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CTEOHBERN (5 27A)

HA AXREvr vy 22+ (ORZEYFUL)

FRRLIZZA M UE RADFILIL TS —ZA T (AERTLFo—A24ES5FLaL T
—) AR LT I5EF. AFEFHBEEDIRISEEEL THH. FDABEBEIEE2IEL
=

i#[% Sleep Apnea Feature (v2.0)

BEEREFEIF IR O U R 2 % §Hii 3 % T AR EREM LS,

b BubbleView Single-Use Digital Flexible Cystoscope (C38-CS,
C38-CRS, C50-C, C50-CR, C50-CB, C50-CBR)

FDA JHEES - WFREE/ R IL THEE TN 2 EEMEES,

£ 18 Inno-Hook™ Disposable Clip Appliers (Ligating Clips) and
Inno-Hook™ Ligating Clips

FDA —f&4F} - FERARL R RIL TEE TN 2 EE# LS.

OTTAVA™ Robotic Surgical System

FDA JEAE2S - LR/ R R L TEBE T 1 3 EE#ES.
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HE Medical Thulium Fiber Laser Systems (UroFiber 150Q)

FDA —f&4F - FERARL R RILTHEE T N 2 EE# LS.

Hi1lE Uv Phototherapy (KN-4001A, KN-4001B, KN-4001AB)

E&IE TRE DBRICHV 5N 5 R ERH S

rhE Raney Clips Kit

FDA 182/ X3 )L TEE S h % ERHLES.

¥ E One-Fil LC

FDA B/ SR IL THEE S h 2 EFEMES,

H#A NanoZoomer S540MD Slide Scanner System

FDA JRIZ/ (R IIL THEE TN 2 EERKES.

H1H Lancet

MAAEZEDRMICAV 2ZFRIFE (B—FFHIC L 2EHEEAIFHRT. HhoBE L DHA
[XFRE]) o
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SimpleScreen™ CRC

FDA BR/ SR ILTHEE S W 2 EEMES.

HiResolution™ Bionic Ear System

FDA BEERBGR SR IL TEE S N 5 EEES,
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03 O 77XV AYF (H-E-h-H -H) —5HFDA»GKIR - 2V 7 7 A% W
BLE: 7?7 %

ST EARS © EEE& 2026-07-30~2026-08-05, B2 2026-07-20~2026-07-26 (EE#SR ZFDAOAEAEN D=
HARA AR D £9)

EERLEELRRY REUHOMMER) 2L EY, FDANDRFEARHLE -8 - - & - IREISL—TOXREZEA
THIEHEEHET,

HZA TAKEDA PHARMS USA | OVEPOREXTON (ORZEYFUL) /#7#&:R - 2026-08-05

BRHAZIL—TOREEA, BESH, FLaL 72 —EEEDONDAKREE,

41 > K UMEDICA | SACUBITRIL (SACUBITRIL AND VALSARTAN) /2 = % U v 2 HFHASZ(ANDA) - 2026-08-04
| 1> FOBRIESH, ¥z x ) v 7ERELDOANDAKSIRE,

4 > K ZYDUS LIFESCIENCES | INDOCYANINE GREEN (INDOCYANINE GREEN) /< = & U v 7 #3RA&EH
(ANDA) - 2026-08-03

| 1> FOBRIESH, ¥z v 7ERELDOANDAKEIRE,

4 > K MACLEODS PHARMS LTD | NINTEDANIB ESYLATE (NINTEDANIB ESYLATE) /2 = 2 U v 7 ##RA&ER
(ANDA) - 2026-08-03

| A4 RORBESH, ¥ xxY v I EELDANDAKSZES,

4 > K MANKIND PHARMA | THIAMINE HYDROCHLORIDE (THIAMINE HYDROCHLORIDE) /< =32 U v Z#18
AR (ANDA) - 2026-07-31

| 14> ROBIESH, ¥z v 7 EEDLDANDAKIIEE,

- > N GLAND | ATROPINE SULFATE (ATROPINE) /> = & Y v 7 ##AER(ANDA) - 2026-07-31

| 1> FORERH, ¥ =Y v o EERBOANDAKRES,

4 > K KLM LABS PVT | DOCOSANOL (DOCOSANOL) /< =&Y v 7 #3RAFL(ANDA) + 2026-07-31

| 1> FOBIESH, ¥ xx ) v 7ERELDOANDAKSIRE,

-4 > F DR REDDYS | FEXOFENADINE HYDROCHLORIDE (FEXOFENADINE HYDROCHLORIDE) /< =% U v 2%
$HASR(ANDA) - 2026-07-30

| 1> FOBRIESH, ¥z v 7ERELDOANDAKSIRE,
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#2[E Samsung Electronics Co., Ltd. | Sleep Apnea Feature (v2.0) /EEE#ES - 2026-07-20

| BEEOEEMESE A —H—, EREFETRY X 7 5HE#EEED510Kk) 2 Y 7 Z > REUS,

o1& MacroLux Medical Technology Co., Ltd. | BubbleView Single-Use Digital Flexible Cystoscope (C38-CS, C38-
CRS, C50-C, C50-CR, C50-CB, C50-CBR) /Ef&##2s - 2026-07-20

| FEOEE#KEE A —H—, MEREELS LORHEZD510K) 2 Y 72 > REUS,

&7 Taiwan Surgical Corporation | Inno-Hook™ Disposable Clip Appliers (Ligating Clips) and Inno-Hook™

