ $H0|2%E Hanmi Pharmaceutical
=2t gl= =3 ol
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3d Cage Cervical  Fims Co., Ltd. 510(k) eyl 304 ¢
[Code: ODP]

QUATTRO Spinal  MANTIZ Co,, Ltd.  510(k) O & Al 170 &

system (Open
Configuration);
QUATTRO-
GADGET Spinal
system (MIS
Configuration)

[Code: NKB]

A317|/H[ 7| R AAL|ZH 1402
(B2 374 0|3 — W5 O] |3 42

VS-370CF, VS- VISION MEDICAL  510(k) OIM ZH I A 29 &
370CT Co,, Ltd.

FCX]

EZ-Close™ (EZ Medical Impact 510(k) 471= 252 &

Close Port Site
Closing Device, EZ
Close MAX Port
Site Closing
Device, EZ Close Il
Port Site Closing

Device)
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M8 OVEPOREXTON (ORZEYFUL) TAKEDA PHARMS USA 2026-08-05 SMMAL- L&
YR 7| - DEA &
(NME) AEE DAl Of
7| (o 2&7)
o|l=7| Sleep Apnea Feature (v2.0) Samsung Electronics 2026-07-20  510(k) =&[0]
7| Co,, Ltd. EESE e
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O|&7| BubbleView Single-Use Digital MacroLux Medical 2026-07-20  510(k) =2[0f
7| Flexible Cystoscope (C38-CS, C38-  Technology Co., Ltd. da . 5= 7
CRS, C50-C, C50-CR, C50-CB, &

C50-CBR)
9|27 Inno-Hook™ Disposable Clip Taiwan Surgical 2026-07-20  510(k) 22/0]
7| Appliers (Ligating Clips) and Inno-  Corporation A - CHER 7
Hook™ Ligating Clips e
ol 7| OTTAVA™ Robotic Surgical System  Auris Health, Inc,, part 2026-07-21  De Novo(dl
7| of Johnson & Johnson =&
MedTech
9|27 Medical Thulium Fiber Laser Rhein Laser 2026-07-21  510(k) 22|09
7] Systems (UroFiber 150Q) Technologies Co., Ltd. HA .S 7|
H
=]

o|&7| Uv Phototherapy (KN-4001A, KN-  Xuzhou Kernel Medical ~ 2026-07-21  510(k) 22|

7 4001B, KN-4001AB) Equipment Co., Ltd. A .33 7
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o|z27 Raney Clips Kit Beijing 2026-07-21  510(k) = 2/0f
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Science and Technology o

Development CO
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Lancet

ePascal S/ ePascal SOR/ ePascal
S5/ ePascal SA/ ePascal SE/

ePascal 80Elite/ ePascal 80/ MOZI-
X1/ MOZI-X12/ DF-41E Diagnostic

ultrasound system

RXiBreeze PAP System (RXiBreeze

200)

FACEGYM Pro Device (HD-109)

Blood Pressure Monitor (M501,
M501A, M502, M502A, M502C,
M502D)

3d Cage Cervical

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

Pocket Ultrasound System
(C10MTpro, C10MXpro,
C10MSpro, C10MBpro,
C10MRpro)

Dental Cone-beam Computed

Tomography (mDX-15P Series)

QUATTRO Spinal system (Open
Configuration); QUATTRO-
GADGET Spinal system (MIS

Configuration)

Air Compression Massager
(EP30B001 1)

Tianjin Huahong

Technology Co., Ltd.

Esonic Technology
(Wuhan) Co., Ltd.

Resvent Medical

Technology Co., Ltd.

Shenzhen Kaiyan
Medical Equipment Co.,
Ltd.

Guangzhou Daxin
Health Technology Co.,
Ltd.

Fims Co., Ltd.

Microlife Corporation

Beijing Konted Medical
Technology Co., Ltd.

Hefei Meyer
Optoelectronic

Technology, Inc.

MANTIZ Co., Ltd.

Wavepulse (Xiamen)

Healthcare Technology
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SwiftMR

VS-370CF, VS-370CT

EZ-Close™ (EZ Close Port Site
Closing Device, EZ Close MAX
Port Site Closing Device, EZ Close
Il Port Site Closing Device)

DiscreetDuo™ Flow Wearable

Breast Pump (Model S3)

SOLTIVE™ Laser System
(SOLTIVE™ Pro SuperPulsed Laser,
SOLTIVE™ Premium SuperPulsed
Laser, SOLTIVE Laser Fibers, and

Accessories)

SimpleScreen™ CRC

HiResolution™ Bionic Ear System

Co., Ltd.

Airs Medical, Inc.

VISION MEDICAL Co.,
Ltd.

