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WEEKLY INTELLIGENCE

FDAREETRM&ES T IBIRER

IREHAIE]: 2026-08-27 E 2026-09-02 | #iEFRIE: EEFDA openFDARFEHIERE

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

TRAER - STHEIE
1. AREUEETR, TrEmaEF, “HMt"KLOGEE N, "SR E K2R Z,
2. ZxEMobility Scooter (IN)EZEFHI7H201/209K, D EARETFIHEEFE 205K,
3. ABRHIERR, REIRERT. ITARE. IWIENREAIT1I0H, S2E14FRIERENT1%,

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%,

LR B 2 BLEFATRENESE.

I A< [EFHE %S Weekly Overview
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r BAKR  BERzhd (k214)

Shenzhen Goodwind Intco Medical REIEfF #FETLFDAGIS
Technology YTD 2 (Rit3f4) BLREH 89 X
Development Co., Ltd.

AEFEIFE] 1 W (FH50E: H
fih), FRIEFHTIE— (KEZLFIBRI
&, FHddE 12 KR) MicroPort WEIESF &ELFDARIZS

YTD 1% (Rit3ff) BELXREMH 151X

Mindray iBIGERT 24NETFDARNES
YTD 4 (£it1021%) EEXREH T2 XK

United Imaging X ET ZAEAFTFDARS
YTD 6 (Rit84ff) BELREMH 39 K

Lepu Medical REET #AELFDAGHE
YTD OfF (Rit7fF) BELREMH 3109 K

SonoScape FIET ZEALFDARNTS

YTD 1% (Rit471) ELEXEMH 113X

Edan Instruments 23}{Y2% A&FTLFDATNZS
YTD 3t (Rit94%) ELXREH 30X

Yuwell &8XEFF ARELFDARNES
YTD 4t (Rit15%) ELEXREH 30X

WeGo EiE K EFTFDATHZS
YTD Ot (Rit71F) BEEXRZEMH 1262 X

Wandong Medical FEREF HEATLFDATHE
YTD Off (Ritlf) EELXREM 7976 X

Jiangsu Hengrui Pharmaceuticals 18%E% Z~ETFDAGIZS

FREEILEREERINALIER (FREEEERF LB/ AERHEXEBR)

BeiGene BiF#M ZSETFDAENS
YTD 2 (Rit27#) BELEXREH 11X

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

FREEILE I REERBINALIER (REEERF LB/ AENHSEXEBR)

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) EELREMHF 99 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 14
Technology Co., Ltd.

Hangzhou AGS MedTech Co., 1%
Ltd.
Beijing Nubway S&T Co., Ltd. 14

Hangzhou Ruidi Biotechnology, 1 {4
Ltd.

I ¥JER31E Benchmark (£ ZERELER)

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

RESTTEhHHE

FMS5HOFE

N SNLE

[SEES/sE

EXEERARFRE

TERENRE

BEESEREANY

FIEfRER

HE

72

24

23

17

14

14

13

B e
7 9
0 0
0 0
0 1
0 0
0 0
2 1
0 0
0 0

YTD 2026Rit (HEEFREREHZ BRFLRTR, RERERERIR)
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14 170=x

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

I #1297 Provincial Distribution

ETHRFR RT3 S (St
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Hoth

AEFHY 151K | LA151K | ERTY191 %

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

AEFH 260K | LE 260K | FERTFY 220K

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 | EA205K | ERTHY 129 X

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

AEFHY 88K | LEAB8BXK | FWIFH 140 X

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

( )

W7 Z8FF WINNER

Shenzhen Goodwind Technology Development Co., Ltd.
AEFRBFRIAE 1 I (B Hih):

e Eye Recovery Pro (PH-e03)

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

| FET: FDASSE

ENEEAEIFDAZ &(E (Warning Letter) BIZRFI, HQALEMESIISEEE

Reliance Life Sciences Private Limited (EPE#{MAL)

ITHA 2 | FDAA%H 2026-09-01 | Center for Drug Evaluation and Research (CDER)

EMHEEL: CGMP, /IR R (FD&CELENERDR) (XRECGMPAREFIRMMILENERDE, HA®
ARTEmETA I ERETE)

)