Ligating Clips,/ EEE#EF - 2026-07-20

| BEOEEER A —H— WHALE S Y v TD510(k) 7 VT Z > REE,

7 [E Rhein Laser Technologies Co., Ltd. | Medical Thulium Fiber Laser Systems (UroFiber 150Q) /B 425 -
2026-07-21

| PEDERME A —H—. BEL—F—FHBEOS00)7 U 75 > 2B

§[E Xuzhou Kernel Medical Equipment Co., Ltd. | Uv Phototherapy (KN-4001A, KN-4001B, KN-4001AB) /B i
25 + 2026-07-21

| HEOERESS A —H—, EEKIEEDS10K) Z VT 7> REUS,

57[E Beijing Honghugaoxiang Science and Technology Development CO | Raney Clips Kit /EE#E##28 - 2026-
07-21

| FEOEEREISS A —H—, BRI Y v TD510k)2 Y T Z > 2B,

#2[E Mediclus Co., Ltd. | One-Fil LC/EHE£2E - 2026-07-21

| BEOEFREEA—H—, KELHILS T ABTREZMD510K) 2 Y 75 > ZEE,

B A& Hamamatsu Photonics K.K. | NanoZoomer S540MD Slide Scanner System /B E#28 - 2026-07-22

| BROEEKSS A —H—: @R T4 NEER X T LAD510k)Z Y 77 AB15,

r[F Tianjin Huahong Technology Co., Ltd. | [ ancet /E#&E#2S - 2026-07-22

| FEDOERMES X —H—, RIMAZFRIBZBEDS0K)Z V75> 2BE,
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5r[E Esonic Technology (Wuhan) Co., Ltd. | cPascal S/ ePascal SOR/ ePascal S5/ ePascal SA/ ePascal SE/
ePascal 80Elite/ ePascal 80/ MOZI-X1/ MOZI-X12/ DF-41E Diagnostic ultrasound system /[E&E#2s - 2026-07-23

| HEOEEKE A —H—, BER UL Ry 7S5—EBEXT L0510k 2 V75> 2EE,

o1 [E Resvent Medical Technology Co., Ltd. | RXiBreeze PAP System (RXiBreeze 20C) /B #£28 - 2026-07-23

| FEOEEKSS X —H—, IEEHRRAATIFRIZD510(Kk) 2 V7 Z > RERE,

[# Shenzhen Kaiyan Medical Equipment Co., Ltd. | FACEGYM Pro Device (HD-109), /B #25 - 2026-07-23

| FEOEERIES A —H—, ERARKEESRBEEDS0K) 2 VT 7> ABE,

41 [E Guangzhou Daxin Health Technology Co., Ltd. | Blood Pressure Monitor (M501, M501A, M502, M502A,
M502C, M502D), EE &t as - 2026-07-23

| FEOEER#ES A —H—, IEERXMEAES X7 LD510K) 2 V7 Z > 2B,

E2[EH Fims Co., Ltd. | 3d Cage Cervical /EFE#EES - 2026-07-23

| BEOEEEKS A —H—, BHASBEHAREESED50K) 2 V7 7> 2B,

&5 Microlife Corporation | Microlife Wrist Blood Pressure Monitor, (Model BPHJG5-G),/ EEf#88 - 2026-07-23

| BEOEEEB A —H—, IEREXOFAES R T LD510Kk) 2 Y 75> 2HE,

5r[E Beijing Konted Medical Technology Co., Ltd. | Pocket Ultrasound System (C10MTpro, C10MXpro,
C10MSpro, C10MBpro, C10MRpro),/ EEf&#25 - 2026-07-23

| FEOEBEKEA—H—, BER/ LA Ry Z75—BF R T LD510K) 2 Y 75 v ZBE,

tr[E Hefei Meyer Optoelectronic Technology, Inc. | Dental Cone-beam Computed Tomography (mDX-15P
Series) /EEREHES - 2026-07-23

| FEOEERE#KSI A —H— R —E—ACTD510(k)Z V7 Z » RES,

EZ[E MANTIZ Co., Ltd. | QUATTRO Spinal system (Open Configuration); QUATTRO-GADGET Spinal system (MIS
Configuration) /EEf&#2s + 2026-07-24

| BEOEEERBA—H—, BEWMST LRI 2—2 X7 AD510k)2 Y 75> 2B&,
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&&[E Airs Medical, Inc. | SwiftMR /E#E#£2S - 2026-07-24

Airs Medical, Inc.. EEE#EE510(k)Z2 V) 7 7 > ZB13, FDA%$R  Automated Radiological Image Processing

Software,

&2[E VISION MEDICAL Co., Ltd. | VS-370CF, VS-370CT,/ EfE#28 - 2026-07-24

| BEOEERES X —H— NEEREHREA RXIEEDS10Kk)2 Y 7 7 > AEHF,.

E2[E Medical Impact | EZ-Close™ (EZ Close Port Site Closing Device, EZ Close MAX Port Site Closing Device, EZ
Close Il Port Site Closing Device),EE#&#2s « 2026-07-24

| BEOERESE X —H—. BEGRFNAMHEEDS0(K) 2 Y 7 7 > W5,

&r[F Shenzhen TPH Technology Co., Ltd. | DiscreetDuo™ Flow Wearable Breast Pump (Model S3) /B fE#25 -
2026-07-24

| FEDOEEKSS X —H—, SENEILBID510(k)Z Y 7 7 > ZEF,

HK Olympus Surgical Technologies America | SOLTIVE™ Laser System (SOLTIVE™ Pro SuperPulsed Laser,
SOLTIVE™ Premium SuperPulsed Laser, SOLTIVE Laser Fibers, and Accessories),/ Ef&E#%gs + 2026-07-24

ZDEMI Ty —CREO—RHBEBITHEIZDO50K) 2 Y 7 Z > X5 (Wavepulse (Xiamen) Healthcare
Technology Co., Ltd.) « B/BEA > /0 M RENR=DHEHOALEEEH L TV ET,

E & Fov 2753 7%H (HARRBEOHE)

