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WEEKLY INTELLIGENCE

FDAREETRM&ES T IBIRER

IREHAIE]: 2026-08-20 E 2026-08-26 | #iEFRIRE: EEFDA openFDARFFEIRERE

x ERIREHAEILIZS S (NDA/BLA) #Ht#EHE, Efirsst (510(k)/PMA) HIFDARTFERE, XFHREAIEIN 2026-08-10 &
2026-08-16,

TEEE - 5HFHEIE
1. ARF@RAEH, “"HM"KUREE, HRZ ENSHENMEE"E, N2t
2. ARMIBES, RBIRE. "R, WINHFSIT1I0H, SHEBBRIEFLAGNT1%,
3. Z<FMobility Scooter (INl) BEZEE#FN201/209K, HHYLFHYEERRN205K,

I FREAPIEEL Key Numbers
T HETREHIRESH HOENES GFAIEN)

B oxrsitrso HEE, ENSRMEE"U 2 HRZ

a Mobility Scooter (W3483, W3483A) (Product Code: INI) Z&BEZEEL: 201/209 X, &/
ZRERFY 205 X (FRIDENEEIREASRE, REARSEHMOELLR) .

B) it rRE RIE A 10 4, SR 14 8 71%,

AEPERWHEV 14 f, BEA (114 #03 # (+27%).
"N SINEE " REAEYERE 2 1 (L% 3 D), HELH

"HE S1TENRE A BA W ERE 3 (1 (L% 5 ), HELH,

I A< EHE %S Weekly Overview
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r BAKR

Shenzhen Goodwind
Technology
Development Co., Ltd.
AEARBEFR 1T (EHML: =

fth), FEIEHTIE— (KEZEHIBRIM
&, HPddkit 12 R)

N BEiAkmhds (Bk214t)
Intco Medical BREIEST ZAETLFDARNZ
YTD 2% (Rit3fF) B EXREMH 83 X

Mindray iBIGERT 24NETFDARNES
YTD 4 (£3t1021%) B EXREMH 66 K

MicroPort WEIESF &ELFDARIZS
YTD 1 (Rit3ff) BELXREMH 145K

United Imaging BX®EfF AETFDARIZES
YTD 6ff (Rit84ff) BELREMH 33X

Lepu Medical REET #AELFDAGHE
YTD OfF (Rit7fF) BELREMH 3103 K

SonoScape FIET ZEALFDARNTS

YTD 1% (Rit471) BELEXRZEMH 107 X

Edan Instruments 23}{Y2% A&FTLFDATNZS
YTD 3t (Rit94ff) BELREH 24 X

Yuwell &8XEFF ARELFDARNES
YTD 4 (Rit15) B LEREH 24K

WeGo EiE B TTFDATHS
YTD Ot (Rit71F) BEEXRZEMH 1256 X

Wandong Medical FEREF HEATLFDATHE
YTD OfF (Ritlff) BELEREMH 7970 K

Jiangsu Hengrui Pharmaceuticals 18i%E% Z<ETTFDARZ

FREEILEREERINALIER (FREEEERF LB/ AERHEXEBR)

BeiGene Hiff##M TEVIMBRA (1)
YTD 2% (Rit274F) ELXREHS5 X

Innovent Biologics 5iX4%Y) Z<ETFDARNZS

FORBEEILEREERHINALIER (FREEEEF LR/ A ERHE XEBR)

Junshi Biosciences BXL4Y) RETLFDARNTS
AR BBt REERIAGEIER (AIsEEEEF A/ S ENAER XBR)

RemeGen RE4%Y) ZEATLFDAGNE
AR B REERINALIER (FIREREEF AR/ S ENER XEBIR)

WuXi Biologics ZB%Y) Z<ETFDARNZS
AR B R EEMINAEIER (FIREREEF AT/ SRS XBIR)

WuXi AppTec ZBARRE ZETFDARNTS

FREEILEREERHINALIER (FREEEEF LR/ A ENHE XEBR)
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Asymchem E\E&E KEFLFDARNS

AR B REEFINASEIER (FIREEEEF AT/ SRS XBIR)
Porton Pharma Solutions {EMR{% Z<EAFLFDARNTS

AR B R EEFINA IR (FIREREEF AT/ SRS XHIR)
Zhejiang Huahai Pharmaceutical 58k Z<FTTFDARS
AR B R EEFINA IR (FIREREEF AT/ E1ENAE S XHIR)
Hainan Poly Pharm ZFIFIZ5 Z&FTLFDARHS

