




Biosimilars By the Numbers







Biosimilar User Fee 
Amendments of 2023 

(BsUFA III)



https://www.fda.gov/media/152279/download










BsUFA III Guidance Commitments and 

Other Milestones 



Year 1
10/2022 – 9/2023

Year 2
10/2023 – 9/2024

Year 3
10/2024 – 9/2025

BsUFA III Guidance Issuance goal dates

Revised draft guidance: Formal Meetings Between FDA & 
Sponsors or Applicants of BsUFA Products and any 
related/relevant MAPPs/SOPPs 9/30/2023

Guidance or MAPP on classifying supplements to a licensed 
351(k) BLA for purposes of determining review timelines by 
9/30/2023

Guidance on labeling for interchangeable biosimilar products by 
9/30/2023

Guidance on use of alternative tools for inspections by 
9/30/2023

Update relevant guidances, MAPPs and SOPPs regarding best 
practices in communication between FDA & Applicants during 
application review by 10/31/2023

Guidance on URRA and HF 
validation studies for 
biosimilar-device 
combinations by 9/30/2024

Guidance on promotional 
labeling and advertising 
considerations for 
interchangeable products by 
9/30/2024

Draft guidance on reporting 
category for post-approval 
manufacturing changes by 
9/30/2024

Guidance on 

considerations for 

presentations, 

container closure 

systems and device 

constituent parts for 

interchangeable 

products by 

9/30/2025
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BsUFA III Regulatory Science Program







https://www.fda.gov/drugs/biosimilars/biosimilars-science-and-research


Oct 1, 
2022

On or before 

Sept 30, 
2027

End of 
pilot

Public Meeting/ 
Interim report

Final 
Report

3 years 2 years

On or before 

Oct 30, 
2025

Start

Interim status 
of pilot

Deliverables for Pilot Program

Within 12 
months of 

project 
completion

Proposed strategy 
based on

the regulatory 
research program

Strategy 
Document
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Oct 1, 
2022

On or before 

Sept 30, 
2027

End of 
pilot

Public Meeting/ 
Interim report

Final 
Report

3 years 2 years

On or before 

Oct 30, 
2025

Start

Interim status 
of pilot

Funding Cycles for Regulatory Research

RFA-FD-22-026 (Sept 1, 2022 to Aug 31, 2024)

~ RFA-FD-23-026 (~ Sept 2023 to Aug 2025)

Within 12 
months of 

project 
completion

Proposed strategy 
based on

the regulatory 
research program

Strategy 
Document
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http://grants.nih.gov/grants/guide/rfa-files/RFA-FD-22-026.html
https://www.fda.gov/drugs/biosimilars/biosimilars-science-and-research


Regulatory Updates Under FDORA





https://purplebooksearch.fda.gov/faqs


Biosimilar Education and Outreach 





Health Care Provider Materials 
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http://www.fda.gov/drugs/biosimilars/basics-patients


FDA Biosimilar Materials in Spanish
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https://www.fda.gov/drugs/biosimilars/curriculum-materials-health-care-degree-programs-biosimilars


Medscape Continuing Education

FDA is supporting the development of a series of continuing education (CE) courses through 
Medscape about biosimilar and interchangeable products. This includes 4 courses in 2022 and 
a dedicated website for the content.
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Stakeholder Engagement

FDA works with government and non-
government stakeholders to support 
uptake and utilization of biosimilars.

• USP/FDA Infographic on biosimilars and 
quality

• FDA/ FTC educational resource for 
patients about biosimilar treatment 
options

Conducting stakeholder outreach and 
offering education to stakeholders 
including patient advocacy organizations, 
medical and professional associations, 
payors, pharmacy organizations, and state 
and federal governments partners.
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• Materials and resources for patients:

‒ Videos

‒ Additional infographics and graphics

• Materials and resources for health care providers:

‒ Videos

‒More continuing Education course options through Medscape

‒ Updated educational curriculum/teaching resources for HCP schools

• Continue work with multiple stakeholders to increase educational opportunities and 
ensure unbiased, truthful information about biosimilars is available. 

Future Education and Outreach Plans
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FDA Biosimilars Webpage 
• information for stakeholders, including industry and all educational materials 

Guidance Webpage
• Guidance related to BsUFA, including details on BPCI (search on “biosimilar”)

The Purple Book: Database of Licensed Biological Products
• Info on all FDA-licensed (approved) biological products regulated by CDER, including licensed 

biosimilar and interchangeable products, and their reference products, and FDA-licensed allergenic, 
cellular and gene therapy, hematologic, and vaccine products regulated by CBER

Publicly Available Biosimilar Training – CE Credits
• Biosimilar and Interchangeable Biological Products: An Updated Review of Scientific Concepts 

and Practical Resources | FDA
• FDA Drug Topics: Biosimilar and Interchangeable Products in the U.S.: Scientific Concepts, Clinical 

Use, and Practical Considerations | FDA
• Curriculum Materials for Health Care Degree Programs | Biosimilars | FDA

FDA Website Resources
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https://www.fda.gov/drugs/therapeutic-biologics-applications-bla/biosimilars
https://www.fda.gov/vaccines-blood-biologics/general-biologics-guidances/biosimilars-guidances
https://purplebooksearch.fda.gov/
https://www.fda.gov/about-fda/fda-pharmacy-student-experiential-program/biosimilar-and-interchangeable-biological-products-updated-review-scientific-concepts-and-practical
https://www.fda.gov/about-fda/fda-pharmacy-student-experiential-program/biosimilar-and-interchangeable-biological-products-updated-review-scientific-concepts-and-practical
https://www.fda.gov/about-fda/fda-drug-topics-biosimilar-and-interchangeable-products-us-scientific-concepts-clinical-use-and
https://www.fda.gov/about-fda/fda-drug-topics-biosimilar-and-interchangeable-products-us-scientific-concepts-clinical-use-and
https://www.fda.gov/drugs/biosimilars/curriculum-materials-health-care-degree-programs-biosimilars


Thank You!

www.fda.gov/biosimilars

QUESTIONS?
Please contact us at DRUGINFO@fda.hhs.gov 

http://www.fda.gov/biosimilars

	Slide 1
	Slide 2: Presentation Overview*
	Slide 3: Biosimilars By the Numbers
	Slide 4
	Slide 5
	Slide 6: Biosimilar User Fee  Amendments of 2023  (BsUFA III) 
	Slide 7
	Slide 8
	Slide 9
	Slide 10
	Slide 11
	Slide 12
	Slide 13
	Slide 14
	Slide 15
	Slide 16
	Slide 17
	Slide 18
	Slide 19
	Slide 20
	Slide 21
	Slide 22
	Slide 23
	Slide 24
	Slide 25: Education and Outreach
	Slide 26: Health Care Provider Materials 
	Slide 27: FDA Biosimilar Materials for Patients
	Slide 28: FDA Biosimilar Materials in Spanish
	Slide 29: Curriculum for Healthcare Professional Programs
	Slide 30: Medscape Continuing Education
	Slide 31: Stakeholder Engagement
	Slide 32
	Slide 33
	Slide 34:  Thank You!  www.fda.gov/biosimilars  QUESTIONS? Please contact us at DRUGINFO@fda.hhs.gov    
	D1S03-Ricci-Maxfield