SBHFDATIEH = RBEEIARINTED ., RPOBETAICE>TERI v S - ZIPELTVIRRTY, 4
[CORZEYFUL (oveporexton) [£. ADF LI LT —18 (AXTLF>—% ) (CRHTI2HF-LBEERFELE LT
RINTEN. CNhE0FESNBEROEBETA~N—BHIR(ECL ). BRNTORSE - KR 7o XOFEIVEET

nE9,

OVEPOREXTON ORZEYFUL TAKEDA PHARMS USA 2026-08-05 BARAS (HE)
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o5 BN — AR - MAGEN - v 2—

MEMEOMBAR M (OO SHRBYRD1ME) . ARFBROKEMF (FDAFHE £IX "6, CHESNh D
A REPFREIS - BISHEK - ARESEE - IMIXSEHEIVEE. EEAOFHMIITESR) . Z0EA-I~L
EEZSH., D=3 v FRARMY (KRB EE—RDDEHERIESEITEE. 24ITEAT7ILT S (Excelt
E) FRIPEANTS>D T5E S (ET7—%) § >— P TIHRVELETED) o

HA A~#HEv w2 A by ORZEYFUL ° TAKEDA PHARMS USA | ( —

B BISHE : RADF AL TL—RA T (HETLFo—%F) FLaLT—) ~OFHBEIL,
[&FEL &2 —]

o E=
FRRLIZZAMUE RADFILIL T —RA T (AR TLF—A4EFFILaL T —) A6 é
I 58EH, AFNIFHBREIRDEEEEL THH. FDABEBEIEEEIEL =,

LEEEL
TrAy h=—XDZ/WFILalL 7o —mGICHBEREFEONMELE L TEA.

AREHOKE

NWTFILLul77 E¥ARFF F 73X PLUVICTO RSB (DEEREE) C
NOVARTIS | 2026-07-31| (NDA/BLA NDA215833 S-037)

B EE : (AL R—BEXIRETE E LED. SEIOBISEEBPEICHRR-—XHARY=50h >
7=7-%. BENARTRITEATVWET, BEXOFMEEBOFRER T 7= (ZFDARRNE S R 12
TW)

EEoYVa—i (FE) CISHIE : 2026-07-15 ~ 2026-07-29) (&5, FE464EA101TICEN L (KRR, B—
¥ - F—EBHOEHIZTICENR R, 2 (EExcel TIHRAWELEITET)

T o— L RHENZE, (XFDAICY 2—L%@EIFHE=1% (openFDADrecalling_firm) THH. 43 L HREE - BF| OREETT
FHD A (HAREHORETLEERDZIGZELHD £7)

)a—)LEHh
DaA—ILEBEE ¥ ,

(8R)
Rohto-Mentholatum Rohto Cooling Eye Drops Max Strength (naphazoline hydrochloride MR D KR A0 Class
(Vietnam) Co., Ltd. 0.03%, polysorbate 90, 0.2%), Sterile 0.4 FL OZ (13 mL), Distributed I

by: The Mentholatum Company, Orchard Park, NY 14127, Made in
Vietnam, UPC 310742011012, NDC 10742-8158-1 (XA 80714 (R—
% - E—EBh0HEN)
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https://www.accessdata.fda.gov/drugsatfda_docs/appletter/2026/220860Orig1s000ltr.pdf

Reliance Life
Sciences Private
Limited

Chiesi USA, Inc.

CareFusion 213, LLC

Shimoga Chemicals

Major

Pharmaceuticals

Bell

Pharmaceuticals, Inc

Gasco Industrial

Corp.

Padagis US LLC

ONESOURCE
SPECIALTY
PHARMA LIMITED

Pemetrexed for Injection 500mg/Vial, 1 50 mL Single-Dose Vial per
carton, For intravenous use only, Rx only, Manufactured for:
Somerset Therapeutics, LLC., Somerset, NJ 08873 NDC: 70069-0835-
01 IEAFELY (Bl—h% - B—EHOLHEN)

CLEVIPREX (clevidipine injectable emulsion) 50 mg/100 mL (0.5
mg/mL), 10 Single Use Vials, Rx Only, Manufactured for: Chiesi USA,
Inc., Cary, NC 27518, by Fresenius Kabi, Graz, Austria, NDC 10122-611-
10.

BD ChloraPrep Clear, (2% w/v chlorhexidine gluconate (CHG) and
70% v/v isopropyl alcohol), 60 x 1 mL applicators/carton, 0.03fl oz (1
mL) each, STERILE SOLUTION, CareFusion 123, LLC, El Paso, TX,
subsidiary of Beckton, Dickson and Co. NDC 54365-400-31

Clomiphene Citrate USP Active Pharmaceutical Ingredient (CAS : 50-
41-9), Net Weight a)1 KG (NDC 84849-000-01), b) 500 g (NDC 84849-
000-02), (c) 100 g (NDC 84849-000-03), Rx Only, Shimoga Chemicals
Address -W-57A, MIDC Kupwad Samgli, Maharashtra, 416436, India.

Levothyroxine Sodium Tablets, USP, 75 mcg (0.075 mg), 10 Tablets
(10 x 1) unit dose blisters per carton, Rx only, Packaged and
Distributed by: MAJOR PHARMACEUTICALS, Indianapolis, IN 46268
USA. Distributed by Cardinal Health, Dublin, OH 43017. NDC Bag:
55154-3560-0; NDC Blister: 0904-6951-61 (238114 (R—1Z -
E—EHO7=DEMN)

QC Quality Choice, Carbamide Peroxide, 6.5%, 0.5 FL. OZ. (15 mL) a)
Washer Bulb included (NDC 63868-026-15); b) 1 bottle (NDC 63868-
027-16), Distributed by C.D.M.A., Inc., 43157 W. Nine Mile, Novi, Ml
48376. 1SRN0 (Bl—% - B—EHD 7= HEN)

Gasco Isopropyl Alcohol 70%, Net Contents: 1 US Gallon (3.78 L),
Manufactured by: Gasco Industrial Corp., PO Box 1360, Gurabo, PR
00778, Made in USA (Z0 5854 (Bl—1% - B—EdB0/-&
)

