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WEEKLY INTELLIGENCE

FDAREET R M &EL T IEIRER

IReHAlE): 2026-08-13 & 2026-08-19 | ¥uiEKIE: #EFDA openFDAAFF AR

% ERIRERRIEILIZ S (NDA/BLA) #UERAE, Efrasit (510(k)/PMA) BIFDARFERM, MRHREIA 2026-08-02 =
2026-08-08,

FTREAERE - 5SHWHEE

1. XAHEER, RtF-moRSESES, “Ht"EKFIU7HEE, M ml5eligg a1
, HRZEH SRR,

2. AELEDYESTEE (OHS) HEAMATE62EI0OKRZIE, ZPDETARFIIHITHETIR, ¥
EEFE—E KB,

3. Mt E, FERIVHAREREZMETEDS, A4, BEENXETGIHRI6H, &
BEEI60%,

| #EBEESE Key Numbers

UTAEFRIGHIEERITENENESE (FFAKEN)

DHPUEML T HEE, SENSRINEE" 1 R,

a LED Light Therapy Masks %%l (Product Code: OHS) ZEBEEREHA: 62/85/90 X, ZAFEZ7D
EAFHY 79 X (FRADENHEHREAZRE, FHFAS5EMDELIR, 7-3).

E) e mEa. 2w A6, SR 10 ) 60%

ARRERLHE 10 f, BEE (5 ) #I05 # (+100%).

AEERUI T FA B _LET RELMIEE (TRY 4 4 vs List 0 ),

I AS[AHL% Weekly Overview
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r FAKR

Duplex International
Trading Limited

AR 1 (EH90E: Hit), 3k
BEFHTIE— FHHIRIEHE 9 K)

N~ BEiIkmhd (EX104t)
Intco Medical ERET ZFTLFDAGCHS
YTD 2 (8it3fF) BELAEHT6 X

Mindray EIGERT 25ETFDAGIZ
YTD 2t (Rit98#) ELRXRHEMH 59 X

MicroPort BBIESF ZEFTFDAGIE
YTD 1% (Rit3f) BELEXREMH 138 X

United Imaging BEET 4B LFDAGIZS
YTD 6 (Rit791%) BELXREMH 26 X

Lepu Medical REEfF ZAEFLFDARIZS
YTD OfF (Rit7fF) BELXREMH 3096 X

SonoScape FI[ETT ZEAFLFDAGHE
YTD 14 (Rit461F) BELXREMH 100 X

Edan Instruments I2#}{{8% Telemetry Monitor (iT30, iT50) (114)

YTD 3fF (R3t93F) HEEXREMH 17X

Yuwell &KE7F  AELTFDARNTS
YTD 4t (2]i+15%) BELXSEH 17X
WeGo FE A TFDATHZS
YTD Ot (Rit71#) BELERXRZEM 1249 K

Wandong Medical FAREf; ZAETFDARIZS
YTD 0t (Ritlff) EELEXRZEMH 7963 X

Jiangsu Hengrui Pharmaceuticals 18#EZ 7Z<FETFDAMS

H R & E

BeiGene BiF#M ZFATLFDARNS
YTD 1 (2it26fF) BELEXEHF 102 X

Innovent Biologics 544 Z&EATFDATHS
Junshi Biosciences B4 &EFTLFDATHS
RemeGen RE%Y) #AETFDARZS

WuXi Biologics ZB4%Y) Z<ETFDARNZS
WuXi AppTec ZBARRE ZAFETFDAGIZ

Asymchem E\EHE ZKREFLFDASHE

Porton Pharma Solutions 1853 Z<ETLFDAGIZA

HIERERSE

BRI ERSE

HIEAERSE

HIERERSE

WAL E

HEL R & E

HE R EFHE

Zhejiang Huahai Pharmaceutical ;82500 &FTLFDATHZS
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HE R & SE

Hainan Poly Pharm Z§J§I25 ZRFEFLFDAHZE
YTD 14 (Ritstf) HELXHEMH 86X

< BRFHENE

« Xiamen Inno Medical Technology Co., Ltd. — CAD - Lower Gl (EC07-01) (Wi ExFDA 510(k) iFa] — Hri#
ANEET7)

« Lakong Medical Devices Co., Ltd. — Dental Unit (MP2000-550LED-2.0, LP2100-550LED-2.0) (i &
FDA 510(k) 8 — #i# NEET)

KELFICE: 58 1 43R (ERUBRRSFEEERBRNK, RANALITE, TSR UMMEXCelHUER) FEMN:
BE5S5TohiEE) / T SIAR (1), Wkik: Jiangsu Yuyue Medical Equipment & Supply Co., Ltd.

| #A@LHTHE Ranking
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FitERE Top 5

Duplex International Trading
Limited

Shenzhen Qianyu Technology
Co., Ltd.

