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But first, housekeeping
• Please note today’s session is being recorded

• To ask a question for discussion during Q&A, please:
• Either ‘raise your hand’ in the participant window and come off mute when the 

moderator calls on you, or

• Type your question into the chat box

• Slides and recording will be available after today’s session



Panelist Introductions



Incorporating Digitally Derived Endpoints within Clinical 
Development Programs by Leveraging Prior Work

Source: A.Bertha, et al. Incorporating digitally derived endpoints within clinical development programs by leveraging prior work. npj Digit. Med. 6,139 (2023) doi: 
10.1038/s41746-023-00886-9

Authors: Amy Bertha (Bayer), Rinol Alaj (Regeneron), Imein Bousnina (Genentech/Roche), Megan Doyle (Amgen), Danielle Friend (Janssen), Rasika Kalamegham (Genentech/Roche), Lauren Oliva (Biogen), Igor Knezevic (Bayer), Frank 
Kramer (Bayer), Hans-Peter Podhaisky (Bayer), and Sven Reimann (Bayer)



A Framework for Leveraging Prior Work to Demonstrate a 
DHT and Digitally-derived Endpoint are Fit-for-Purpose

Source: A.Bertha, et al. Incorporating digitally derived endpoints within clinical development programs by leveraging prior work. npj Digit. Med. 6,139 (2023) doi: 
10.1038/s41746-023-00886-9

Authors: Amy Bertha (Bayer), Rinol Alaj (Regeneron), Imein Bousnina (Genentech/Roche), Megan Doyle (Amgen), Danielle Friend (Janssen), Rasika Kalamegham (Genentech/Roche), Lauren Oliva (Biogen), Igor Knezevic (Bayer), Frank 
Kramer (Bayer), Hans-Peter Podhaisky (Bayer), and Sven Reimann (Bayer)



Case Study: Incorporating Digitally Derived Endpoints within 
Clinical Development Programs by Leveraging Prior Work

Source: A.Bertha, et al. Incorporating digitally derived endpoints within clinical development programs by leveraging prior work. npj Digit. Med. 6,139 (2023) doi: 
10.1038/s41746-023-00886-9

Authors: Amy Bertha (Bayer), Rinol Alaj (Regeneron), Imein Bousnina (Genentech/Roche), Megan Doyle (Amgen), Danielle Friend (Janssen), Rasika Kalamegham (Genentech/Roche), Lauren Oliva (Biogen), Igor Knezevic (Bayer), Frank 
Kramer (Bayer), Hans-Peter Podhaisky (Bayer), and Sven Reimann (Bayer)
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Project Partners

Extending the Verification, Analytical 
Validation, and Clinical Validation 
(V3) Framework to Ensure Real-World 
Performance of Biometric Monitoring 
Technologies (BioMeTs)

Source: V3+

Save the date for our V3+ 
launch event on 

February 27th at 11am ET! 

https://datacc.dimesociety.org/extending-v3/
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Source: https://pages.insightly.services/digital_endpoints 

 DiMe Projects / Building the Business Case for Digital Endpoints

Share your interest in joining us: 
Building the Business Case for Digital 

EndpointsJoin us in our next project as we 
convene leaders from across the 
field to develop the business case 
to support the development, 
adoption, and scale of digital 
endpoints!

https://pages.insightly.services/digital_endpoints
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