Nystatin Cream USP, (100, 000 USP Nystatin Units), NET WT 15 g, Rx
only, 15 g tube, Manufactured by Padagis, Yeruham, Israel, NDC
45802-059-35

Methohexital Sodium for Injection, USP 500 mg Multiple Dose Vial,

Rx Only, Manufactured by: OneSource Specialty, Pharma Limited,

Bengaluru - 561 203, India, Manufactured for: Avet Pharmaceuticals
Inc., East Brunswick, NJ 08816, NDC 23155-893-31
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06 Up BEHEKEE — 510(k)/PMAKER - V 2 —n

At a ORI © 2026-07-20 ~ 2026-07-26 (EFEHKIE T — X (IFDADAHAEER L D EN 2. BED
ST HART (2026-07-30~2026-08-05) & IEBlIC, EEMIE T — 2 LORFHEAEREEL L TUVFET)

510(k)27 U 7 5 > 2188 (IZ4De Novo (¥iii5H%8) 1) . PMA (HBRAIASR) (L5554 TE A ARIZLIT D@D T,
FTRAGRICABH 9 % D (£ Original/Panel-Track T¥,

1 1 34 19

PMA Original (#7#3) Panel-Track (BEEZXHE) 30-Day Notice (84#%) Z OhE

iR - BEELRPMA

SimpleScreen™ CRC “Freenome, LLC -+ Original + 2026-07-24
FDA B/ SR ILTHEEET N 5 EFERKS.

HiResolution™ Bionic Ear System . Advanced Bionics * Panel-Track * 2026-07-22
FDA ERRERL/ XX L TEE T 5 EEKSS.

510(k)/De Novo Z Y 75 > R (3k®10#F) (77> 7 EEELEETR, BRIETES D €A 2FEEAT LT

Z > (ExcefFE) £7-EEANT T TIHRCNEEITET)

Sleep Apnea Feature (v2.0) #[F Samsung Electronics 2026-07-
BEBRBFIRITIRG Y R 2 A5l $ 3 R EE A 25, Co., Ltd. 20
BubbleView Single-Use Digital Flexible... & MacrolLux Medical 2026-07-
FDA JH1EES - RS/ SR IL TEE TN 3 EEHES. Technology Co., Ltd. 20
Inno-Hook™ Disposable Clip Appliers... &7 Taiwan Surgical 2026-07-
FDA —f&54#} - XA L S XL THEE S W % EEMEES. Corporation 20
OTTAVA™ Robotic Surgical System | De Novo Auris Health, Inc., part of 2026-07-
FDA SH1ES8 - BRE SR THBES N3 ERME. Johnson & Johnson 21
MedTech
Medical Thulium Fiber Laser Systems... oh[E Rhein Laser 2026-07-
FDA —i /A% - TR AR SR ILTEEET W 5 EFEEES. Technologies Co., Ltd. 21
Uv Phototherapy... r[E Xuzhou Kernel Medical 2026-07-
ERIRG TEREDBEICAV 5N 3 RIMRIAREEHS. Equipment Co., Ltd. 21
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Raney Clips Kit & Beijing 2026-07-
FDA ###Z/ X2 L THEEE h 2 EEHS, Honghugaoxiang Science 21

and Technology

Development CO

One-Fil LC #[H Mediclus Co., Ltd. 2026-07-
FDA t8R/ S 2L THEE T h 2 EREES. 21
NanoZoomer S540MD Slide Scanner System B 7 Hamamatsu Photonics 2026-07-
FDA fRIE/ S L THEEE h 5 EFEHES, KK. 22
Lancet [ Tianjin Huahong 2026-07-
MABAEFORMICAV 2 FRIFE (B—FFIC K 32 EHREERLE] Technology Co., Ltd. 22

BT, hoEE L OHBILTT)

X @O EREBME L UFHMT—21E. BATLT S (ExcelfdE) FHEEENT SV EBO FDAT— 2%
_2026W32.xIsxg TZHERRW=REIFE T,

ALR— AR S, EEESEOY 23— LEIREThEEATLE,
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07 ., Warning Letter (B%&)

At arniBEB : 2026-08-04 (FDAARY 1 FDIBHHBER—X)

EEG - EEESEELI4F (EIESIMI(CDERSE) 4. EEMEESIIFI(CORA) 04) » » bHE - RETEE L8
BREMBEEL EFBIREHOIMF (CCMPED RERIEF —7 — FICZUT2H 0. BLUOFREREES - £RiE
ROWETNICHEZHE L AVWEH (A% - BA/BEREEES) = 2 ZIC5tE)  REAREER - RKRERDSH (WES
HREEOERMAE LAV, EICRERR - BABMAR) 204,

Thomas Brunner Hygiene GmbH | CDER - 2026-08-04
CGMP / &#R&EH| / REARFHERA / FERT / #E &

> FDAD AR &R 1T T VWERGE % Bi5e

Dabur India Limited | CDER - 2026-08-04
CGMP / =#&&%Fl / HESR

» BUSHESX CTCGMP (EIERERE) ER. Rar-HBLICHS

Maria E. De La Torre Silva, M.D. | CDER - 2026-08-04
AREBRETER

» SORBEAER S L TORWEG GHREARASIFETE EIEA)

Woodbine Products Company Inc. | CDER - 2026-08-04
CGMP / m#R&LHI / HER

» BEREEX CCOGMP (EIEENEMRE) B, HErHELICHKY
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08 B LI I

Atz DGR 1 2026-08-01 ~ 2026-08-10 (Federal Register DIBE B (XEZHKHDARE & EE) L A 7=
%, SHEOMEHBEFRIC, AtE2s s DTF— K2 LORHBHBEHREELLTVEY)

b NAEERD - EREMESICEET 2REINE - BRI (Z0EHL. THFGS ROBIRIMG, BWE - L 2%F
[FEEHZRMN)

