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Exploring the Link between the FDA Approval Process and the Patenting of Drugs and

Biologics

Location
Webinar

Date & Time

Start Date: 10/07/2021
Start Time: 1:00 pm
End Time: 5:00 pm EDT

Aaron Lukas will be presenting at the Hatch-Waxman and BPCIA Essentials
program. This is a three week program on IP basics and regulatory
fundamentals relative to small molecules and biologics for brand names,
generics, and biopharmas. Aaron will be discussing the following:

Rx Drugs (new drugs)

® |dentifying the application process for the approval of a new drug, i.e., small
molecule, new chemical entities, etc.

NDA (New Drug Application): definition, contents, and regulatory overview
INDA (Investigational New Drug Application) aka “IND”

® How does it differ from an NDA?

®  Accelerated approvals
= Defining eligibility criteria for accelerated approval and priority reviews
® What portions of approval submissions might FDA release and when?
® Using advisory committees in the approval process

Biologics

= How does the approval process for a biologic differ from that of a drug?
= BLA (Biological Licensing Application): application and filing

® How does a biologic differ from a drug?
® Which products require BLAs instead of NDAs?

® Why is it a “license” rather than an “approved application”?

Sponsor

American Conference Institute

in share [ % Post J

ATTORNEYS
Aaron Lukas, Ph.D.

Co-Chair, Hatch-Waxman &
Biologics

¥ alukas@cozen.com

o (202) 912-4823

RELATED PRACTICES
Hatch-Waxman & Biologics

Intellectual Property


#content
http://www.linkedin.com/company/cozen-o%27connor
https://www.instagram.com/cozenoconnor/
https://www.cozen.com/
https://www.cozen.com/people
https://www.cozen.com/practices-industries
https://www.cozen.com/news-resources
https://www.cozen.com/offices
https://www.cozen.com/about
https://www.cozen.com/careers
https://www.cozen.com/ancillary-businesses
https://www.cozen.com/people/bios/lukas-aaron
https://www.americanconference.com/
https://www.linkedin.com/shareArticle?mini=true&url=http://www.cozen.com/events/2021/exploring-the-link-between-the-fda-approval-process-and-the-patenting-of-drugs-and-biologics
https://www.cozen.com/people/bios/lukas-aaron
https://www.cozen.com/practices/intellectual-property/hatch-waxman-litigation
https://www.cozen.com/practices/intellectual-property
https://twitter.com/intent/tweet?original_referer=https%3A%2F%2Fwww.cozen.com%2Fevents%2F2021%2Fexploring-the-link-between-the-fda-approval-process-and-the-patenting-of-drugs-and-biologics%3Fmedia%3Dpdf&ref_src=twsrc%5Etfw%7Ctwcamp%5Ebuttonembed%7Ctwterm%5Eshare%7Ctwgr%5E&text=Exploring%20the%20Link%20between%20the%20FDA%20Approval%20Process%20and%20the%20Patenting%20of%20Drugs%20and%20Biologics&url=http%3A%2F%2Fwww.cozen.com%2Fevents%2F2021%2Fexploring-the-link-between-the-fda-approval-process-and-the-patenting-of-drugs-and-biologics&via=cozen_oconnor

COZE N LEARN MORE
O,CON NOR E:Eszrrci)b;a:qosPuincations

Contact

Privacy Policy | Disclaimer | Attorney Advertising



https://www.cozen.com/events/cle-programs
https://www.cozen.com/news-resources/subscribe-to-publication-alerts
https://www.cozen.com/contact
https://www.cozen.com/privacy-policy
https://www.cozen.com/disclaimer
https://www.cozen.com/attorney-advertising

