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WEEKLY INTELLIGENCE

FDAREET R M &EL T IEIRER

IReHAIE): 2026-08-06 = 2026-08-12 | #uiEKiE: #EFDA openFDAAFF AR

% ERIRERRIEILIZ S (NDA/BLA) #UERAE, Efrasit (510(k)/PMA) BIFDARFERM, XRHEEIA 2026-07-25 F
2026-07-31,

FTREAERE - 5SHWHEE

1. AARM @O EF, “HM"KUAGEE, “RERSIZENE"1HRZ,
2. FARERL R FIEERBRNIS3R, ZBENZSHEREESE,
3. ]FRUIER R, L. IR, JIn=thil&itikitatt, SE2EEI80%.

I S EEIEESE Key Numbers

UTHETFRIGSIEERITENENSER FRAREN)

DEPUEM 4 HEE, "HESBINEE"L 1 R

B) ArtEfLLrATYEERSN 153 X HASRSITASE, SHOXFEMRESTHE, I
RRHEE, FHEHELR).

E) 5T rEa. IHG At 4, S285 6 80%.

ABFERLEH S 4, BER (14 #) B 9 (64%).

I E#EES Weekly Overview
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r FAKR

Shanghai United
Imaging Healthcare Co.,
Ltd.

AR 1 W (EH9E: Hith), 3k
BEFTIE— FHFIEIHE 5 x)

~ BRI EE (BK10%t)
Intco Medical ERET ZFTLFDAGCHS
YTD 2% (Rit3fF) BELEAXREMH 69 X

Mindray EIGERT 25ETFDAGIZ
YTD 4t (Rit99#) ELXHEMH 88 X

MicroPort BBIESF ZEFTFDAGIE
YTD 1 (Rit3th) BEEXREMH 131X

United Imaging B£8Efr uMI Panvivo (uMl Panvivo M) (114)

YTD 6fF (Rit79¢) EEXREMH 19X

Lepu Medical REEfF ZAEFLFDARIZS
YTD off (Rit7f) EELEXREMH 3089 X
SonoScape FI[ETT ZEAFLFDAGHE
YTD 14 (Rit254) BELXREMHI3 X

Edan Instruments I2fR{{8% ZAFETLFDAGIZA

YTD 21 (Rit921%) BELEXEH 45X

Yuwell &KEF  AEALTFDARIS
YTD 3% (Ritlaf) EELXREH 164 X

WeGo FE A TFDATHZS
YTD OfF (Rit71#) BELERXRZEM 1242 K

Wandong Medical FAREf; ZAETFDARIZS
YTD OfF (Ritlff) BELREMH 7956 K

Jiangsu Hengrui Pharmaceuticals 18#EZ 7Z<FETFDAMS

IR ERSE

BeiGene BiF#M ZFATLFDARNS
YTD 1 (8it26fF) BELEXEHF 95 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

HLRERSE

HERERSE

HE R EE

LRI ERSE

MBI EE

Zhejiang Huahai Pharmaceutical ;82500 &FTLFDATHZS
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HE R & SE

Hainan Poly Pharm Z§J§I25 ZRFEFLFDAHZE

YTD 1% (Rit84)

BB EREMH 79K

TRAMHENE

e IMGFAX CO., LTD. — Handheld Ultrasound Scanner (Ml EXFDA 510(k) i¥7] — ¥n# NEETZ)

| #E@AHTHE Ranking

= Top 5

Shanghai United Imaging
Healthcare Co., Ltd.

IMGFAX CO., LTD.

Suzhou Haowei Medical
Technology Co., Ltd.

Shanghai Hulu Devices Co., Ltd.

Xiamen High Top Electronic
Technology Co., Ltd.

1%

1

1%

1%

1%

HERIR Top 5 (RAiF-HLEXE)

Shanghai Hulu Devices Co.,
Ltd.

Smart Wireless Stethoscope (STEMO310);
Smart Wireless Stethoscope (STEMO710);
Smart Wireless Stethoscope (STEMO720);

)
)
)
)

Smart Wireless Stethoscope (STEMO730

86 X

Shanghai United Imaging
Healthcare Co., Ltd.

uMI Panvivo (uMl Panvivo M)

IMGFAX CO., LTD.

Handheld Ultrasound Scanner
Xiamen High Top Electronic
Technology Co., Ltd.

Air Compression Massager (HY-1165)
Suzhou Haowei Medical
Technology Co., Ltd.