BR5|A%: 21 CFR 211.194(a); 21 CFR 211.113(b); 21 CFR 211.34, HOZMBIATTER EiR
FMEBHENNRES ST,

AALEEENSH: NE2 £E2 #E1
HEL: https:/www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-
letters/reliance-life-sciences-private-limited-730801-08182026

T EHENE LTEEKEFEAMEVNESERM EARTMELRRERES, #HEORPISE,

I REFEZMEBE China-Manufactured Drug Recalls
KFDABERRF S HEX R RMEISEIRE (0"Manufactured in"/"Made in") #IE (FBERFELZES, =8
ST R A ETER) , 5 BB X L S S
AR BRI R IR A T ES SN RFDABEIRD (=R R B P SER A R e

Ao
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https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/reliance-life-sciences-private-limited-730801-08182026
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/reliance-life-sciences-private-limited-730801-08182026

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

Detention Without Physical Examination (DWPE) — UXEi LAY i EENERE B hil &

156 0 0 0/0
IR ERE A ARFHKR (FER AR (RERL) YTD #sg/aers
)

HHEFRIR: FDA Import AlertE/ATIH (66-40), SRBINEER. WE/EERUEIRIRSHIRTT 2 ITECH

REo

| hEEHIEZ NDA/BLA & ANDA

RERIFHZ L (NDA/BLA) SA%IZ/EEIZ R (ANDA) TEFDARHUEDIZS, ZSE 0 I (RIFZ 0 / (A% 0)

AATHEEZA B IEXNDA/BLA/ANDAHRL AR R,

I FHMEIEEIEEEE Licensing-Out Tracker — BEHR 5 I

PEEMRERIIMEN (License-out) EHHIFDAMSRIE, AEEERFDADSHEGASTELRSRETR, HREMFE
IBERIUIR

il Bristol Myers Squibb BL-BO1D1 (EGFRxHER3MUFEZM4EHAADC, @I FAHF #iTHR
PN ] Systimmune)

BA Summit Therapeutics ivonescimab (AK112, PD-1/VEGFIUERIEHiiEk, BExE T
7| MERB™37)

e Merck (MSD) 7HhIGERRTADCF= @A & + SKB264 (TROP2EEEADC) HITH
iz

£ Seagen (IPfizerfET) disitamab vedotin (RC48, HER2$BMEADC, MRHERIT  #{TH
7] INER 3 #X SN 2 ERAF])

=3 Janssen Biotech (Johnson & cilta-cel (BCMAEEECAR-TAHffF7%, BLCARVYKTI) Bl
=] Johnson#ET) mIh
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I FDAE(M A Guidance & Rules
AEFDARTEIS N, TR Z A

Advancing Development of Botanical Drug Products; Request for Information

FDARNSEEENH~RAKER, EEMMBRERRE, SR MEHLRES B RE.

Determination That PHENAPHEN WITH CODEINE NO. 3 (Acetaminophen; Codeine
Phosphate) Oral Capsules, 325 Milligrams and 30 Milligrams, and PHENAPHEN WITH CODEINE
NO. 4 (Acetaminophen; Codeine Phosphate) Oral Capsules, 325 Milligrams and 60 Milligrams,

Were Not Withdrawn From Sale for Reasons of Safety or Effectiveness

FDAZEPHENAPHEN WITH CODEINEARRRERAREH BN EERRT, NAFIZRIFERMERKE,

Determination That CARAFATE (Sucralfate) Oral Suspension, 1 Gram/10 Milliliters,

Was Not Withdrawn From Sale for Reasons of Safety or Effectiveness

FDAFECARAFATEOREERARZEHBEXNIERAR™T, AHHIZRIFRHERKIE,

Pharmacokinetics in Patients With Impaired Hepatic Function: Study Design, Data

Analysis, and Impact on Dosage; Draft Guidance for Industry; Availability

FDAR AT THRER MBE GRS NFMRERGE, ESFMAMEA. LKA R ER0H,

Issuance of Priority Review Voucher; Rare Pediatric Disease Product; GENGLYCOS

(parisglasgene brecaparvovec-opnr)

FDARERMZER) LEHEHBFMGENGLYCOS A MR L EIE, RIINRARRKEMF=mEE#.

