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September 23, 2021 
 
 
 
Dear 3D2021 Attendee: 
 
On behalf of the Heart & Vascular Center at Dartmouth-Hitchcock Medical Center and the 
Geisel School of Medicine, I would like to welcome you to the 19th Dartmouth Device  
Development Symposium (3D2021). 
 
This Symposium brings together leaders representing a broad spectrum of stakeholders  
within the medical device community.  We have worked hard to create a forum for open  
discussion and debate of the issues central to bringing new technologies into the clinic to  
improve patient care. 
 
I would like to acknowledge Joanie Moritz-Smith, who runs the 3D Office and Judy Gonzalez 
of JAG Consulting who have worked throughout the year to ensure that this Symposium runs 
smoothly.  If you have any questions, please do not hesitate to ask Joanie or any member of 
the 3D Team. 
 
We appreciate your support and active participation in making 3D a productive forum. 
 
With warmest regards, 

 

 

 

 

 
Aaron V. Kaplan, M.D., F.A.C.C. 
Professor of Medicine (Cardiovascular Medicine) 
Chair, 3D2021 Symposium 
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Thursday, 23 September 
 

6:30 AM Breakfast and Registration 
  

8:00 AM Welcome Mark Creager, MD 
 Director, Heart & Vascular Center 
 Dartmouth-Hitchcock Medical Center 

 
8:10 AM Opening Comments Aaron V. Kaplan, MD 

 Symposium Chair 
  

Session I When the Dust Settles:  Can We Put Humpty Dumpty Back Together? 
 How Do We Manage/Understand Study Data Generated During The Pandemic? 
 
 Moderator Donald Cutlip, MD 

 Beth Israel Deaconess Medical Center 
 
8:35 AM The Pandemic Impact on Heart Failure Morbidity and Mortality Scott Solomon, MD 

Impact on Ongoing Clinical Studies  Brigham and Women’s Hospital 
 
8:45 AM Round Table Conversation 

 
FDA Andrew Farb, MD 
Edwards Lifesciences Ted Feldman, MD 
Columbia/CRF Martin B. Leon, MD 
Brigham and Women’s Hospital Scott Solomon, MD 
Boston Scientific Ken Stein, MD 

 
9:15 AM Audience Q&A 
 
 

9:25 AM Early Feasibility Testing   
 Where are we? Where are we going? 
 

Presenter Moderator 
Andrew Farb, MD* Aaron V. Kaplan, MD 
Center for Devices and Radiological Health/FDA Symposium Chair 

 
9:35 AM  Audience Q&A 

 
9:45 AM Break 

* 



 Program 2 
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10:15 AM When the Dust Settles:  How will Things Look Different? 
Revisiting Interviews from 3D2020-November 2020 
 
Mike Mussallem Aaron V. Kaplan, MD 
Chairman & CEO  Symposium Chair 
Edwards Lifesciences  

 
 
Session II When the Dust Settles:  What will the Silver Linings be? 

Leveraging lessons from the pandemic as we move forward. 
 
10:40 AM  Moderator Alexandra Lansky, MD 

Framing Comments Yale University 
  

10:50 AM Round Table Conversation 
 

Arsuf Global Partners Yuval Binur, PhD 
Boston Scientific Ian Meredith, MD, PhD 
Gates Vascular Institute  Adnan Siddiqui, MD 
FDA  Bram Zuckerman, MD 

 
11:20 AM Audience Q&A 
 
 
11:30 AM When the Dust Settles:  How will Things Look Different? 

Revisiting Interviews from 3D2020-November 2020 
 
Paul LaViolette Aaron V. Kaplan, MD 
Managing Partner Symposium Chair 
SV Health Investors  

 
 
11:50 AM Adjourn 
 
 
Noon Lunch 
 
  

* 
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1:00 PM When the Dust Settles:  How will Things Look Different? 
Revisiting Interviews from 3D2020-November 2020 
 
Martin Leon, MD Aaron V. Kaplan, MD 
Director, Center for Interventional Vascular Therapy Symposium Chair 
Columbia University 
Founder & Chairman Emeritus, CRF  

 
 
Session III MCIT: Where do we stand? 

Breakthrough Designation, where is the value without MCIT 
 
Moderator Emily P. Zeitler, MD 
 Dartmouth Institute/Heart & Vascular Center 
 Dartmouth-Hitchcock Medical Center 

 
1:20 PM Framing Comments Marianne Hamilton Lopez, PhD, MPA 

 Robert J. Margolis Center for Health Policy 
 Duke University 

 
1:30 PM Round Table Conversation 

 
Edwards Lifesciences Todd J. Brinton MD 
CMS Tamara Syrek-Jensen, JD 
FDA Nicole Ibrahim, PhD 
Baylor-Scott& White Michael Mack, MD 
Investor Evan Norton 

 
2:00 PM Audience Q&A 
 
 
2:10 PM When the Dust Settles:  How will Things Look Different? 

