U.S. Department of Health and Human Services
%s PR Administration for Strategic
Preparedness & Response

ASPR Industry Roundtable on

Domestic Manufacturing of APIs/KSMs/FDFs
Agenda

Date: June 24, 2025, Check-in 8:00 a.m., Roundtable 9:00 a.m. - 4:45 p.m.
Location: Constitution Center Conference Facility, 400 7t Street SW, Washington, DC 20024

Host: U.S. Department of Health & Human Services (HHS), Administration for Strategic Preparedness and
Response (ASPR)

Purpose: To bring together leaders from government, industry, and academia to discuss the availability and
viability of domestically sourced Active Pharmaceutical Ingredients (APIs), Key Starting Materials (KSMs) and
Finished Dosage Forms (FDFs) with the aim of reducing U.S. dependence on these foreign-sourced
pharmaceuticals and their ingredients.

8:00 AM - 9:00 AM Registration & Networking
9:00 AM - 9:10 AM Welcome & Opening Remarks

9:10 AM - 9:30 AM Keynote 1 Address

9:30 AM -10:30 AM Panel Discussion: Domestic Manufacturing and Investment Priorities
10:30 AM - 11:00 AM Networking Break
11:00 AM -11:30 AM Presentation: Commerce API Survey Preliminary Results Wave 1

11:30 AM - 12:15 PM Industry Panel: Advancing Domestic Manufacturing of Pharmaceuticals and Ingredients for
National Security

12:15PM - 1:30 PM Working Lunch & Networking

1:30 PM - 2:30 PM Breakout Session 1: Resilience Strategies & Solutions
Participants choose one of the following:

e Session 1A - Onshoring and Nearshoring Strategies [Auditorium]

e Session 1B - KSM and APl Mapping and Visibility Tools [Conference Rooms A & B]

e Session 1C - Regulatory Harmonization and Fast Track Approval for Domestic APIs
[Conference Room C]

2:30 PM - 2:45 PM Break
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2:45 PM - 4:00 PM Breakout Session 2: Collaboration Opportunities
Participants choose one of the following:

e Session 2A - Industry-Government Partnerships [Auditorium]

e Session 2B - Leveraging Defense Production Act Authorities to Support the Public Health
Industrial Base [Conference Room (]

e Session 2C - Agile and Distributed Manufacturing [Conference Rooms A & B]

4:00 PM - 4:15 PM Break

4:15 PM - 4:45 PM Plenary Session: Key Insights & Closing Remarks
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