Determination That NAMENDA (Memantine Hydrochloride) Tablets, 5 Milligrams and

10 Milligrams, Were Not Withdrawn From Sale for Reasons of Safety or Effectiveness

FDAZENAMENDAR FIRR R EHARMERERERS, AAHILRIFRAKE.

Rahim Shafa; Denial of Hearing; Final Debarment Order

FDAZXEXRahim Shafak HHRAR<S, BIEHS5HRITIE, MERIEE,

7 RRFDALERMHHAR
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I 7 Weekly Outlook

EEEBRINEMEIEZilganersen (2026-09-22). zilurgisertib (2026-09-26), 7£Guidance

Agendad, CDERMGenericsEFIHERS, #2410,

IXEFHAELSHIE (RER. RARE. 2RGH) RIERNINER, TESFIHEEHN,

TEESEY (Editor's Picks)

ERIEMAER (FITR) SREREE (RRKE) NMEENERERE,

BHA BEEE E 30 1512

2026-09-22 **%x%* Zilganersen lonis Pharmaceuticals, Inc.
17Xfg

2026-09-26 * %% %% zilurgisertib Mirum Pharmaceuticals, Inc.
21KfE

2026-09-30 * %% %% apitegromab Scholar Rock
25KfE

2026-10-26 **%*%*  Bepirovirsen  IONIS PHARMACEUTICALS INC (IONS) (CIK 0000874015)
51KfE

2026-10-30 k% *x*xkx [INO-3107 INOVIO PHARMACEUTICALS, INC.
55K

| m 5 EmmErez

35 5

i %738 (PDUFA 0 / AdCom O / Guidance 0) 0

itiE-AEE 1

o HEl-mik 0
BIEEE#E

e [PDUFA] encaleret: 2027-05-08 - 2027-05-07 (iZ#1)

12/21

PDUFA

PDUFA

PDUFA

PDUFA



| “ kRFDAMEHRE (FDAEZ-IER)

FRRFAEEEATN, (NRFDAELEAGHNHERSS, HfHATHE,

BOERS/NE

2026-09-16 %%k  Pediatric Advisory Committee (PAC); Notice of — Federal Register
11XfE Meeting; Establishment of a Public Docket; Request

for Comments

2026-09-23 %%y Molecular and Clinical Genetics Panel of the Medical — Federal Regjster
18XKfE Devices Advisory Committee; Notice of Meeting;

Establishment of a Public Docket; Request for

Comments-GRAIL, Inc. Galleri

| & tumENPDUFABITEER

FERETRWASECIRRX 4. EAMERRKRAEXZMHPRENESES, HIFFDARTHNEEESBIER. BIE
AJRERE. LEEHEVH, EMERE. WENNEILSZRER, BHSUEIRFMH—FERRIR.

BHE (F£5BHAH)

Bir#EZEHR BEEE Hman ik 1&ERZRE e
2026-09-22 *** k% Zilganersen lonis Alexander SEC 8-K (Press Release)
17KfG Pharmaceuticals, disease (AxD)

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

Inc. progressiva (FOP)
2026-09-30 ****x* apitegromab Scholar Rock spinal muscular SEC 8-K (Press Release)
25K atrophy (SMA)
2026-10-26 *%**k** Bepirovirsen IONIS chronic hepatitis SEC 8-K (Press Release)
51KfE PHARMACEUTICALS B (CHB)

INC (IONS) (CIK

0000874015)
2026-10-30 K**x%k*x%*x [INO-3107 INOVIO Recurrent SEC 8-K (Press Release),
55KfG PHARMACEUTICALS, Respiratory

INC. Papillomatosis

(RRP)
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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
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

2026-11-14 K ** %% ivonescimab
T0KE

2026-11-22 K« *%*%* Deramiocel
78KE

2026-11-27 K *%*%%x BBP-418
83XG

2026-11-30 *k*** Povetacicept
86K/5

2026-12-03 K« x* %% zanzalintinib
89KfG

2026-12-12 K *%k*x%* Quimilza TM
98XKfa

2026-12-27 K x*** relutrigine
113XfE

2026-12-30 Kk *x %%k bezuclastinib
116XE

2027-01-06 K« x*x %3 ANKTIVA
123XE

2027-01-21 K *%*%* z-rostudirsen
138XfE

Summit
Therapeutics Inc.