YTD 1 (Rit8ff) ELRXREMHF I3 X

& BERAWENE

 Hangzhou Ruidi Biotechnology, Ltd. — Steep Pulse Ablation Instrument (including Disposable Sterile
Steep Pulse Probe) (SPA-C02); Disposable Sterile Steep Pulse Probe (NPA-DJ01); Probe connection line
(NPA-LX-02) (M@ EXFDA 510(k) ¥Fa] — Fri#k \EE )

¢ Jiangsu Enjosim Medical Technology Co., Ltd. — Disposable Pen Injector (KXYC-03C02, KXYC-03A03)
(W ERFDA 510(k) #A] — i AEETF)

KEFFCE: 58 2 FREFY (ERUREHIFE=2ERRL, RANULITE, TEEREIMHEXCelBIER) TTEM
. BESITohEHE) / T/ IR Q2M). #Hkid: Zhejiang Innuovo Rehabilitation Devices Co., Ltd.

| #A@AHTHE Ranking
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VFRI/HEEE Top 5

Shenzhen Goodwind Technology 1 ¥

Development Co., Ltd.

Shenzhen Jianchao Intelligent
Technology Co., Ltd.

Hangzhou AGS MedTech Co.,
Ltd.

Beijing Nubway S&T Co., Ltd.

Hangzhou Ruidi Biotechnology,
Ltd.

I ¥JER31E Benchmark (£ ZERELER)

1

14

14

14

HERIR Top 5 (RIF-REXE)

Scivita Medical Technology Co., 21 X
Ltd.

Single-use Flexible Ureteroscope (Single-use

Flexible Ureteroscope: SUV-5C-B)

Beijing Nubway S&T Co., Ltd. 69 X

Q Switched Nd:YAG Laser machine (QLQW-01)

Shenzhen Jianchao Intelligent 80 X

Technology Co., Ltd.
Hair Removal Device (R3C16-G Pro, R3C16-V
Pro)

Shenzhen Goodwind 88 X

Technology Development Co.,
Ltd.

Eye Recovery Pro (PH-e03)

Beijing Kreate Medical Co., Ltd. 88 X

Redermax® Antibacterial Wound Matrix

% EEXNHERRE, FLLANSHHRMEEELALLIR, REERDERIIR

3%

Hth

#FMS5HOFE

RES1Tah4HE

N SNLE

[SEES/sE

EXEERARFRE

TERENRE

BEESEREANY

FIEfRER

HE

63

22

22

15

14

14

13

B e
4 7
0 0
0 0
0 1
0 0
0 0
2 1
0 0
0 0

YTD 2026Rit (HEEFREREHZ BRFLRTR, RERERERIR)

5/21



14 170=x

FRE Al A< E FDAZR TR PEEVARTIEERASR (229XREG, NMESE)

I #1297 Provincial Distribution

ETHRFR RT3 S (St

6/21



Hoth

AETH 151K | EAA94AK | ERTHY 190 X

SEYEE 151 X

Eye Recovery Pro (PH-
e03)

Hair Removal Device
(R3C16-G Pro, R3C16-
V Pro)

Hemoclip (511 series,
543 series)

Q Switched Nd:YAG
Laser machine
(QLQW-01)

Steep Pulse Ablation
Instrument (including
Disposable Sterile
Steep Pulse Probe)
(SPA-C02); Disposable
Sterile Steep Pulse
Probe (NPA-DJO1);
Probe connection line
(NPA-LX-02)

High Intensity
Focused
Electromagnetic
Stimulation Device
(FE60)

UltraPrint Flexible
Denture UV

Disposable Pen
Injector (KXYC-03C02,
KXYC-03A03)

Single-use Flexible
Ureteroscope (Single-
use Flexible
Ureteroscope: SUV-
5C-B)

Shenzhen Goodwind
Technology Development
Co., Ltd.

Shenzhen Jianchao
Intelligent Technology
Co., Ltd.

Hangzhou AGS MedTech
Co., Ltd.

Beijing Nubway S&T Co.,
Ltd.

Hangzhou Ruidi
Biotechnology, Ltd.

Beijing Winkonlaser
Technology Limited

Guangzhou Heygears
IMC., Inc.

Jiangsu Enjosim Medical

Technology Co., Ltd.

Scivita Medical

Technology Co., Ltd.