Xiamen Inno Medical Technology
Co., Ltd.

Tianjin Huahong Technology Co.,
Ltd.

Edan Instruments, Inc.

I ¥ZF331E Benchmark (9 ZERELER)

14

1%

HERIR Top 5 (RIF-HLEXE)

Shenzhen Qianyu 62 X
Technology Co., Ltd.

LED Light Therapy Mask (JML1, JML1+JML2);
LED Light Therapy Mask (JML3, JML3+JML4);
LED Light Therapy Mask (JML5, JML5+]JML7);
LED Light Therapy Mask (JML6, JML6+)ML8);
LED Light Therapy Mask (JML9, JML9+]JML10)

Shenzhen Chuangtong Yigou 85 X
Technology Co., Ltd.

LED Light Therapy Mask (M01, M02, M03, MO5,
M06, M07, M08)

Jiangsu Yuyue Medical 86 X
Equipment & Supply Co.,
Ltd.

Manual Wheelchair (H008, PCK7)

Duplex International Trading 20 X
Limited

LED Light Therapy Masks (PE748, PE749,
PE756)

Yadu Medical (Henan) Co., 130 X
Ltd.

Surgical Gown Level2 (S, M, L, XL, XXL, XXXL)

% BEENHEARR, RLANSHHRBEEESLALL, NEEBD KRR (7-1/7-2)

P

Ht

FMS5HOFE

RE5175n58h

(SES/a8E

BNSENEE

B EICENRE

ERESRARFERE

HE

56

21

20

14

13

13

11
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BEESEFEAY 3 0 0
SIERRRE 1 0 0

YTD 2026Rit (MEEAEREMZ BEFEER, FHRBENRERIT)

=

0 196=

FRE Al A< E FDAZS IR HE FEEVREFFIEERR (20%EE, NMHSE)

I #1297 Provincial Distribution

ETFHRFR MRSt AE A (5T

["RE
EEE
KiEh
AEE
HIE

IAE

RAE COEREEMtat, Bl RMBERMHRIERS) : 14

| hE MW FDAZNE (FESTiES %)

REBAFMBERF | HFEXRY = FIEREA~HER
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Hith

AETY 183K | LA166K | Al7X | FRFYIS3X

THHE 183 X

LED Light Therapy
Masks (PE748, PE749,
PE756)

LED Light Therapy
Mask (JML1,
JML1+JML2); LED
Light Therapy Mask
(JML3, JML3+)ML4);
LED Light Therapy
Mask (JMLS5,
JML5+)ML7); LED
Light Therapy Mask
(JML6, JML6+)JML8);
LED Light Therapy
Mask (JML9,
JML9+JML10)

CAD - Lower GI (ECO07-
01)

Huahong Sharps
Container (HHR-I,
HHR-I1I)

Dental Unit (MP2000-
550LED-2.0, LP2100-
550LED-2.0)

Surgical Gown Level2
(S, M, L, XL, XXL,
XXXL)

LED Light Therapy
Mask (M01, M02,
Mo03, M05, M06, M07,
MO08)

Duplex International

Trading Limited

Shenzhen Qianyu
Technology Co., Ltd.

Xiamen Inno Medical

Technology Co., Ltd.

Tianjin Huahong
Technology Co., Ltd.

Lakong Medical Devices
Co., Ltd.

Yadu Medical (Henan)
Co., Ltd.

Shenzhen Chuangtong
Yigou Technology Co.,
Ltd.