OZOBAX (Xzo7zy) ROKFK. 53 VIS5 AL/53Y Yy bR MEAEENEDOEHICLD
REEPIEE s> & DRE
2026-08-10 - Notice

OZOBAX (/8707 zv) ROBRKINLREM L EEMMEDEA TIHREFILEEN G >/ EERET D
BEl, Chickh, P2V v /ERGPFOADEENTREL D,

SEFEIER O B D 7= OFRFHFEHRIDORE ; BRINSUPRI
2026-08-10 - Notice

EZEMBRINSUPRIORFFHHARIER = B & L - RHIBFEMEZRET 285, hicLh. FFHROA
EBriThh s,

FFEFHIRIER O B D 7= » OB HIBEEAE DORE 5 DAYVIGO
2026-08-10 - Notice

ERRDAYVIGO DS HRBER % B0 & L - BSIBEMMERES 385, JhicL). BHEERMOEE
PTDND.,

EEKBEBBEES DN T - BREERF/ IR, REOBA ; AHKLHEOKE ; EREE-GRAIL, Inc.
Galleri

2026-08-10 - Notice

ERHEBEBEESODF - BKERF/ SRILREDBER. GRAIL, Inc. GallerilcB83 3 ARG HZ RE
L. BERZz5EET 5.

TR MIREES s TP RILAB M EY VSRR T LADBHLE
2026-08-10 - Proposed Rule

BESTSOWREBTH I T LXLAB N EL VP RV R T ADBENEAIRET3HE, “nickbh, 4%
BB ORH EOMNES I HEEETND,
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https://www.federalregister.gov/documents/2026/08/10/2026-16248/determination-that-ozobax-baclofen-oral-solution-5-milligrams5-milliliters-was-not-withdrawn-from
https://www.federalregister.gov/documents/2026/08/10/2026-16248/determination-that-ozobax-baclofen-oral-solution-5-milligrams5-milliliters-was-not-withdrawn-from
https://www.federalregister.gov/documents/2026/08/10/2026-16247/determination-of-regulatory-review-period-for-purposes-of-patent-extension-brinsupri
https://www.federalregister.gov/documents/2026/08/10/2026-16246/determination-of-regulatory-review-period-for-purposes-of-patent-extension-dayvigo
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/2026/08/10/2026-16245/molecular-and-clinical-genetics-panel-of-the-medical-devices-advisory-committee-notice-of-meeting
https://www.federalregister.gov/documents/2026/08/10/2026-16209/radiology-devices-reclassification-of-digital-breast-tomosynthesis-system

AAT 7 VIRE — BEF~OEE - HY - HEZHELET

TALRYy ZADT T T LA 2IC8tn L= ZSHTAEEKS ORSEAAS ; FIATRE
2026-08-06 - Notice

TLARYyZRADT 7~ T LA 7RIS L = FRADERAERKES ORIUERARICET 2850, JFHEOD
AT ZAKRY %,

RS  MOTROWIEES . 7T F 2 20— RFISHFEMGIEE S X T LD
2026-88-06 - Rule

TILTAF LTI 0—AFISHEEMGHITAE S A T LA EEKESE L THFET 2 Ri&HRE|, LsiasniRHl
LOEED T ERET 5.

Micro-Tracers, Inc. ; BEH LI TH L O AESEEEXRICHT 20
2026-08-05 - Rule

Micro-Tracers, Inc.ICx 9 2 2EHE LI TH L URESHEER~DOEZ 2 HRET 2 H&&HE8l, Zhick
h. BESIHFEEIRESN S,

EEEFA / R—Tarxy NT—7 O . ERTEME. $LUOHES ; BRIEHOES
2026-08-05 - Notice

EEEFEA / R—2 3> Fy T —0DRIICET IBHRIBENESE, X v N7 — 27 DOEHFE., FHTHE
M, ST OWTERAEET 3,

EFFRAE (CFR) FE2URICE T 24FEDHEDEL ; EREEHB O BH
2026-08-03 - Proposed Rule

EHHANE (CFR) FAMICH S 2RHEVHENBLEZREY 28, ZOREICHT 2 BRESHRE A

Ricardo Andres Acuna : RIEERFEGS
2026-08-03 - Notice

Ricardo Andres Acunalc X3 2 RICEEHEGSDOBE, ZNICLH. HBZEANDFDARBEEEEINFIE S 1
%,

Angela Anatilde Baquero : RIEERRIEGS
2026-08-03 - Notice

Angela Anatilde BaquerolZ X9 2 I EERKIBER T DB, ZNIZ L D HEANDFDARSEEE) A R
Thd,
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https://www.federalregister.gov/documents/2026/08/06/2026-15964/authorization-of-emergency-use-of-an-in-vitro-diagnostic-device-in-response-to-an-outbreak-of-mpox
https://www.federalregister.gov/documents/2026/08/06/2026-15963/medical-devices-radiology-devices-classification-of-the-fludeoxyglucose-f18-guided-radiation-therapy
https://www.federalregister.gov/documents/2026/08/05/2026-15920/micro-tracers-inc-response-to-objections-and-requests-for-a-public-hearing
https://www.federalregister.gov/documents/2026/08/05/2026-15887/establishment-of-a-quantitative-medicine-innovation-network-scope-feasibility-and-opportunities
https://www.federalregister.gov/documents/2026/08/03/2026-15671/modification-of-certain-terminology-in-title-21-reopening-of-the-comment-period
https://www.federalregister.gov/documents/2026/08/03/2026-15636/ricardo-andres-acuna-final-debarment-order
https://www.federalregister.gov/documents/2026/08/03/2026-15635/angela-anatilde-baquero-final-debarment-order