Capricor

Therapeutics

BridgeBio Pharma,

Inc.

Vertex

Exelixis, Inc.

Vanda
Pharmaceuticals

Inc.

Praxis Precision
Medicines, Inc.

Cogent Biosciences,

Inc.

ImmunityBio, Inc.

Dyne Therapeutics,

Inc.

14/21

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

Duchenne
muscular
dystrophy (DMD)

LGMD2I/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
papillary disease
without CIS

Duchenne
muscular
dystrophy (DMD)
amenable to

exon 51 skipping

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/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
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

2027-01-29
146KfE

2027-02-23
171K&E

2027-02-27
175XfE

2027-02-28
176XE

2027-04-01
208KfE

2027-04-28
235KE

2027-05-01
238KfE

2027-05-07
244Kf5

2027-05-27
264Kf5

1.8.2.8.8 ¢

2.8, 8. 87

% % %k Sk k

8. 8. 8. $7¢

% % %k ok k

% %k ke k

% % %k Sk k

% % %k Sk k

%k ok ok ok

ulixacaltamide

ZORYVE

cream 0.05%

zipalertinib

VOXZOGO

Pitolisant GR

Varegacestat

AXS-12

encaleret

obexelimab

BT (NEE/RB/FEE)

Faitial

2026494

20285 (R{ABYEIRFE)

EEE

% % %k %k k

Praxis Precision
Medicines, Inc.

Arcutis
Biotherapeutics,

Inc.

Cullinan

Therapeutics, Inc.

(CGEM) (CIK
0001789972)

BioMarin

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

Pharmaceutical Inc.

Harmony
Biosciences

Holdings, Inc.

Immunome, Inc.

Axsome

Therapeutics, Inc

BridgeBio Pharma,

Inc.

Zenas BioPharma,

Inc.

HmBT

*kkxk*x Ameluz

Pitolisant HD

15/21

narcolepsy

desmoid tumors

cataplexy in
narcolepsy

autosomal

dominant

hypocalcemia
type 1, or ADH1

G4-Related

Disease (IgG4-

RD)

b1

Biofrontera Inc.

Harmony
Biosciences

Immunoglobulin

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)

sk

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/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/1743881/000114036126035055/ef20081330_ex99-1.htm
https://www.sec.gov/Archives/edgar/data/1953926/000110465926095437/tm2622871d1_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

Holdings, Inc.

20284 (EARHEIEFE)  **x*xk* WAKIX (pitolisant) Harmony SEC 8-K (Press Release)

Biosciences

Holdings, Inc.

20284 (E{KBFE)TFE) * %% %% EPX-100 (clemizole Harmony SEC 8-K (Press Release)
hydrochloride) Biosciences
Holdings, Inc.

20284 (E{KBIEFFE) * %% %% Pitolisant Harmony SEC 8-K (Press Release)
Biosciences

| ) #mEsEmsIE+Y (CDER/CBER/CDRH)

BROEBERBHEEERHE HiERmERTIR. SFEREMENLRHAY, FOARMRIETIRPHFIBERBEHZ L.

CDER (CY2026) — 85I | EANME

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

Compounding 8Hl. Biosimilars 6115

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

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
FE79m (SEEFIRIENE A NE)

CBER (CY2026) — 35 | EARE

25153 %: Therapeutic Products 1911, Vaccines and Allergenics 931, Blood and Blood Components 5. Other 21

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

¢ 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.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

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

e Frequently Asked Questions - Cell and Gene Therapy Products; Guidance for Industry
5H29m (ZEHIRIENEHME)

CDRH (FY2026) — 201 | EBEARE

K75 7m: |[UC 9IL. |A 7T, |B 3T, ||A 1M

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
FHE14m (SEEFIRIBENEHNHE)

EEE (%) iFEingE

*kkkk  BAHE TIHRMRA

*kk ke HFEFFRAdCom-BLA/NDAFTZGHE EEAER
*k kv BHERE CREREFREHN—RED)
* ki BRRIBE- ZFIEA

* ittt REREAFRIN

| msmrmes

FAFEEWRERESR, BESTFEEMAGSETSMENXEINERDS (BEhEE)

AIR Recon DL

FDAZSIFA (510(k))

I EEMBEE S Key Observations

BETARBHIENSINE, HBIMNSENSE, T E/IREEIN
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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

G DEPEML 9 HEE, “WNSKINRE"IU 2 HFRZ.

e Mobility Scooter (W3483, W3483A) (Product Code: INI) Z&E&HEZERFHA: 201/209 X, &EFiZ
DERTF 205 X (FEISENFEHRES AR, AERSHMD LK),

e FERM. [THRAE. IS Ait 10 4, 528 14 #H 71%.

