
26/03/13 Biosimilars

www.fda.gov/Drugs/DevelopmentApprovalProcess/HowDrugsareDevelopedandApproved/ApprovalApplications/TherapeuticBiologicApplications/Biosimilars/ 1/2

Biosimilars
The Patient Protection and Affordable Care Act (Affordable Care Act), signed into law by President Obama on March
23, 2010, amends the Public Health Service Act (PHS Act) to create an abbreviated licensure pathway for biological
products that are demonstrated to be “biosimilar” to or “interchangeable” with an FDA­licensed biological product. 
This pathway is provided in the part of the law known as the Biologics Price Competition and Innovation Act (BPCI
Act).  Under the BPCI Act, a biological product may be demonstrated to be “biosimilar” if data show that, among
other things, the product is “highly similar” to an already­approved biological product.   
Health care professionals and consumers can be assured that FDA will require licensed biosimilar and
interchangeable biological products to meet the Agency’s exacting standards of safety and efficacy.

Draft Guidances

FDA issues draft guidance on biosimilar product development1

Guidance for Industry on Biosimilars: Q & As Regarding Implementation of the BPCI Act of 20092

Federal Register ­­ Guidance for Industry on Biosimilars: Q & As Regarding Implementation of the BPCI Act of
200923

Scientific Considerations in Demonstrating Biosimilarity to a Reference Product (PDF ­ 576KB)4

Federal Register ­­ Scientific Considerations in Demonstrating Biosimilarity to a Reference Product 5

Quality Considerations in Demonstrating Biosimilarity to a Reference Protein Product (PDF ­ 432KB)6

Federal Register ­­ Quality Considerations in Demonstrating Biosimilarity to Reference Protein Product7

Fact Sheet: Issuance of Draft Guidances on Biosimilar Product Development8

Questions and Answers: Issuance of Three Draft Guidance Documents on Biosimilar Product Development9

Biosimilars Guidance Meeting Webinar 2/15/1210

Download Presentation Slides for 'Biosimilars Guidance Meeting Webinar 2/15/12' (PDF ­ 415KB)11

Related Information

Draft Guidances Relating to the Development of Biosimilar Products; Public Hearing; Request for Comments12

Approval Pathway for Biosimilar and Interchangeable Biological Products Public Meeting13

Implementation of the Biologics Price Competition and Innovation Act of 200914

Sections 7001­7003 (Biologics Price Competition and Innovation Act of 2009) of the Patient Protection and
Affordable Care Act (Public Law No. 111­148) (PDF ­ 122KB)15

Biologics Price Competition and Innovation Act of 200916

Page Last Updated: 07/10/2012 
Note: If you need help accessing information in different file formats, see Instructions for Downloading Viewers and Players.

Accessibility Contact FDA Careers FDA Basics FOIA No Fear Act Site Map Transparency Website Policies

U.S. Food and Drug Administration
10903 New Hampshire Avenue 
Silver Spring, MD 20993 
Ph. 1­888­INFO­FDA (1­888­463­6332)
Email FDA

           
For Government For Press
Combination Products Advisory Committees Science & Research Regulatory Information Safety Emergency Preparedness International Programs News &
Events Training and Continuing Education Inspections/Compliance State & Local Officials Consumers Industry Health Professionals FDA Archive

Links on this page:
1.  /NewsEvents/Newsroom/PressAnnouncements/ucm291232.htm

2.  /Drugs/GuidanceComplianceRegulatoryInformation/Guidances/ucm259797.htm

3.  http://www.gpo.gov/fdsys/pkg/FR­2012­02­15/pdf/2012­3549.pdf

4.  /downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM291128.pdf

5.  http://www.gpo.gov/fdsys/pkg/FR­2012­02­15/pdf/2012­3552.pdf

6.  /downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM291134.pdf

7.  http://www.gpo.gov/fdsys/pkg/FR­2012­02­15/pdf/2012­3550.pdf

8.  /Drugs/DevelopmentApprovalProcess/HowDrugsareDevelopedandApproved/ApprovalApplications/TherapeuticBiologicApplications/Biosimilars/ucm291197.htm

9.  /Drugs/DevelopmentApprovalProcess/HowDrugsareDevelopedandApproved/ApprovalApplications/TherapeuticBiologicApplications/Biosimilars/ucm291186.htm

10.  https://collaboration.fda.gov/p13473376/

11.  /downloads/Drugs/DevelopmentApprovalProcess/HowDrugsareDevelopedandApproved/ApprovalApplications/TherapeuticBiologicApplications/Biosimilars/UCM292463.pdf