BA7 7 VRE - B=E~OER - 18 - HEEZFELET

NRAFL I T—BLURBUERAM AL I T —HT BEAE R T AB L OBSEERISRICEET 2&
JEBIE  EREI KT 7 bHA KX R FIFATTRE
2026-08-03 - Notice

NAFTIZS—BRORBAHES X7 L EHSIERIBRICETZ PS5 7 b HA X RAXE, ERMEITICH
FATTRETH % 2 & % @AY %,

ANDAMEIF R & L UBAMEES R 7 A ICE IS 2FBEMEOFHE ; EREITHA X2 FATHEE
2026-08-03 - Notice

ANDAITIER & & UBATINE S X 7 L DEFMFHBICRIT 5 51 X AXE., EFREISICHATETH
%2 & EBRY o

ANDAEITIRE & L VBFIEEY X 7 L DREM S L ORBAEMOTTREM Ol ; EFREIFHET RS 7 b
HA KX R FHTEE
2026-08-03 - Notice

ANDAEIF IR & & UBFTEE S X 7 L DRI - BREMSHEICE T 2H0ET N2 7 bAAM X RAXE, #
HEFICHBTTEETH 2 Z & A2 BET B,

T SBOFDARKIA RV P AV X —

09 - Weekly Outlook

BELEE - R BTN D &, EfIICES D (Liberdomide (2026-08-17) . Deramiocel (2026-08-22) T9, Guidance
AgendaTIZCDER®DGenerics h24#F & &xZ A7 I Y — T,

AXFBRFOEHT -2 (BEE-KRVBE - 77 7Y 8 ZHEBNOCXELLELZDIOTHY . FROREL
A ETHEE A

17729


https://www.federalregister.gov/documents/2026/08/03/2026-15630/biosimilar-and-interchangeable-biosimilar-products-considerations-for-container-closure-systems-and
https://www.federalregister.gov/documents/2026/08/03/2026-15630/biosimilar-and-interchangeable-biosimilar-products-considerations-for-container-closure-systems-and
https://www.federalregister.gov/documents/2026/08/03/2026-15613/assessing-adhesion-with-transdermal-and-topical-delivery-systems-for-andas-guidance-for-industry
https://www.federalregister.gov/documents/2026/08/03/2026-15612/assessing-the-irritation-and-sensitization-potential-of-transdermal-and-topical-delivery-systems-for
https://www.federalregister.gov/documents/2026/08/03/2026-15612/assessing-the-irritation-and-sensitization-potential-of-transdermal-and-topical-delivery-systems-for

BA7 7 VRE - B=E~OER - 18 - HEEZFELET

E b B EA < b (AR

BEEXAUEDEHDF, 5, HEVIE (EXOBLUALHNILZ DEHEEZEE) (CHEMBICEEL TVWEY, HFE
O EEBLHBIIMA TV EEA

X E—FFTH TAdComBAER, & "TPDUFABREERZER, IERIOBFNTYT (BEEESIIBBTRREO—LTHH . &K
B9 AGR O] S HIMT B (IPDUFABAZEEH) , AdComDEEBREIL TSHEDFDAX 4 ¥ 2 —JL) k. PDUFABRZEER L
TMPEBRICED(PDUFABRZEER ) RE TN T THR(ET VL, BLEFITEHORICHOBMNTESRT S22 &
rdhHFET,

B =

2026-08-17 2. 0.0.8.0¢ iberdomide PDUFA
»L6H

2026-08-22 Yk kkk Deramiocel PDUFA
»ENH

2026-09-22 2.2.2.8.0.9 Zilganersen PDUFA
H & 428

2026-09-26 202,889 zilurgisertib PDUFA
& & 46H

2026-09-30 2.2.2.8.0.9 Apitegromab PDUFA
& &50H
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BA7 7 VRE - B=E~OER - 18 - HEEZFELET

[12] O EFHE <) — Gl

X &

@ #r#EH0 (PDUFA 24,/ AdCom 3,/ Guidance 0) 21
T OEH - HREEE 0
W HIBR - BXD TS 0

RGBS (227, L1045 %ERR)

[PDUFA] iberdomide (Bristol Myers SquibbBizx)  (2026-08-17)

[PDUFA] zanidatamab (Jazz Pharmaceuticals plcB7R)  (2026-08-25)

[PDUFA] zanidatamab (Zymeworks Inc.Bi’x)  (2026-08-25)

[PDUFA] Zilganersen (lonis Pharmaceuticals, Inc.Bi7R)  (2026-09-22)

[PDUFA] zilurgisertib (Mirum Pharmaceuticals, Inc.Bi7Rr)  (2026-09-26)
e [PDUFA] Apitegromab (Scholar RockBi7x)  (2026-09-30)

[PDUFA] Bepirovirsen (lonis Pharmaceuticals, Inc.Bd7~)  (2026-10-26)

[PDUFA] Povetacicept (pove) (VertexBi7x) (2026-11-30)

[PDUFA] zanzalintinib (EXELIXIS, INC.BA7R)  (2026-12-03)

[PDUFA] Quimilza TM (Vanda Pharmaceuticals Inc.Bi7=) (2026-12-12)

[12] i 5% OFDAR Y ¥ 2 —n (FDARR - EFH)

AKteosoarEFAE—ELTEA. FDARARRICERL -HEFTROA A2, HHEAFETIBELTVET,

BHERS - #E

2026-09-04 %k k¥  Agency Information Collection Activities; Submission for Office = Federal Register
& E24H of Management and Budget Review; Comment Request; Food

and Drug Administration Advisory Committees

2026-09-16 Fokok Yoo Pediatric Advisory Committee (PAC); Notice of Meeting; — Federal Register
& &36H Establishment of a Public Docket; Request for Comments

2026-09-23 dokkvcd  EEEBEBEEER = Federal Register
& & 43H 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
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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