PEFExcelZXiBER — FR2“HMifF”

FHRETACSRBEMNUEXcelIIER, AHEESATINESIEENBITA

+ FDA Product Code (Fm#¥#MRH) — RELHEXTR. EBER~REHEERIER
. EHEZ] / Advisory Committee — BN HEMERE

- BRIFRIER / #ER / HEXY — LEFRKRFER, JRITERSAIT

. SEHRW EE5EPHE — BELUASBATFIER

~ ERTTEIERR. FEHITE. BUFEES. SHKBEAE HEFF"S, BEHEZARR, THEAES
DIrMHEES.

FREETEERRAMEEEIER (FDA) AFHIEEEM. "FEAMESEI " XARGBEENEZRITEER, HRER
MRS ERERNAMBMESENE, (MEHTERSE, THRKE. EEHRAEYN. HEXRFNFIEREASHER
2%, TMREVLIFHAEH, BnABEFEEMET/MuEE, REHIETEE: 2026-08-27 ~ 2026-09-02, ©
2026 Troy-Technical.

FRENERRN: FIEFRRMIA—FES (FDAELHIERE. HERRXEEAXH) AKE, BRIt LFAATAIRE QFESE « 551
NFEIEERZ XA UINE—H 1t « ERROIHELFZIEFDAE S XA EA FUKR, FEXBMRIKME ML ZIER, Mm%
BHIALIE,

© FIRENEBESCEMANTNITRBESA LR, BIEEH, EF). BRASHMADZAIRERFEHIExcelX .
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I . (ERERERTERE o wEsAER)
ROHTE (FOARE R EIRAIRY. ERAIRE RS, EFMDRUTER,

1. BIERIFESAINHBIE R

FIREFFHEHEIRETEEBRR AT HRY), SEXEeRfnnEEEE (FDA) EXAMIL. BFRAR
(Federal Register) % openFDA #iER. NMEBEREHREPREAIAER, SMREEREMIATEE (K
BERE) #HTHRELE. RS MARRIRIEEER.

2. BRMESAIORRS

RE

BHNEARBEREHITATEZLURLDEIR, BHREIRENFEERETRELMERE. BRIRRH
MR (BAILRE") . BN TRIEFFRMESN100%EME. STEME. RRMSNSERRERE. Pk
FEZINEERER, BRAUFDARBIENRIGX G,

3. ZEMERR
IREFHFDAEM. BEE. DEMNSHPSOLASESE, NETERMENIFEHBE, TURMBRERE

MBI EIRRRE. AN RABREUFDAREEMXEERI IRBHRXNE HFEX N,

4. FEEIEY
FRENAEEEEZHHBER, FHRTRRHRRN:

o NEIEREN TREBAXTFDARR. SMBPUERSHNTIWEREMMBZ;

o IRFBIN: FHIREEEMIESFSRHITHMATAIRR S

o BB FRTESRETTUAGHBENIRKRE;

o HmEETRAETE NRSXAFDABATAHIHE. T8, EEEFERILEBESIIE, T
EHmMmBETHRMETR. ReMHMLHELESE. BHHLBRMEITN.

Efk#iA RS EBM~ENERERREERKL, ZITAMFRRE.

5. RNERSHHDERH (TARR)

FIRERFEM IR BRI RITHRE. ARIPERSHNE, EBUTERMIN:

BIERER (TAITEESA)
FIRERERCEMI N NITHEEAER, EAERANTLTERSERRENBIES LR, EFFERE
Hl. HHABNRRSE.

RILERERE (#H55%)
BIERAIRSE (HTML. PDFEiExcel) BEAHNKRLEBE. BRHERMEZS; BIEHERSHERZIE;
BIEERE, HRIRERFLZBEAED, HEREERE.