510(k)

510(k)

510(k)

510(k)

510(k)

510(k)

510(k)

7122

90 X

62 X

331 X

142 X

444 %

130 X

85 X



Es e

AT 447 X | FAFY 154X | (BH, ELIFLL)

Telemetry Monitor Edan Instruments, Inc. 510(k) 447 X
(iT30, iT50)
EMS5HOFE FI9EE 140

KEFH 140 X | FRFY 152X | (EH, EELIFLL)

Safety Sterile Hangzhou Qiantang 510(k) 140 X
Hypodermic Needles Longyue Biotechnology
(NR-S1816R, NR- Co., Ltd.
S1916R, NR-S1925R,
NR-S1938R, NR-

S2016R, NR-S2025R,
NR-S2038R, NR-

S2051R, NR-S2116R,
NR-S2125R, NR-

S2138R, NR-S2151R,
NR-S2216R, NR-

S2225R, NR-S2238R,
NR-S2251R, NR-

S2316R, NR-S2325R,
NR-S2338R, NR-

S2351R, NR-S2516R,
NR-S2525R, NR-

S2538R, NR-S2551R,
NR-S2516T, NR-

S2525T, NR-S2538T,
NR-S2551T)

B ST AR

AT 86K | FRTY 121X | (EH, ELIFLL)

Manual Wheelchair Jiangsu Yuyue Medical 510(k) 86 X
(HO08, PCK7) Equipment & Supply Co.,
Ltd.
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| #mgsew spotiight

V)

Duplex International Trading Limited
AEIRA 1 I (EHqE: Hith) :
e LED Light Therapy Masks (PE748, PE749, PE756)

Duplex International Trading LimitedZ</E3X{§1IFDA 510(k)¥a], BfR"Hith"4iis FAI=FRLED
JeSTEE (PE748, PE749, PE756), @I —RMANZNMES~REVSITR, ZARFERERETHEER

FFT RRIRE TR MBS

| PlbER: FDAEERE (kiksEf)

R/ FEREER AR FDARTIBNAIAZRA, HQALZIESENISERE

Tianjin Kilo Pharmaceutical Sci-tech Co., Ltd. (FREL)
ITHAREZEB] | FDAA%EH 2026-08-18 | Center for Drug Evaluation and Research (CDER)

HEMERE . CGMP/Active Pharmaceutical Ingredient (API)/Adulterated/Misbranded

REKSIHEMAR2]1 CFREFES (KIEFD&C ACtiBXRZFUATE, ERTFEREEZ/APINCGMPELEE), B
OB AR B E AR R IR B ARG T,

KEAESEENSM: EE 3 EE2 HE1
HE: https:/www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-

letters/tianjin-kilo-pharmaceutical-sci-tech-co-1td-731761-08062026

KERSHAE AL REIHRKE FEEIWHIFDAESEREM,

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

Detention Without Physical Examination (DWPE) — W&l @G EEE N ER B2
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https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/tianjin-kilo-pharmaceutical-sci-tech-co-ltd-731761-08062026
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/tianjin-kilo-pharmaceutical-sci-tech-co-ltd-731761-08062026

156 0 0 0/0

BT R PR EEI FEFHEER (FEE AR (PEE) YTD #i8/AERR
dk)

HHEFRIR: FDA Import AlertE/ATUE (66-40), SREBMEER. WE/ERRUE RIS HIERY T2 ILECH)

REo

| hEEZ R EhA NDA/BLA & ANDA

RERIFHZI N (NDA/BLA) SAHIZ5/EEIZGE (ANDA) ZFDARIHLERNZS, ZARBH 0 I (8I3RZ5 0 / fAHIZ5 0)

AEALHEEZ W AEFNDA/BLA/ANDARLEIE .

I FHMEIEIEBES Licensing-Out Tracker — iBiEHR 5 I

PEEMRRITIMEIN (License-out) EMHHIFDAMSIIE, AEBEFFDASSHEGSELSRET, HREMHHLEE
IBERIUIR

BAR/ES%
Rl Bristol Myers Squibb BL-BO1D1 (EGFRxHER3XU4FFMEMIFADC, BIFAE #iTH
PN =] Systimmune)
BA Summit Therapeutics ivonescimab (AK112, PD-1/VEGFIUIEMIE, BEXE #HiTH
=7 MExB 7))
e Merck (MSD) THIGERRTADCF= S + SKB264 (TROP2EEADC) #iTH
LB
EJ=| Seagen (IPfizeriET) disitamab vedotin (RC48, HER2#BMEADC, PFAREKRIT  #{TH
7| INER 3 X SMEY 2 IRAH])
£ Janssen Biotech (Johnson & cilta-cel (BCMA#EECAR-THRESF %, IMCARVYKTI) [SIERIANe
e Johnsoni&TF) Ih

I FDA:(MEIZ Guidance & Rules
AEFDARTEHIS LA, HE RS RIS
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Advisory Committee; Oncologic Drugs Advisory Committee; Renewal
NECHAMBEAYSAER R, FEEAMBAYNERSHEREEREN, #mbEz Eh%g.