E ® BEPRICES PDUFAHBESEH

BA7 7 VRE - B=E~OER - 18 - HEEZFELET

A—EL. PEDOSECIZEEEZER. AR TL RV U —RBLVRERHIEEH S NBHREECERL TV E 3, FDAA
ARLE-BENLRARNEBERTES Y $ A, BRREIZE, T, BUCEL &R 2TpEMArH D £5, HE. HElx
EAEBELEOEREREETIRIE., BEHIN-—RERENLT ZTHRLFET W,

HE (A B%I9)

bioE

i it fiE

Hi g

BEEEER BEEE E- 3
2026-08-17 . 0.0.0.0.¢ iberdomide
& &6H

2026-08-22 1. 8.0.8.8.¢ Deramiocel
»ENH

2026-08-25 Kk *%kJ%  zanidatamab
& &E148

2026-08-25 b 0. 8.8 0%¢ zanidatamab
& &148

2026-09-22 *%%k%*k  Zilganersen
& & 428

2026-09-26 *k%kKkKk  zlurgisertib
& & 468

2026-09-30 Y%%Kk  Apitegromab
& E50H

Bristol Myers
Squibb

CAPRICOR

THERAPEUTICS,

INC.

Jazz

Pharmaceuticals

plc

Zymeworks Inc.

lonis

Pharmaceuticals,

Inc.

Mirum

Pharmaceuticals,

Inc.

Scholar Rock

20/29

BREELIEHEEDOSH
Y EBERE (relapsed or
refractory multiple

myeloma)

Falz o XBIF A B
o074 —BEICET B0
#HIE (cardiomyopathy in
patients with Duchenne

muscular dystrophy)

—XEELLTOERE
BRAA  (first-line (1L)
gastroesophageal

adenocarcinoma (GEA))

—JEE L L TOHER?
BRI PTETTIE & 72 1388
BB RERE (first-
line (1L) HER2-positive
(HER2+) locally
advanced or metastatic
gastroesophageal

adenocarcinoma (GEA))

TLEY L R—IF
(Alexander disease

(AxD))

HETEB LR HERTZAR
fE (FOP) (fibrodysplasia
ossificans progressiva

(FOP))

AR EWRE (spinal
muscular atrophy

(SMA))

SEC 8-K (Press Release)

SEC 8-K

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/14272/000001427226000018/a2026q2ex991-filing.htm
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

2026-10-26
& &L76H

2026-11-14
& &£95H

2026-11-27
& &£108H

2026-11-30
& EIMHE

2026-12-03
& E114H

2026-12-12
& &£1238

2026-12-17
& £128H

2026-12-27
& £138H

2.2.0.9.0.¢

1 2.0.8.8.¢

1 8.2.2.8 ¢

1 2.2.2.8.¢

2.2.0.9.0.¢

2. 2.8.0.0.¢

Sk kK

2.2.0.9.0.¢

Bepirovirsen

ivonescimab

BBP-418

Povetacicept

(pove)

zanzalintinib

Quimilza TM

relacorilant

relutrigine

lonis
Pharmaceuticals,

Inc.

Summit

Therapeutics Inc.

BridgeBio

Pharma, Inc.

Vertex

EXELIXIS, INC.

Vanda
Pharmaceuticals

Inc.
Corcept
Therapeutics

Incorporated

Praxis Precision

Medicines, Inc.
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EMEBRIFFX (chronic
hepatitis B (CHB))

EGFREZFEEEMED
JOFTEST £ 7= (TR D
FEm T LR IR/ N AR A
AT, BE=HHREGFRF
o+ F—tEHREEHR

(TKD 12 & 2 ATAERE
zHI58E (EGFR-
mutated, locally
advanced or metastatic
non-squamous non-small
cell lung cancer (NSCLC)
who were previously
treated with a third-
generation EGFR
tyrosine kinase inhibitor
(TK1))

BRI R b7 g —
21/R9E! (limb-girdle
muscular dystrophy type
21/R9 (LGMD2I/R9))

IgABE
(immunoglobulin A

nephropathy (IgAN))

ERMEEBEEE A
(metastatic colorectal

cancer)

NSRRI
(Generalized Pustular

Psoriasis (GPP))

oy v JERRE
(Cushing's syndrome)

SCN2A#® & U'SCNBARIE
SEME T A DA MERE

(SCN2A and SCN8A
DEEs)

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/874015/000114036126029960/ef20078953_ex99-1.htm
https://www.sec.gov/Archives/edgar/data/1599298/000159929826000058/a2026_prx0722xharmonidat.htm
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

2027-01-06 }. 8.0 .6 8% ANKTIVA

& & 148H

2027-01-21 0. 8.0.0.0.9 zeleciment

& &163H rostudirsen

2027-01-29 2. 8.2.8.8.¢ Ulixacaltamide

»HE1T1H

2027-02-23 0. 8.0.0. 87 ZORYVE

& &£196H cream 0.05%

2027-02-27 *kKkKk*  zipalertinib

& & 2008

2027-02-28 b, 0.0 .0 87 VOXZOGO

& 2018

2027-03-11 % %%  Reblozyl

H L2128

2027-04-01 1.0.0.6.0 ¢ Pitolisant GR

& & 2338 (Gastro-
resistant)
Tablets

2027-05-01 .0.0.0.0 1 AXS-12

& &263H

ImmunityBio, Inc.

Dyne
Therapeutics,

Inc.

Praxis Precision

Medicines, Inc.

Arcutis
Biotherapeutics,

Inc.

Cullinan
Therapeutics,

Inc.