510(k)

510(k)

510(k)

510(k)

510(k)

510(k)

510(k)

510(k)

510(k)

71721

88 X

80 X

235 X

69 X

253 X

258 X

90 X

262 X

21 X



ST

AETIH260K | LE447K | V187 X | ERTH 230 K

Arm-type Fully Joytech Healthcare Co., 510(k) 316 X
Automatic Digital Ltd.
Blood Pressure

Monitor (DBP-6194-P,
DBP-6294B-P, DBP-

6195P, DBP-6295B-P,
DBP-6196P, DBP-

6296B-P, DBP-61E1-P,
DBP-62E1B-P, DBP-
62E3B-P, DBP-61E2-P,
DBP-62E2B-P, DBP-

61E3-P, DBP-6173-P,
DBP-6273B-P, DBP-

6179-P, DBP-6279B-P)

Portable Oxygen BMC Medical Co., Ltd. 510(k) 205 X
Concentrator (PO1
5B, PO1 6B)

BRES51Tah4HE

AETH 205K | LAS6KXR | All9 X | HERFY 129 %

Mobility Scooter Zhejiang Innuovo 510(k) 201 X
(w3483, W3483A) Rehabilitation Devices

Co., Ltd.
Mobility Scooter Zhejiang Innuovo 510(k) 209 X
(W3465, W3902 (S50 Rehabilitation Devices
Carbon)) Co., Ltd.

FH S5O

AETH 88X | LA140X | V52K | FATH 159 X

Redermax® Beijing Kreate Medical 510(k) 88 X
Antibacterial Wound Co., Ltd.
Matrix
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| #mgsEew Spotiight

( )

U2 7@ WINNER

Shenzhen Goodwind Technology Development Co., Ltd.
AERESWRI/MAE 1 (T Hith) :

e Eye Recovery Pro (PH-e03)

Shenzhen Goodwind Technology Development Co., Ltd. ZxE L 1 BUFAIHEE, THHEAE
ft, RREEZMUSARERIREES .

| EIbET: FDAZ(E

ENAERREIFDAZE{E (Warning Letter) BYZEfI, HQA/EMESHIISEZEE

TR EREINTEAE SE=H.

I hE#EZMBE China-Manufactured Drug Recalls

RFDAZ EiE R~ @ik A R REIEEMRE (JN"Manufactured in"/"Made in") ¥E GEBRERFTEVZEEE, =565
WX THEEINERIERAEHECER) , 5 EREHIGIERE" X—r= I Mg R BEEEX

EAR S SEERR R M BRITE N P EFIERNZ mFDABREIES (@i BB P EGISERENIERAEHIEEE
)

I HOZE RIS Import Alert Watch (Import Alert 66-40)

Detention Without Physical Examination (DWPE) — UxEi{l Ay IS 7E EE NS4 B 5hil 88

156 0 0 0/0
TR E L ARFHNS (REE KRS (FERID) YTD /s
W)
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HHERIR: FDA Import AlertEATHE (66-40), =EABNEER. WH/MEMRUE R StIRTELICECH

Eo

| hEEZ WA NDA/BLA & ANDA

FERIFZ L (NDA/BLA) S{A%IZ/EEZ R (ANDA) EFDARHUESIZS, ZNAH 1 I (BIF% 1/ (AHI% 0)

o BEIGENE — TEVIMBRA (TISLELIZUMAB-JSGR) EFFICACY_SUPPLEMENT 2026-08-25

I FHIMERESIEEEE Licensing-Out Tracker — iBEgth 5 I

PEEMRERIIMEN (License-out) EHHIFDAMSIIE, AEEEMRFDASHEGASTELRSRETR, HREMFE
IBERIUIR

gl Bristol Myers Squibb BL-B0O1D1 (EGFRxHER3IUFZMEIAADC, BEEFAF #iTHR
PN =] Systimmune)

BA Summit Therapeutics ivonescimab (AK112, PD-1/VEGFIUiRIEHiik, BExE #iTHh
7] KR E %)

e Merck (MSD) 7HhIGRRTADCF= 4R & + SKB264 (TROP2EEEADC) HITH
iz

RE Seagen (IPfizerfgT) disitamab vedotin (RC48, HER2$BMEADC, MRHERT  #{TH
7] BB HIX FMN R ERAF))

£ Janssen Biotech (Johnson & cilta-cel (BCMA#E[ECAR-TAREST%, IMCARVYKTI) ek
=) JohnsonigT) I

I FDA;Z#1zh7& Guidance & Rules

KEAFDARRIZFEMN., HAERHEEEMXH

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

AEEKT WHR-BHREEE S AMIRLRNEN B, NEXAERM T ESRERG G YT RAREK,
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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

AEHRERBMFIFRHIFRR2HTHWREARD, AERIHHIEERERXEURARIFRME T KR

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

NERARNCESMYRNERERIAMNKEERN, FTIMEXARERIKERRNES SRS,

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

RNERGT EH~mBRIHESRNERRETER, AERIGHREIRMAT KK T LKNVENTT M.