6. iTifl. BENERLORIBFRELER
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RS ATEEITHRS, BTESHEERAMRSERN B4R, RIEEESEBTREVE, SNEBEHREEIEHN
FRARIOR. RABESERRIARIRENS. NFECHITH, BEZR troy-intelligence.com M& G TiE
(Membership Account), ETRITEERZAISEREBUEIRE. BUBTTIRMUELLEEINM, AR LRSS

FEIFIRR.

BRI ETHFARERNEYE, RE—EAZTITEAR—ETE, DTIEZER. WEIARINFEIR, 18
Z7HAELR info@troy-technical.jp, FRATEZEHAIBIEAERE,

7. TAEE&KP

MRMARS, RITANBEALERERSFASGENRDOIAGE (HR. BFHBEILRARER). EHNER
BB ARARSITERESSREENTE (troy-intelligence.com RRARARLZTRSE) REEBHRRFABER
HITHIE, RITAFERENIAGEHEXBTERENRMELE =7

PMAERHISIRRM: SN EHStripe, Inc. (EERESKEMISHBERFTSSHTIR) A5, ABBIASTER
HGoogle LLC (Gemini API, BRS32:FRTEMIfKGoogle LLCE2IREMISHERME) Mk, B, EHPMARBE
(7. BFHAEERBISZ(MEE) AIREREEERN. BBENMERMMXN N AGEERIPEIEIESE, B3RS
RS EAIPRFARER, NBELEIIFEXAR info@troy-technical.jpo

RIE (PEARKMNEDCAGBRRIFE), BENRRITAFENENIAGE, EXRER. BIE. 47, BRI
HIR IR, WMFBATELRIF], EBER info@troy-technical.jp, HITEESEEARATF UL,

8. SE{ERRH!

FERZERAVHRKEERN, KITAMKRS=ENEARBHRITHE, FBIEERBAXEFR= 3) MAR
XIITRARRSH. EEABRT, RKITARNEMEE. MHE. BHRIERERERERE.

9. ARSSHFLRIEFSER

ERSHIZOEESERME =S ERRAl (KIBESEE) RS, BERFE=ARSOMBEK. BALSN. EH
FMEEEALTE, HRSHIL/TEEN, SBERSHRA. HEENHEECTEGEER, KTHREHE
AL AR HINF, NFLIEARSS, BRATE L 30RUBFHAERITINE, HEWEE KR ABIITFIERE
BRRRLLAIRE. RITHARBREGESHAERRSRE, BRRIEARSKERIARSR M,

10. FRERIEXRZRENEIRE

A SHRE5ERR: ARETPEELANRFETFFDARFHEFNEFB S BB FILA, AIREFEIR
¥, BRHERRE. BUBM. FABRENSFEESANKEATHUME, MMRIETEER.

S5HEERRBIENES: SREBERRAZEFDARTRERE, FJESPEERKIEE WAEN. EMK
) E0R. EESHELEEERNKE, FRIEAM—IKE,

RaiFRSaRER. REFHRERNIT. HEEGR. MEELFABNETAFBIENAIRB MR, X
HE5E, FHARIEXEWEERRIELHIMSITMN.

BMEHEEM: SREOEH. HIH. HEBraRBRENESHEINE, iTRSABTHEREERTATS
hEARAMNEREENEXERZEZN (BFEEFRT (BiEL2X) (PABRRIE) (HOEBHE)
F)o FIREFMRIPEEEESHVERR .
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11. ERZERSFINER

FERZBAEERER, AAFRALRSTENSN, NELBIESHERR; M30BARERR, EXH
FEEMHDS (CAA) KEFBMHEMUERRURHITHE, PEBRANLZBHINEEEIR.

12. ERTE

A VRBRER EHAFRONF, EAXAZEFEEMRED 14K ED B FEHHERNITE,

13. IRIMEEEEB AT

ZEEAM Troy-Technical (BS. I FRAENMEEEE, KFICHEN)

fRA Hitoshi Tada

EVFRTEH BAAREEMPHPRKIAELT E1%E18S CasabellaE i HAE707E (Hi4R651-
0084)

EEiE +81 90-2062-8461
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