Medical Impact

Shenzhen TPH
Technology Co., Ltd.

Olympus Surgical

Technologies America

Freenome, LLC

Advanced Bionics
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Dabur India Limited(2/ & 7| )

FDA S70 Y 2026-08-04 | Center for Drug Evaluation and Research (CDER)
9t

S & CGMP/Finished Pharmaceuticals/Adulterated

= M3sto] 21838k =&t 21 CFR 211.22(a). 21 CFR 211.194(a). 21 CFR 211.67(b). 21 CFR
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Determination That OZOBAX (Baclofen) Oral Solution, 5 Milligrams/5 Milliliters Was Not

Withdrawn From Sale for Reasons of Safety or Effectiveness
OZOBAX dT0| 2t = Rad 2M2 T SHEX| BUASS S4H2=2 25y S15t=

=AY L

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

BRINSUPRIS| S&{ 7|2t AE S ?let oM HE 7[7he SAH2=2 27850 5105t EMYLICH

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

DAYVIGOS| §& 7|7h Ag S ?IT Ml BE 7|7 SHH2 2 ZF5tY S1%t= ZA YL

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

GRAIL Galleri &X|0f et o[z 7|7| AHE? =] 2 7HE[et LHE 2|H =38 S S1ot= AL

Proposed Rule

Radiology Devices; Reclassification of Digital Breast Tomosynthesis System
CIX 8 7 BS #F AL- MEFE HAtSt 0|0 tiet CHE 2|AS +=EHote 178 Mt =M Y

LI Ct.

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

A=A 20| Chgsto] Mol T o279 UF AR £ JHEHES Bnots EAYLICE
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Medical Devices; Radiology Devices; Classification of the Fludeoxyglucose F18-Guided Radiation

Therapy System

SRHSAZRIL F18 7 LA K& A|2”S| oBV|7| 2FE 2T &85ts '8 =AM YLCL

=

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

Micro-Tracers, Inc. 23 0|9| X|7| &l 3HS| X0 s FDAS| SAIMQI BHRHE B2 4 EMYUL

Ct.

Establishment of a Quantitative Medicine Innovation Network: Scope, Feasibility, and
Opportunities; Request for Information

S 2o A HESRA =2 el &9 7tsd H 7|20 tfiet §EE 235t
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rir
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Proposed Rule

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

Title 21 £ 80 =8 M 80l ChHet oA =3 7|2HE MWlegs St YL

% =2 FDA 11X O|HIE Az

| & weekly outlook
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EL s0E ALot =]
2026-08-17 2. 8.8.8.8 ¢ iberdomide PDUFA
6 =
2026-08-22 * % %k Kk Deramiocel PDUFA
Mg =
2026-09-22 1. 8.8.8 .8 ¢ Zilganersen PDUFA
29 =
2026-09-26 % % % % Kk zilurgisertib PDUFA
469 =
2026-09-30 % %k %k %k k Apitegromab PDUFA
50€ 2

| @ xicz oo wam

T= ra b
[ Al Z=7HPDUFA 24 / AdCom 3 / Guidance 0) 27
® 79y HE 0

o AH-E32 0

M7 FE71 A M(PDUFA-AdCom)

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

e [AdCom] Agency Information Collection Activities; Submission for Office of Management
and Budget Review; Comment Request; Food and Drug Administration Advisory
Committees(2026-09-04)

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

e [AdCom] Pediatric Advisory Committee (PAC); Notice of Meeting; Establishment of a
Public Docket; Request for Comments(2026-09-16)

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

e [AdCom] 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(2026-09-23)
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e [PDUFA] Zilganersen(2026-09-22)
e [PDUFA] zilurgisertib(2026-09-26)
o [PDUFA] Apitegromab(2026-09-30)
e [PDUFA] Bepirovirsen(2026-10-26)

X|H& 177 (PDUFA 177) M2 — ©H| 552 of2f 2bd L AL -PDUFA EE EXSHA|2.
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2026-09-04 kK ¥rv  Agency Information Collection Activities; = Federal Register
24Y

ot

Submission for Office of Management and
Budget Review; Comment Request; Food and

Drug Administration Advisory Committees

2026-09-16 %k k¥ ¥  Pediatric Advisory Committee (PAC); Notice of — Federal Register
36

ot

Meeting; Establishment of a Public Docket;

Request for Comments

2026-09-23 Kk k¥ ¥  Molecular and Clinical Genetics Panel of the — Federal Register
43¢

ot

Medical Devices Advisory Committee; Notice of
Meeting; Establishment of a Public Docket;

Request for Comments-GRAIL, Inc. Galleri

2 =52 7| SEC HE M7, 34 EXXtE IR XA=0]| 71X & YEE HEC 2 2L AS LT FDA
7t SESt= TN SA FHEL OfHLICE 22 BE, Y] £ F4E = AU FAL A tS
E= MY QAZEE Aoz BIEA| |IE SXE 2QI5HA| 7] BHELIC
SY(AEY BE)
28 AMY 32E  %BY 71 S &3
2026-08-17 % k% * iberdomide Bristol Myers relapsed or SEC 8-K (Press Release)
6 = Squibb refractory
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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
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
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Deramiocel
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Zilganersen

zilurgisertib

Apitegromab

Bepirovirsen

ivonescimab

CAPRICOR
THERAPEUTICS,
INC.