UniPearls® Embolic Microspheres

I ¥3E31331E Benchmark (£ ZERELER)

% BEENHEARR, FLANSHLRBEEESPLALL, NEEBD LA (7-1/7-2)

S%

Hit

HE

49
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EMESHOFE 20 0 0

RE 5175058 19 0 0
PR 14 0 0
B EICENRE 13 1 1
BWNSENgE 12 0 1
XESXBRRLE 11 0 0
BEESERENY) 3 0 0
FIEGERR 1 0 0

YTD 2026 Rit (BEEAEREHZ BEFERER, FHRHERRERIT)

5 153x%

FRE VA E FDAZE IR HE PEEVAETIRERAR (@0XRG, (MESE)

I #1349 % Provincial Distribution

ET BRI RSB A G5

s
["RE

IAE

mEE

| SFERLFDAZZ (REES%)

REBHRMBERF | HEXH = FEREA~HER
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Hith

AETH 166 X | LEA164K | A2X | FEATFHY 153X

THHE 166 X

uMI Panvivo (uMli Shanghai United Imaging 510(k)
Panvivo M) Healthcare Co., Ltd.

UniPearls® Embolic Suzhou Haowei Medical 510(k)
Microspheres Technology Co., Ltd.

Smart Wireless Shanghai Hulu Devices 510(k)
Stethoscope Co., Ltd.

(STEMO310); Smart
Wireless Stethoscope
(STEMO710); Smart
Wireless Stethoscope
(STEMO720); Smart
Wireless Stethoscope
(STEMO730)

Air Compression Xiamen High Top 510(k)
Massager (HY-1165) Electronic Technology
Co., Ltd.

wE5IPENLE

AETH 101X | EA105XK | vV4X | FAFEY210X

89 X
330 X

86 X

160 X

SEHEE 101 X

Handheld Ultrasound IMGFAX CO., LTD. 510(k)

Scanner

| #mgsEw spotiight
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(V)

Shanghai United Imaging Healthcare Co., Ltd.
AR 1 I (A Hi):

e uMI Panvivo (uMl Panvivo M)

Shanghai United Imaging Healthcare Co., Ltd. Z&&&EEEM& uMl Panvivo (uMl Panvivo M) 3k
fS1IFDA 510(k)iFa], BAHARMBERZNEL, ZF=RITETF "Hith" /79, RIFTAIIR
8, #—FPRET ATEZADPMWANTREE, FEFRASENEE,

| e Foamsn (kKsEm)

R/ FEFREE R AEKFDARTIFNAIZEA, HQALZMIESENISERE

TR EHRINLTERE SEEL,

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

Detention Without Physical Examination (DWPE) — W&l Ay REEEE N ER B2

156 o o 0/0
BFRR R E R AEFRER (FEE KIS (RERL) YTD %538 53
)

HUERIR: FDA Import AlertESTUE (66-40), SEABMER. WH/MRRUEL RIS IR ITECH)

Eo

| hEEZ I Eh7A NDA/BLA & ANDA

RERIFZ A (NDA/BLA) SAHIZ5/EEIZ R (ANDA) EFDARIHLERNZS, ZAREH 0 I (8I3HZ5 0 / 5125 0)

FREATHEEZL 1 IAERNDA/BLA/ANDARLEIE R,
| s#5MEARIRIERES Licensing-Out Tracker — BB 5 T

7120



PEEMRERITIMEN (License-out) EMHHIFDAMSIIE, AEBLRFFDADISHEGASELSRET, HREMHHLE
IBERIUIR

BAR/IES
gl Bristol Myers Squibb BL-B01D1 (EGFRxHER3XU4FFMEMIFADC, BEIFAE] HiTH
PN ] Systimmune)
BEA Summit Therapeutics ivonescimab (AK112, PD-1/VEGFYUsEMiifk, B=% #H{TH
=7 KR E %)
e Merck (MSD) 7HhIGERETADCF 4R E + SKB264 (TROP2EEEADC) BT
(B
g Seagen (IMPfizerfET) disitamab vedotin (RC48, HER2#EHEADC, BAEKRT  #HiTd
=) INER S HIX SN S ERAA)
=3 Janssen Biotech (Johnson & cilta-cel (BCMA#EECAR-TARE T %, IMCARVYKTI) gt
e JohnsoniE ) 58]

