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Plenary Session Materials  
and CLE Information 

Plenary Session Supporting Materials 

Plenary Session One: Life Sciences Dealmaking in 2025   
 Client Alert: FTC and DOJ Announce Final Rule Reshaping HSR Filing Requirements 
 Client Alert: Revised Hart-Scott-Rodino Rules & Requirements Are Now in Effect 
 Client Alert: Biden-Era M&A Data Shows Continuity, Not Revolution 
 Media Mention: Healthcare and Life Science Deals Attys Expect In 2025 

 
Plenary Session Two: So You’ve Got Yourself a Promising Candidate – 
Planning Ahead for Commercialization   

 OIG’s 2023 General Compliance Program Guidance 
 OIG’s 2003 Pharmaceutical Compliance Program Guidance 
 FDA Draft Guidance on Accelerated Approval 
 The Hatch-Waxman Act: A Primer 
 “Skinny Labels” for Generic Drugs Under Hatch-Waxman 

 
Plenary Session Three: As AI Collides with The Drug Life Cycle, What 
Changes and What Doesn’t?  

 Client Alert: FDA Releases Highly Anticipated Draft Guidance Documents on Artificial 
Intelligence Regarding Devices, Drugs, and Biological Products  

 Blog Post: State Legislatures Consider New Wave of 2025 AI Legislation  
 Blog Post: OECD Launches Voluntary Reporting Framework on AI Risk Management 

Practices 

CLE Credit 

This program is approved for CLE in California and New York for both newly admitted and 
experienced attorneys. 

https://www.cov.com/news-and-insights/insights/2024/10/ftc-and-doj-announce-final-rule-reshaping-hsr-filing-requirements?utm_source=pardot&utm_medium=email&utm_campaign=clientalerts&sc_camp=2D3D522D49CB4CE599B743213715F288#layout=card&numberOfResults=12
https://www.cov.com/en/news-and-insights/insights/2025/02/revised-hart-scott-rodino-rules-and-requirements-are-now-in-effect
https://www.cov.com/en/news-and-insights/insights/2025/02/biden-era-m-and-a-data-shows-continuity-not-revolution
https://www.law360.com/corporate/articles/2272002/healthcare-and-life-science-deals-attys-expect-in-2025
https://www.cov.com/-/media/files/corporate/publications/file_repository/oig-2023-general-compliance-program-guidance.pdf
https://www.cov.com/-/media/files/corporate/publications/file_repository/oig-2003-pharmaceutical-compliance-program-guidance.pdf
https://www.fda.gov/media/184120/download
https://www.congress.gov/crs-product/R44643
https://www.congress.gov/crs-product/IF12700
https://www.cov.com/news-and-insights/insights/2025/01/fda-releases-highly-anticipated-draft-guidance-documents-on-artificial-intelligence-and-devices-drugs-and-biological-products
https://www.cov.com/news-and-insights/insights/2025/01/fda-releases-highly-anticipated-draft-guidance-documents-on-artificial-intelligence-and-devices-drugs-and-biological-products
https://www.insideprivacy.com/artificial-intelligence/blog-post-state-legislatures-consider-new-wave-of-2025-ai-legislation/
https://www.insideprivacy.com/artificial-intelligence/oecd-launches-voluntary-reporting-framework-on-ai-risk-management-practices/
https://www.insideprivacy.com/artificial-intelligence/oecd-launches-voluntary-reporting-framework-on-ai-risk-management-practices/
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