Jazz

Pharmaceuticals

plc

Zymeworks Inc.

lonis
Pharmaceuticals,

Inc.

Mirum
Pharmaceuticals,

Inc.

Scholar Rock

lonis
Pharmaceuticals,

Inc.

Summit
Therapeutics

Inc.
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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)

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
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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
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
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BBP-418

Povetacicept

(pove)

zanzalintinib

Quimilza TM

relacorilant

relutrigine

ANKTIVA

zeleciment

rostudirsen

Ulixacaltamide

BridgeBio
Pharma, Inc.
Vertex
EXELIXIS, INC.
Vanda

Pharmaceuticals

Inc.

Corcept
Therapeutics

Incorporated

Praxis Precision

Medicines, Inc.

ImmunityBio,

Inc.

Dyne
Therapeutics,

Inc.

Praxis Precision

Medicines, Inc.
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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

SCN2A and
SCNS8A DEEs

BCG-
unresponsive
NMIBC with
papillary disease

without CIS

Duchenne
muscular
dystrophy (DMD)
amenable to

exon 51 skipping

Essential Tremor
(ET)
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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
https://www.sec.gov/Archives/edgar/data/1818794/000119312526308343/dyn-20260720.htm
https://www.sec.gov/Archives/edgar/data/1689548/000168954826000082/praxisq22026pr.htm
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dose)

Arcutis

Biotherapeutics,

Inc.

Cullinan

Therapeutics,

Inc.

BioMarin

mild to moderate

in infants aged 3

to 24 months

EGFR ex20ins

NSCLC

achondroplasia

Pharmaceutical

Inc.

Bristol Myers

Squibb

Harmony

Biosciences

Axsome

Therapeutics,

Inc.

BridgeBio

Pharma, Inc.

Bristol Myers

Squibb

Pitolisant HD (high
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myelofibrosis-

associated

anemia

narcolepsy

cataplexy in

narcolepsy

autosomal
dominant
hypocalcemia
type 1 (ADH1)

relapsed or
refractory
multiple
myeloma
(RRMM)

71¢

Protagonist

Therapeutics, Inc

Harmony

Biosciences

atopic dermatitis
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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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2028 (A17] O|FE)  kxk*k*  WAKIX (pitolisant) Harmony SEC 8-K (Press Release)
Biosciences
2028E(A17] O178) k% %* EPX-100 (clemizole Harmony SEC 8-K (Press Release)
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I = 9zt Jto|E A Tx 0| (CDER/CBER/CDRH)

2 dH2H o &

ot THEE HE T2 7H0|EA, SEYUUCL /E a5 HE2 o™ UAX| B2
=]

= H
Of, FDAE M &=5o| 2AS FHoHA| BSLICh

CDER(CY2026) — 8571 | 54| T|O| K|

| 12| LHY: Generics 2474, Pharmaceutical Quality/CMC 104, Clinical/Medical 974, Administrative/Procedural 874,

Compounding 874, Biosimilars 671 2|

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

o 79 (HHM =52 &4 Ho[X| F=x)

=~

CBER(CY2026) — 3571 | 4| H[O|X]|

e D 2| LS Therapeutic Products 1971, Vaccines and Allergenics 971, Blood and Blood Components 571, Other 2

i

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

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
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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

70! E3H ME - HM3XIo|| A HE, SAL SRE SXIFLIC

e Recommendations for Testing Blood Donations for Human T-lymphotropic Viruses | and

Il; Draft Guidance for Industry

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

Q29 (THM =52 34 HO[X| Fx)

=~

CDRH(FY2026) — 2071 | 34| H|0|[X|

| DE|Y WY UC 9ZA(NEW +9), A 8ZA(NEW +8), B 374(NEW +3)

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

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

Menstrual Products - Labeling and Performance Testing Recommendations

— =

e 14 (HH =52 34 Ho|X| H=x)

TRE(X) 7IE

* %k ok x CHE SOIAIZ Aok X|CH

*kxkye £ MHE &

O|tH = s A HQIE Key Observations

718k #=X| + 2ol ot . HM/F A A2 0 WO e
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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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