Evaluation of Therapeutic Equivalence; Guidance for Industry; Availability
RNERH T RTFATFREHEETIESERN, BT A2 EHEE T EAmEYFRIEERE.

7 RRFDALERMHHR

I 7 Weekly Outlook

FEEEBXINETEIEZilganersen (2026-09-22). zilurgisertib (2026-09-26), £Guidance
Agenda, CDERMIGenericsEFIHERZ, #2470,

FIXETFHRELSHE (AR BRI DEAR) RERIINER, TESRREEN,

| ~ #ELKEFH (Editor's Picks)

REKIEMER (*iTR) SIMAiEE FRKRE) HUEENAREERED.

B4A BEE E 301 ik 251
2026-09-22 **%x%*%* Zilganersen lonis Pharmaceuticals, Inc. PDUFA
23KfE
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2026-09-26 * %% %%  zilurgisertib Mirum Pharmaceuticals, Inc. PDUFA
27XfE

2026-09-30 *%%%* apitegromab Scholar Rock PDUFA
31KfE

2026-10-26 k% *** Bepirovirsen IONIS PHARMACEUTICALS INC (IONS) (CIK 0000874015) PDUFA
57Xk

| = 5t

351 x4
Ml %738 (PDUFA 1/ AdCom 0 / Guidance 0) 1
T e AETE 0
o e 0

$mi%i%¥1E (PDUFA/AdCom)

e [PDUFA] Deramiocel (2026-11-22)

I “ REFDAKERTE (FDAEA-IEFN)

FRRFEEEATN, (NRFDAELEAGHNHERSS, HfHAHE,

ax
BHERR/NT M~/
1312
2026-09-16 K,k k%  Pediatric Advisory Committee (PAC); Notice of — Federal Register
17XKfE Meeting; Establishment of a Public Docket; Request

for Comments

2026-09-23 %%y Molecular and Clinical Genetics Panel of the Medical — Federal Register
24Kf5 Devices Advisory Committee; Notice of Meeting;
Establishment of a Public Docket; Request for

Comments-GRAIL, Inc. Galleri

| & tuwmBPDUFABIREER

FERETFTRWESECIRRX M. EAMERRKRAEXZMHPRENESES, HIFFDARGHNEEESHIER. BE
AJRERE. LEEWEVH, EMERE. WENNILSZRER, BHSUEIEFRH—FERRIR.
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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

EiRE (58 BAH)

Biz#HER EEE Hmaw =44

1&FZSE o pld

2026-09-22 * k% %k Zilganersen lonis Alexander SEC 8-K (Press Release)
23KfE Pharmaceuticals, disease (AxD)
Inc.
2026-09-26 *x*x*x* zilurgisertib Mirum fibrodysplasia SEC 8-K (Press Release)
27XKfE Pharmaceuticals, ossificans
Inc. progressiva (FOP)
2026-09-30 Kk kkk apitegromab Scholar Rock spinal muscular SEC 8-K (Press Release)
31KfE atrophy (SMA)
2026-10-26 Kk k** Bepirovirsen IONIS chronic hepatitis SEC 8-K (Press Release),
57KfE PHARMACEUTICALS B (CHB)
INC (IONS) (CIK
0000874015)
2026-10-30 KKk xx*x [INO-3107 INOVIO Recurrent SEC 8-K (Press Release)
61K5 PHARMACEUTICALS, Respiratory
INC. Papillomatosis
(RRP)
2026-11-14 >k *** ivonescimab Summit EGFR-mutated, SEC 8-K (Press Release)
UTSE Therapeutics Inc. locally advanced
or metastatic
non-squamous
NSCLC who were
previously
treated with a
third-generation
EGFR TKI
2026-11-22 *%*%*%* Deramiocel Capricor Duchenne SEC 8-K (Press Release)
84Xfa Therapeutics muscular
dystrophy (DMD)
2026-11-27 kk**x*x BBP-418 BridgeBio Pharma, LGMD2I/R9 SEC 8-K (Press Release)
89Kf5 Inc.
2026-11-30 *%** %% Povetacicept Vertex immunoglobulin SEC 8-K (Press Release)
92Xfa A nephropathy
(IgAN)
2026-12-03 k%% zanzalintinib Exelixis, Inc. metastatic SEC 8-K (Press Release)
95Kf5 colorectal cancer
2026-12-12 Kk k**x Quimilza TM Vanda Generalized SEC 8-K (Press Release)
104Kf5 Pharmaceuticals Pustular Psoriasis

