
Time Title Presenter

8:00-8:30 Registration & Continental Breakfast

8:30-8:45 Welcome and Announcements Sheri Krajewski, NAMSA

8:45-9:30 FDA Keynote TBA

9:30-10:15
Determination of a Medical Device Parenteral Non-Cancer
TTC Based on In Silico ADME and Physicochemical Attributes

Taylor Builee, Solventum

10:15-10:45 Break

10:45-11:30
Do We Really Need to Account for Bioaccumulation When
Assigning a Medical Device to an Exposure Duration Category?

Ron Brown, Risk Science
Consortium, LLC

  11:30-12:30 Lunch & Networking

12:30-1:15
Establishing Material Equivalency for Material or Processing
Changes

Megan DeBari, Philips

1:15-2:00
Enabling Change with Confidence: Risk‑Based Biocompatibility
Assessment of Manufacturing Modifications

Chloe Lenker, Philips

2:00-2:45
Could Materials of Construction be Sufficient to Predict
Irritation Response

Cayla Ruch; Phil Smiraldo,
NAMSA

2:45-3:15 Break

3:15-4:00
Concentration of Extractables and Leachables (E&L) Samples:
Development and Investigation into Impact on Sample Integrity   

Amanda Degner, Medtronic

4:00-4:45
From Acceptance to Implementation: Practical Introduction to
the Use of NAMs in Medical Device Regulatory Submissions

Adam Bettmann, PETA Science
Consortium International e.V.

4:45-6:00 Networking, Appetizers and Cocktails
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