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

Milligrams, Were Not Withdrawn From Sale for Reasons of Safety or Effectiveness
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Reauthorization of the Prescription Drug User Fee Act; Public Meeting; Request for

Comments

ZBAR (RBHAFPERZER) ENRNIERARZRN, FIAEWNFEBERN, FAS5HEURMARRHEE
o

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

80 Milligrams, Were Not Withdrawn From Sale for Reasons of Safety or Effectiveness
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Container Closure Systems for Human Drugs and Biological Products; Draft Guidance

for Industry; Availability
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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
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o

Guide To Minimize Biological Hazards in Ready-to-Eat Fresh-Cut Produce; Guidance for
Industry; Availability
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e [PDUFA]INO-3107 (2026-10-30)

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

o [PDUFA] bezuclastinib (2026-12-30)

« [PDUFA] Varegacestat (2027-04-28)

e [PDUFA] AXS-12 (2027-05-01)

o [PDUFA] encaleret (2027-05-08)

o [PDUFA] obexelimab (2027-05-27)

e [PDUFA] Ameluz (2026-09)

¢ [AdCom] Molecular and Clinical Genetics Panel of the Medical Devices Advisory Committee;
Notice of Meeting; Establishment of a Public Docket; Request for Comments-GRAIL, Inc.
Galleri (2026-09-23)
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e [AdCom] Agency Information Collection Activities; Submission for Office of Management
and Budget Review; Comment Request; Food and Drug Administration Advisory

Committees
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39KfE Devices Advisory Committee; Notice of Meeting;

Establishment of a Public Docket; Request for

Comments-GRAIL, Inc. Galleri


https://www.federalregister.gov/documents/2026/08/10/2026-16245/molecular-and-clinical-genetics-panel-of-the-medical-devices-advisory-committee-notice-of-meeting
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K597 Generics 241, Pharmaceutical Quality/CMC 103, Clinical/Medical 93, Administrative/Procedural 81,
Compounding 8. Biosimilars 6115
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¢ 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
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CBER (CY2026) — 35 |

259375 Therapeutic Products 19I%. Vaccines and Allergenics 93, Blood and Blood Components 531, Other 21

EARHE

o 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
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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

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

o Frequently Asked Questions - Cell and Gene Therapy Products; Guidance for Industry
58529 (ZEHIFRIFENEHTUHE)
CDRH (FY2026) — 200 | EARE

%819%: |UC 9. |A 7T, |B 3M. ||A 11

¢ 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

¢ 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

e Menstrual Products - Labeling and Performance Testing Recommendations
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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
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