BioMarin
Pharmaceutical

Inc.
Bristol Myers

Squibb

Harmony

Biosciences

Axsome
Therapeutics,

Inc.
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LEWE (CIS) =fbh
BUWIHBERREEZET S
BCGRIL MM E =M
EEREA A (BCG-
unresponsive NMIBC with
papillary disease without
CIs)

TV URIRFyELS
BERAEATTREL T 2>
= REFFCR b7«
— (Duchenne muscular
dystrophy (DMD)
amenable to exon 51

skipping)

AREMIRE (Essential
Tremor (ET))

FLIR (E#3~244R)
C&T2BELI LPEE
DT FE—MEERX
(mild to moderate
atopic dermatitis in
infants aged 3 to 24

months)

EGFRT 2 vV V208 AZE

E5MIE/ R fhfE
(EGFR ex20ins

NSCLC)

REERARAE

(achondroplasia)

BREARHEAE (C £ A
(myelofibrosis-

associated anemia)

FiraL T —

(narcolepsy)

FILILTo—ICHEFH
&2 7L F > — (cataplexy

in narcolepsy)

SEC 8-K (Press Release)

SEC 8-K

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/1818794/000119312526308343/dyn-20260720.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/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

BA7 7 VRE - B=E~OER - 18 - HEEZFELET

2027-05-08 *Kkk*x*k  encaleret BridgeBio BLRERBEEROLC Y SEC 8-K (Press Release)
& &2708 Pharma, Inc. LIMFE1E (autosomal

dominant hypocalcemia

type 1 (ADH1))

2027-05-13 JKkk*k*k  mezigdomide Bristol Myers BRIE-EHAEDZH SEC 8-K (Press Release)
& & 2758 Squibb MYEEBERE (relapsed or

refractory multiple
myeloma (RRMM))

—&ER (8 - A - FRDOHHIE)
BEHN EEE E 3 ¥ i

202648 B 2. 0.0.0.0 ¢ rusfertide Protagonist SEC 8-K (Press Release)

Therapeutics, Inc

20284 (BFHARTE) %k Kk%k*  Pitolisant HD (high dose) Harmony Biosciences SEC 8-K (Press Release)

20284 (BFEARTE) 2.0.0.0.0.4 WAKIX (pitolisant) Harmony Biosciences SEC 8-K (Press Release)

20284 (BFEARTE) 2.8.0.0.0.¢ EPX-100 (clemizole Harmony Biosciences SEC 8-K (Press Release)
hydrochloride)
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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
https://www.sec.gov/Archives/edgar/data/1377121/000110465926091099/tm2622272d1_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
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14 I ERTA X AFETE (CDER/CBER/CDRH)

BEVR—DPERTRART S REERFLTVWI A X2 O—ETY, EHNEEORKRBIEIED SN TESL
3. FDAZ2IHBEDORITZMRT 21D TEHH A,

CDER (CY2026) —85¥F | AAX~<—
A7V —NR: PV v 7EER 244, RE - ZiE (CMC) 104, BEK - B 9. TEFH T 8. 8% 8
. RAFIST— 6 M

o HEHEEDTIEFLNDII2=4—23>Q& A Drug and Device Manufacture Communications with Payors,
Formulary Committees, and Small Entities - Questions and Answers; Revised Draft

o DHTOERKRAERFFICEE Y 2FDA L D#B5E  Engaging with FDA to Discuss the Use of Digital Health Technologies in
Clinical Investigations of Drug and Biological Products

o FOMRETMEEN A H> I T —DIREW¥E  Exclusivity for First Interchangeable Biosimilar Biological Products

o MFEFR IO/ 5L (FT,BT,BEFERE) Expedited Programs: Fast Track, Breakthrough Therapy, and Priority Review

o b NAEELDONDCER. EH. Y R MEFE  NDC Creation, Assignment, Listing and Appropriate Use for Human Drugs,
Including Biological Products

o BIEEENVFv—HIE Priority Review Voucher Programs

ELT (2HEAXR—DF5R])

CBER (CY2026) — 35 | AR R—
A7 DY —WER EAERARZ 9. Yo F L - T LAY UBIK O, MR - MREE| 5. 7 Ofth 24

o N7 —3— FMEMBHA|OEES X7 LFF  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 BEMEIKRIC L ZM/IMRIREX ()  Collection of Platelets by Automated Methods; Draft Guidance for Industry

o MMMBEDNBRIFFX Y A L RIREDHIE  Recommendations for Testing Blood Donations for Hepatitis B Virus; Guidance
for Industry

o HMICLZ~T Y TREREY RIEHOUETHSE  Revised Recommendations to Reduce the Risk of Transfusion-
Transmitted Malaria; Guidance for Industry

o HMMMAEDHTLY-I/IMREDHEE (L)  Recommendations for Testing Blood Donations for Human T-lymphotropic
Viruses | and Il; Draft Guidance for Industry

o HfE - BETFAEEGICEAT 3FAQ  Frequently Asked Questions - Cell and Gene Therapy Products; Guidance for

Industry
(ED29tF (BHFRFARXN—C5])

CDRH (FY2026) — 204 | AAF~—
A7 3 Y —WER: UC 9% (NEW +9) . A8 (NEW +8) . B3 (NEW +3)

o FFEREMARIZUIFED /Y F— 3>  Validation of Diagnostic Tests for Emerging Pathogens following a Declaration and
Determination under Section 564

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

o EEMIRDEFIEZEEIEETE(PCCP) Predetermined Change Control Plans for Medical Devices

o BERBRWFBFEROERS A 7Y A 2IIEA  Incorporating Voluntary Patient Preference Information over the Total Product
Life Cycle
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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
https://www.fda.gov/medical-devices/guidance-documents-medical-devices-and-radiation-emitting-products/cdrh-proposed-guidances-fiscal-year-2026-fy2026

BAATFVIRE — BEFE~OEE - R - AHE2HEELET

o NIOSHAGRIFRBEDFEMITHEE  Enforcement Discretion Policy for Premarket and Other Requirements for NIOSH-
Approved Air Purifying Respirators
o ABRARKDRREMEEAER Menstrual Products - Labeling and Performance Testing Recommendations
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