Advisory Committee; Cardiovascular and Renal Drugs Advisory Committee; Renewal

NESHONERBEAMENERS, BREXAYHITRISREERES, ¥MARHLSR,.

Advisory Committee; Endocrinologic and Metabolic Drugs Advisory Committee;

Renewal

NESHADWBERGEMENERS, REMEHYERT LN, EWEVHELAES EHRR.

Potency Assessment of Active Immunotherapy Products; Draft Guidance for
Industry; Availability

ANEFHREAT T mBNTEERIERE, IR EILIEE iR S REEHIRE,

Frequently Asked Questions-Developing Potential Cellular and Gene Therapy

Products; Final Guidance for Industry; Availability

ANEARSERAT T mA LR R RSRELER, MERHBRES, Wer g,

Determining Whether To Submit an ANDA or a 505(b)(2) Application; Draft Guidance
for Industry; Availability

AEANDASL505(b)(2) IR ZIEFERIER, BRESEUAUHAHRRRES EHBRE.

W RRFDALERMHHR

I 7 Weekly Outlook

KEEBXINEMEIEZilganersen (2026-09-22). zilurgisertib (2026-09-26), LtIh,
zanidatamabMIPDUFABTREEEHIXB2X, 7EGuidance Agenda®, CDERMGenericsEFIHERZ, &
24101,

AXETHRELSHE (AR BRI DEME) ZERNIRER, TE20EEHEN.

|  #ALE=EH (Editor's Picks)

REKIERER (*iTR) SmAiEE FIRKE) HEENEFERED.
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A EEE Em el

2026-09-22 Y % %k %k Kk Zilganersen PDUFA
30KfE

2026-09-26 2. 8.8.8 .8 ¢ zilurgisertib PDUFA
34K

2026-09-30 0. 8.8.8 .8 ¢ apitegromab PDUFA
38KfE

2026-08-25 2. 8.8 8 ¢ zanidatamab PDUFA
2KfE

2026-08-25 s %k %k K zanidatamab PDUFA
2KfE

| = 5tk

51 iz
Ml %738 (PDUFA 0 / AdCom 3 / Guidance 0) 3
T e AETE 0
o HEl- R 1

#i%i¥%E (PDUFA/AdCom)

¢ [AdCom] Advisory Committee; Cardiovascular and Renal Drugs Advisory Committee;
Renewal (2026-08-27)

e [AdCom] Advisory Committee; Endocrinologic and Metabolic Drugs Advisory Committee;
Renewal (2026-08-27)

e [AdCom] Advisory Committee; Oncologic Drugs Advisory Committee; Renewal (2026-09-
01)

- MpRIFE

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

~ | RRFDAWMEHRTE (FDAEZ-IEFIN)

TRRAEEEATN, (NRFDAELEAHIIRERS, FHH S,
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EHERE/NE

2026-08-27 k%  Advisory Committee; Cardiovascular and Renal Drugs — Federal Register
4RF Advisory Committee; Renewal

2026-08-27 %%y  Advisory Committee; Endocrinologic and Metabolic — Federal Regjster
AR5 Drugs Advisory Committee; Renewal

2026-09-01 ***%% Advisory Committee; Oncologic Drugs Advisory — Federal Register
OXfE Committee; Renewal

2026-10-16 ** ki  Gastroenterology-Urology Devices; Reclassification of — Federal Register
54Xfa Diagnostic Endoscopic Light Source Systems To Be

Renamed Cystoscopic Systems Intended as an Aid for

Detection of Bladder Cancer

| & tuEEmPDUFABIREER

KFERETRWASECIRRX . EAMBERIRERAEXZMEPIRENERSFG, HIEFFDARTHNLEES AER. BiE
FIREEE. ERHEVH. EMEIRA. MENMEISZRER, BSBLEAMN—FHRRR.