Inc.

13/21
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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/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
https://www.sec.gov/Archives/edgar/data/939767/000093976726000096/exel20260630exhibit991.htm
https://www.sec.gov/Archives/edgar/data/1347178/000162828026053308/vnda8-k852026exhibit991.htm

2026-12-27 K *** relutrigine
119KfE

2026-12-30 K« *x %%k bezuclastinib
122KfE

2027-01-06 K« x*x%sr  ANKTIVA
129K fE

2027-01-21 K *%*%* z-rostudirsen
144K

2027-01-29 k%% *%* ulixacaltamide
152K

2027-02-23 Kk Kx*x %3 ZORYVE
177XKE cream 0.05%
2027-02-27 k%% zipalertinib
181K/

2027-02-28 K *x*x*3¥% VOXZOGO
182KfE

2027-04-01 K *%*%* Pitolisant GR
214Kf5

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)

BioMarin

Pharmaceutical Inc.

Harmony
Biosciences

Holdings, Inc.

14/21

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

achondroplasia

narcolepsy

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/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
https://www.sec.gov/Archives/edgar/data/1048477/000104847726000015/earningsrelease-6aug26ex991.htm
https://www.sec.gov/Archives/edgar/data/1802665/000110465926090086/hrmy-20260804xex99d1.htm

2027-04-28
241KfE

2027-05-01
244K 5

2027-05-08
251Kf5

2027-05-27
270KfE

1.8.2.8.8 ¢

% % ok k

% % %k k

% %k k

BoEE (NFE/RHB/FEE)

FitadiE)

2026484

2026594

20285 (EKBYE1FE)

20285 (AABYEIRFE)

2028% (Ef{kBYiElfFE)

2028%F (EKBYE)FE)

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)
BEEE Hmam ek
*xxx* rusfertide Protagonist
Therapeutics
*xkkkx Ameluz Biofrontera Inc.
* %% %% Pitolisant HD Harmony
Biosciences
Holdings, Inc.
*kkxxx  WAKIX (pitolisant) Harmony
Biosciences
Holdings, Inc.
**xx*x*x EPX-100 (clemizole Harmony
hydrochloride) Biosciences
Holdings, Inc.
*xx*x*x Pitolisant Harmony
Biosciences

| [ #mismRIE+H (CDER/CBER/CDRH)
BROEFRAENEETEERGE EREERR. SFEREHENLMHI, FDARMRIETIRFNFIE BB LM,

CDER (CY2026)

— 85I |

B 0E

SEC 8-K (Press Release)

SEC 8-K (Press Release)

SEC 8-K (Press Release)

SEC 8-K (Press Release)

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)

%5319 %: Generics 241, Pharmaceutical Quality/CMC 103, Clinical/Medical 93, Administrative/Procedural 8.

Compounding 851, Biosimilars 6%

e Drug and Device Manufacture Communications with Payors, Formulary Committees, and

Small Entities - Questions and Answers; Revised Draft

15/21


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
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

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

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

FHE79M (STRYIRIENE S HE)

CBER (CY2026) — 35 | EARE

259 %: Therapeutic Products 19171, Vaccines and Allergenics 9. Blood and Blood Components 5. Other 2Ii

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

e Revised Recommendations to Reduce the Risk of Transfusion-Transmitted Malaria;
Guidance for Industry

o 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

FH291W (SERYIRIENEFHIHE)

CDRH (FY2026) — 201 | EBEAREAE

#%437%5: |UC 9T (NEW +9). |A 75 (NEW +7). |B 3 (NEW +3). ||A 1171 (NEW +1)

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

o 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

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

e Menstrual Products - Labeling and Performance Testing Recommendations

5HE140 (TRYIRIBENEHHE)

BEEE (x) TEinE
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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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