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Prescription Drug User Fee Rates for Fiscal Year 2027
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Medical Devices; Radiology Devices; Classification of the Phase-Changing Fiducial
Marker for Radiation Therapy
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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
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2026-08-22 %% *%** Deramiocel Capricor Duchenne SEC 8-K (Press Release)
21K%E Therapeutics muscular
dystrophy
2026-08-22 **%%**x Deramiocel CAPRICOR cardiomyopathy  SEC 8-K
21X THERAPEUTICS, in patients with
INC. Duchenne
muscular
dystrophy
2026-09-22 **%%* Zilganersen lonis Alexander SEC 8-K (Press Release)
52K1& Pharmaceuticals, disease (AxD)
Inc.
2026-10-26 **%*%*%* Bepirovirsen IONIS chronic SEC 8-K (Press Release),
86K PHARMACEUTICALS hepatitis B
INC (IONS) (CIK (CHB)
0000874015)
2027-01-21 **x*x*x*x z- Dyne Therapeutics, Duchenne SEC 8-K (Press Release)
173X rostudirsen Inc. muscular
dystrophy
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https://www.sec.gov/Archives/edgar/data/1133869/000110465926087891/capr-20260729xex99d1.htm
https://www.sec.gov/Archives/edgar/data/1133869/000110465926088667/capr-20260729x8k.htm
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https://www.fda.gov/drugs/guidances-drugs/cder-guidance-agenda

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

o Expedited Programs: Fast Track, Breakthrough Therapy, and Priority Review

¢ NDC Creation, Assignment, Listing and Appropriate Use for Human Drugs, Including
Biological Products

e Priority Review Voucher Programs
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$8593%5 : Therapeutic Products 1938 ~ Vaccines and Allergenics 938 ~ Blood and Blood Components 5I& « Other 218

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

o Collection of Platelets by Automated Methods; Draft Guidance for Industry

¢ Recommendations for Testing Blood Donations for Hepatitis B Virus; Guidance for
Industry

¢ 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

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

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

e Menstrual Products - Labeling and Performance Testing Recommendations


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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