BE (F8 HeAH)

BirEEH EEE HmB 13 & RE sk
2026-08-25 %% %% zanidatamab Jazz first-line (1L) SEC 8-K (Press Release)
2KfE Pharmaceuticals plc  gastroesophageal

adenocarcinoma

(GEA)
2026-08-25 ** k%% zanidatamab Zymeworks Inc. first-line (1L) SEC 8-K (Press Release)
2KfE HER2-positive

(HER2+) locally
advanced or
metastatic
gastroesophageal

adenocarcinoma

(GEA)
2026-09-22 ***** Zilganersen lonis Alexander SEC 8-K (Press Release)
30KfE Pharmaceuticals, disease (AxD)
Inc.
2026-09-26  * % k%% zilurgisertib Mirum fibrodysplasia SEC 8-K (Press Release)
34XfE Pharmaceuticals, ossificans
Inc. progressiva (FOP)
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https://www.federalregister.gov/documents/2026/08/20/2026-16999/advisory-committee-cardiovascular-and-renal-drugs-advisory-committee-renewal
https://www.federalregister.gov/documents/2026/08/20/2026-16998/advisory-committee-endocrinologic-and-metabolic-drugs-advisory-committee-renewal
https://www.federalregister.gov/documents/2026/08/21/2026-17084/advisory-committee-oncologic-drugs-advisory-committee-renewal
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/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

2026-09-30
38Xfa

2026-10-26
64X/5

2026-10-30
68Xfa

2026-11-14
83Xfa

2026-11-27
96Xfa

2026-11-27

96Xfa

2026-11-30
99Xfa

2026-12-03
102Xfg

2026-12-12
111XfE

2026-12-27
126XfE

2026-12-30
129Kfg

% K %k %k ok

% K %k %k ok

% %k kK k

% S %k k

20,8, 8.8 ¢

% K %k %k ok

% %k ok Kk

% %k %k k

% %k k

% %k k

20,8, 8.8 ¢

apitegromab

Bepirovirsen

INO-3107

ivonescimab

BBP-418

Povetacicept

zanzalintinib

Quimilza T™M

relutrigine

bezuclastinib

Scholar Rock

IONIS
PHARMACEUTICALS
INC (IONS) (CIK
0000874015)

INOVIO
PHARMACEUTICALS,
INC.

Summit

Therapeutics Inc.

BridgeBio Pharma,
Inc.

BridgeBio

*$EHEBridgeBio
Pharma, Inc.BIRE

Vertex

Exelixis, Inc.

Vanda
Pharmaceuticals

Inc.

Praxis Precision

Medicines, Inc.

Cogent Biosciences,

Inc.

14722

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

LGMD2I/R9

immunoglobulin
A nephropathy
(IgAN)

metastatic

colorectal cancer

Generalized
Pustular Psoriasis
(GPP)

SCN2A and
SCN8A
developmental
and epileptic
encephalopathies
(DEEs)

NonAdvSM

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/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/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

2027-01-06
136XfG

2027-01-21
151K&E

2027-01-29
159KfE

2027-02-23
184Xfg

2027-02-27
188Kkf&E

2027-02-28
189K G

2027-04-01
221KfE

2027-04-28
248KfE

2027-05-01
251Kf5

2027-05-08
258Kf5

2027-05-27
277KfE

% K %k %k e

20,0, 8.8 ¢

20,8, 8.8 ¢

% K %k ke

% K %k %k ok

% K %k %k e

% K %k %k ok

% %k ok

% %k k

% %k k

% %k k

ANKTIVA

z-rostudirsen

ulixacaltamide

ZORYVE

cream 0.05%

zipalertinib

VOXZ0OGO

Pitolisant GR

Varegacestat

AXS-12

encaleret

obexelimab

ImmunityBio, Inc.

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.

15722

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

achondroplasia

narcolepsy

desmoid tumors

cataplexy in

narcolepsy

ADH1

Immunoglobulin
G4-Related

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/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
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BHROEFAENEETEEEE MEEERYIR, SFEEERENLTHE, FDARRIEYIRFHPIERBEHSL .

CDER (CY2026) — 8511 |

253194 Generics 241, Pharmaceutical Quality/CMC 103, Clinical/Medical 9. Administrative/Procedural 8.

Compounding 81, Biosimilars 6

EANE

sk

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)

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

o 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
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https://www.fda.gov/drugs/guidances-drugs/cder-guidance-agenda

CBER (CY2026) — 3501 | EANE

2K5153%: Therapeutic Products 191, Vaccines and Allergenics 91fl. Blood and Blood Components 51, Other 25

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

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

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

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

58290 (EFIKBFENESHE)

CDRH (FY2026) — 201 | EBARE

%8476: |UC 9T, |A 7. |B 3T, ||A 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

¢ Predetermined Change Control Plans for Medical Devices

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

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

¢ 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

Cure Aqua™ Ready to Use Hydrophilic Intermittent Catheter Fe
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Cure Aqua™ BNAREFE/KEENESRE (ZA) FR1SFDA 510(k)¥FA],
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