I FDA;Z3zh7& Guidance & Rules

EFDARRIZD LA, HAERHEFENXH

Determination That ANSAID (Flurbiprofen) Tablets, 50 Milligrams and 100

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

NE: FDAREALLAZTHIFRLREHARMERT, AAHARBAREERSS, FMEBHENER,

Reauthorization of the Prescription Drug User Fee Act; Public Meeting; Request for

Comments

NE: FDARL (AAHERETRMER) EMRNERQARER, BREMARAREHRESEWERRE,

Determination That LASIX (Furosemide) Tablets, 20 Milligrams, 40 Milligrams, and

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

AE: FDANERERFFRLERER MRS, MABHAFLABREXRES, FWE~mALEHRE.

Container Closure Systems for Human Drugs and Biological Products; Draft Guidance

for Industry; Availability

RE FDARTARARKRENFIRBEREARRERIER, FRRAREESMER, #mil~migit.
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Kremers Urban Pharmaceuticals, Inc.; Grant of Hearing Request Regarding a
Proposal To Withdraw Approval of an Abbreviated New Drug Application for Extended-
Release Methylphenidate Tablets

NE. FDAHLERBIERERIK P AR F B (U2 FRIERURSREATIME, EhipMN iR ETER .

Guide To Minimize Biological Hazards in Ready-to-Eat Fresh-Cut Produce; Guidance for
Industry; Availability

MM FDARBRIREINR~mENEER/IVWIERE, EREWINERAREERE, FMEFRERNXPLIE,

REFDALEEMHARB

7 Weekly Outlook

FEEFXRFNEIEEDeramiocel (2026-08-22). Zilganersen (2026-09-22), 7EGuidance
Agendad, CDERMGenericsEFIHERS, #2410,

FXETHRHELSHE LAk, RIRRM. DERAL) ZRERIIMER, TEIBIHRIEREN,

TEESEMY (Editor's Picks)

IREKIEMIER (*iTR) SmaiEE FIRKE) HMEENZEFERED,

HEA EEE E 3] 251
2026-08-22 2.8, 8.8.8 ¢ Deramiocel PDUFA
6KXfE

2026-09-22 S ko k Zilganersen PDUFA
37XKE

2026-09-26 %k ko k zilurgisertib PDUFA
41KfGE

2026-09-30 2.8, 8.8.8 ¢ apitegromab PDUFA
45K G

2026-08-25 2. 8.8 & $4¢ zanidatamab PDUFA
9Xfa
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| = 5t

51 {554
W@l $71% (PDUFA 33 / AdCom 2 / Guidance 0) 35
Fud=g=piy 0

o WE-mEE 27

Higi¥% (PDUFA/AdCom) (#£35%, ERAI10%)

e [PDUFA] Deramiocel (2026-08-22)
o [PDUFA] zanidatamab (2026-08-25)
o [PDUFA] zanidatamab (2026-08-25)
e [PDUFA] Zilganersen (2026-09-22)
o [PDUFA] zilurgisertib (2026-09-26)
e [PDUFA] apitegromab (2026-09-30)
e [PDUFA] Bepirovirsen (2026-10-26)
o [PDUFA] INO-3107 (2026-10-30)

e [PDUFA] ivonescimab (2026-11-14)
o [PDUFA] BBP-418 (2026-11-27)

HWE-MpRiEE (H27%, ERA110%)

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

e [PDUFA] Deramiocel

o [PDUFA] Deramiocel

o [PDUFA] zanidatamab

o [PDUFA] zanidatamab

o [PDUFA] Zilganersen

o [PDUFA] zilurgisertib

e [PDUFA] apitegromab

o [PDUFA] Bepirovirsen

o [PDUFA] ivonescimab

| = sskFDAmERR (FDAES W)

FRRFEEE[TN, (NERFDAEHREAGHRERSS, HHHAHEE,
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EHERE/NE

2026-09-23 %% %%  Molecular and Clinical Genetics Panel of the Medical — Federal Regjster
38Xk Devices Advisory Committee; Notice of Meeting;

Establishment of a Public Docket; Request for

Comments-GRAIL, Inc. Galleri

2026-10-16 ** k%  Gastroenterology-Urology Devices; Reclassification of — Federal Register
61KfE Diagnostic Endoscopic Light Source Systems To Be

Renamed Cystoscopic Systems Intended as an Aid for

Detection of Bladder Cancer

| & tlmENPDUFABITEER

FERETRIASECIRRX . BEAMBEBIKEEXZMEPIRENE AT, HIFFDARKHNEEES BER. B2
FIREE . FERHEVH. EMERE. MENMEISZRER, BSBLEFAM—FERRIR.