12.  /Drugs/NewsEvents/ucm265628.htm

13.  /Drugs/NewsEvents/ucm221688.htm

14.  /Drugs/GuidanceComplianceRegulatoryInformation/ucm215089.htm

15.  /downloads/Drugs/GuidanceComplianceRegulatoryInformation/UCM216146.pdf

Drugs

Home Drugs Development & Approval Process (Drugs) How Drugs are Developed and Approved

http://www.fda.gov/default.htm
http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm291232.htm
http://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/ucm259797.htm
http://www.gpo.gov/fdsys/pkg/FR-2012-02-15/pdf/2012-3549.pdf
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM291128.pdf
http://www.gpo.gov/fdsys/pkg/FR-2012-02-15/pdf/2012-3552.pdf
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM291134.pdf
http://www.gpo.gov/fdsys/pkg/FR-2012-02-15/pdf/2012-3550.pdf
http://www.fda.gov/Drugs/DevelopmentApprovalProcess/HowDrugsareDevelopedandApproved/ApprovalApplications/TherapeuticBiologicApplications/Biosimilars/ucm291197.htm
http://www.fda.gov/Drugs/DevelopmentApprovalProcess/HowDrugsareDevelopedandApproved/ApprovalApplications/TherapeuticBiologicApplications/Biosimilars/ucm291186.htm
https://collaboration.fda.gov/p13473376/
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/HowDrugsareDevelopedandApproved/ApprovalApplications/TherapeuticBiologicApplications/Biosimilars/UCM292463.pdf
http://www.fda.gov/Drugs/NewsEvents/ucm265628.htm
http://www.fda.gov/Drugs/NewsEvents/ucm221688.htm
http://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/ucm215089.htm
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/UCM216146.pdf
http://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/ucm215031.htm
http://www.fda.gov/AboutFDA/AboutThisWebsite/WebsitePolicies/ViewingFiles/default.htm
http://www.fda.gov/AboutFDA/AboutThisWebsite/Accessibility/default.htm
http://www.fda.gov/AboutFDA/ContactFDA/default.htm
http://www.fda.gov/AboutFDA/WorkingatFDA/default.htm
http://www.fda.gov/AboutFDA/Transparency/Basics/default.htm
http://www.fda.gov/RegulatoryInformation/FOI/default.htm
http://www.fda.gov/AboutFDA/WorkingatFDA/NoFearAct/default.htm
http://www.fda.gov/SiteMap/default.htm
http://www.fda.gov/AboutFDA/Transparency/default.htm
http://www.fda.gov/AboutFDA/AboutThisWebsite/WebsitePolicies/default.htm
http://www.fda.gov/
http://www.fda.gov/AboutFDA/ContactFDA/default.htm
http://www.usa.gov/
http://www.fda.gov/AboutFDA/ContactFDA/StayInformed/GetEmailUpdates/default.htm
http://www.fda.gov/AboutFDA/ContactFDA/StayInformed/RSSFeeds/default.htm
http://www.fda.gov/NewsEvents/InteractiveMedia/default.htm#micro
http://www.fda.gov/NewsEvents/InteractiveMedia/default.htm#Facebook
http://www.fda.gov/NewsEvents/InteractiveMedia/ucm200145.htm
http://www.fda.gov/NewsEvents/InteractiveMedia/default.htm#flickr
http://www.fda.gov/ForFederalStateandLocalOfficials/default.htm
http://www.fda.gov/NewsEvents/default.htm
http://www.fda.gov/CombinationProducts/default.htm
http://www.fda.gov/AdvisoryCommittees/default.htm
http://www.fda.gov/ScienceResearch/default.htm
http://www.fda.gov/RegulatoryInformation/default.htm
http://www.fda.gov/Safety/default.htm
http://www.fda.gov/EmergencyPreparedness/default.htm
http://www.fda.gov/InternationalPrograms/default.htm
http://www.fda.gov/NewsEvents/default.htm
http://www.fda.gov/Training/default.htm
http://www.fda.gov/ICECI/default.htm
http://www.fda.gov/ForFederalStateandLocalOfficials/default.htm
http://www.fda.gov/ForConsumers/default.htm
http://www.fda.gov/ForIndustry/default.htm
http://www.fda.gov/ForHealthProfessionals/default.htm
http://www.accessdata.fda.gov/scripts/search/index.cfm?action=archive.search
http://www.hhs.gov/
http://www.fda.gov/default.htm
http://www.fda.gov/Drugs/default.htm
http://www.fda.gov/Drugs/DevelopmentApprovalProcess/default.htm
http://www.fda.gov/Drugs/DevelopmentApprovalProcess/HowDrugsareDevelopedandApproved/default.htm


26/03/13 Biosimilars

www.fda.gov/Drugs/DevelopmentApprovalProcess/HowDrugsareDevelopedandApproved/ApprovalApplications/TherapeuticBiologicApplications/Biosimilars/ 2/2

16.  /Drugs/GuidanceComplianceRegulatoryInformation/ucm215031.htm