EiRE (FA8 HeAH)

Bir&EZER BEE HmB I [ 1ERIAE i
2026-08-22 ***x** Deramiocel CAPRICOR cardiomyopathy SEC 8-K
6XfE THERAPEUTICS, in patients with
INC. Duchenne

muscular

dystrophy
2026-08-25 K%k %y zanidatamab Jazz first-line (1L) SEC 8-K (Press Release)
9XfE Pharmaceuticals plc  gastroesophageal

adenocarcinoma

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

(HER2+) locally
advanced or
metastatic
gastroesophageal

adenocarcinoma

(GEA)
2026-09-22 ***** Zilganersen lonis Alexander SEC 8-K (Press Release)
37XKE Pharmaceuticals, disease (AxD)
Inc.
2026-09-26  ***x** zilurgisertib Mirum fibrodysplasia SEC 8-K (Press Release)
41Kf5 Pharmaceuticals, ossificans
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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.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/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

2026-09-30
45Kfa

2026-10-26
71XfE

2026-10-30
75KE

2026-11-14
90Xfa

2026-11-27
103XK&E

2026-11-27

103XfE

2026-11-30
106KE

2026-12-03
109KfE

2026-12-12
118Xfg

2026-12-27
133XKE

2026-12-30
136XfG

2.0, 8. 8.8 ¢

% K %k %k ok

2.0, 8.8.8 ¢

% S %k ok

% K %k %k ok

% K %k %k ok

20,8, 8.8 ¢

% %k k

% %k k

% %k ok k

% K %k %k ok

apitegromab

Bepirovirsen

INO-3107

ivonescimab

BBP-418

Povetacicept

zanzalintinib

Quimilza T™M

relutrigine

bezuclastinib

Inc.

Scholar Rock

IONIS
PHARMACEUTICALS
INC (IONS) (CIK
0000874015)

INOVIO
PHARMACEUTICALS,
INC.

Summit

Therapeutics Inc.

BridgeBio Pharma,
Inc.

BridgeBio

%$#HHBridgeBio
Pharma, Inc. B9 EE

Vertex

Exelixis, Inc.

Vanda
Pharmaceuticals

Inc.

Praxis Precision

Medicines, Inc.

Cogent Biosciences,

Inc.

12/20

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

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
143XfG

2027-01-21
158KfE

2027-01-29
166X/E

2027-02-23
191XfE

2027-02-27
195KfE

2027-02-28
196KfE

2027-04-01
228KfG

2027-04-28
255K/E

2027-05-01
258Kf5

2027-05-08
265K/5

2027-05-27
284Kf5

% K %k %k e

% K %k %k ok

% %k %k ok

20,8, 8. $4¢

% 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.

13/20

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
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/1743881/000174388126000026/bbio-20260630xex991.htm
https://www.sec.gov/Archives/edgar/data/1953926/000110465926095437/tm2622871d1_ex99-1.htm

AT (INFEE/RB/HEE)

Faitadial

2026%8H

2026594

20284 (EXBYalfEE)

2028%F (EXBYEIFFE)

2028%F (EARTETFE)

20285 (EXBYEIFFE)

BEEE

% % %k Sk k

% %k ke k

% % %k Sk k

2.8, 0.8. 8¢

% % %k ok k

S %k Sk k

BHmBT

rusfertide

Ameluz

Pitolisant HD

WAKIX (pitolisant)

EPX-100 (clemizole

hydrochloride)

Pitolisant

Disease (IgG4-

RD)

134

Protagonist

Therapeutics

Biofrontera Inc.

Harmony

Biosciences

Holdings, Inc.

Harmony

Biosciences

Holdings, Inc.

Harmony

Biosciences

Holdings, Inc.

Harmony

Biosciences

| [ #miEmsIE+Y (CDER/CBER/CDRH)
BHROEFAHNEETSEEE 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

FHE79m (5TEFIRIEUET DIH)
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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

CBER (CY2026) — 350 | EANE

25153 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

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

58290 (EFIKIEFENESHE)

CDRH (FY2026) — 201 | EBEARE

%8576: |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

FE14m (ZEFIRIBEUETFDIH)
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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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