Revisiting Interviews from 3D2020-November 2020 
 
Tamara Syrek-Jensen, JD* Emily Zeitler, MD 
Centers for Medicare & Medicaid Services Dartmouth-Hitchcock Medical Center 
  
 

 
2:30 PM Break 
 

 

* 

* 
* 
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Session IV Leveraging Real World Evidence-Linking Registry with Claims Made Data 
Impact on understanding Post Approval Outcomes 
 
Moderator David Malenka, MD 
 Dartmouth-Hitchcock Medical Center 

 
2:50 PM Framing Comments Ralph Brindis, MD 
 ACC National Cardiovascular Data Registry 
 University California, San Francisco 
 
3:00 PM Round Table Conversation 

NCDR/UCSF  Ralph Brindis, MD 
CRF David Cohen, MD 
ADVI  Louis Jacques, MD 
CMS Steven Framer, MD, PhD 
FDA Changfu Wu, PhD 

 
3:30 PM Audience Q&A 

 
 

3:40 PM Understanding the Impact of Congress on the Medical Device Ecosystem 
A Former Congressman’s Perspective 
 
Lauren Gilstrap, MD Erik Paulsen 
Heart & Vascular Center/ Dartmouth Institute Congressman-MN 3rd District 
Dartmouth-Hitchcock Medical Center 2009-2019 

 
4:10 PM Audience Q&A 
 
 
4:25 PM Adjourn 
 
 
5:30 PM Reception  South Garden 

 
Welcome  Matthew J. Slaughter, PhD 

The Paul Danos Dean of the Tuck School 
The Earl C. Daum 1924 Professor of International Business 

  

* 
* 
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Friday, 24 September 
 
6:30 AM Breakfast  
 
8:00 AM Opening Comments Aaron V. Kaplan, MD 

 
 Symposium Chair 

8:15 AM A Conversation with The Director 
 
Syd Finkelstein, PhD Jeffrey Shuren, MD, JD 
Roth Professor of Management Director 
Tuck School of Business at Dartmouth Center for Devices and Radiological Health 
 U.S. Food & Drug Administration 

 
Session VI MDD to MDR Transition:   

Implications for Europe and the Medical Device Ecosystem 
 
Moderator Andrew Cleeland 
 Fogarty Innovation 
 

8:50 AM  Transition Update Nitin Mehta 
  Consultant 
9:00 AM Round Table Conversation 

 
DEKRA Gretchen Adams 
New Enterprise Associated Tak Cheung, MD 
Shockwave Keith Dawkins, MD 
Miracor Olivier Delporte 
Abbott Laboratories Mark Gent 
Consultant Nitin Mehta 
 

9:30 AM Audience Q&A 
 
 
9:40 AM Break 
 
 
 
 
 
 
 

* 

*
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10:15 AM When the Dust Settles:  How will Things Look Different? 
Revisiting Interviews from 3D2020-November 2020 
 
Mike Mahoney* Aaron V. Kaplan, MD 
Chairman & CEO Symposium Chair 
Boston Scientific  

 
 
Session VII When the Dust Settles: What Will The Large Annual Meeting Look Like?  

  
10:35 AM  Moderator  Michael Mack, MD 
 Framing Comments  Baylor, Scott & White Health 

  
10:45 AM  Round Table Conversation 
 

CRF Juan Granada, MD 
American Heart Association Mariell Jessup, MD 
Radcliffe Group Liam O’Neill 
Medtronic Sean Salmon 
American College of Cardiology Justine Turco 

 
11:15 AM Audience Q&A 
 
 
11:30 AM Closing Comments Aaron V. Kaplan, M.D. 

 Symposium Chair 
 
Noon Adjourn 
 

*

 



 

 

Gretchen Adams, M.Sc. 
DEKRA Certification Notified Body 
 
Katie Arnold 
SPRIG Consulting LLC 
 
Auriel August, MD 
Santé Ventures 
 
Lauren S. Baker, PhD 
Insight Medical Consulting 
 
Lisa Beck, BSN, MS  
MCRA 
 
Ori Ben-Yehuda, MD  
Cardiovascular Research Foundation 
(CRF) / UCSD 
 
Seth Bilazarian, MD  
Abiomed, Inc. 
 
Yuval Binur, PhD 
Arsuf Global Partners 
 
Ralph G. Brindis, MD, MPH  
American College of Cardiology-NCDR  
U.C.S.F 
 
Todd J. Brinton, MD  
Edwards Lifesciences 
 
Gerry Brunk 
Lumira Ventures 
 
Nikolay Bugaev, MD  
Tufts Medical Center 
 
Tak Cheung, MD  
New Enterprise Associates, Inc. (NEA) 
 
Andrew Cleeland  
Fogarty Innovation 
 
David J. Cohen, MD, M.Sc.  
Cardiovascular Research Foundation 
(CRF) 

Mark A. Creager, MD  
Dartmouth Hitchcock Medical Center 
 
Donald E. Cutlip, MD  
Beth Israel Deaconess Medical Center 
 
Keith D.  Dawkins, MD, FRCP  
Shockwave Medical 
 
Olivier Delporte 
Miracor Medical - Belgium 
 
Carol Devellian, M.Sc. 
Conformal Medical, Inc. 
 
James Eadie, MD  
Santé Ventures 
 
Andrew Farb, MD  
US Food & Drug Administration (FDA) 
CDRH 
 
Steven Farmer 
Centers for Medicare & Medicaid  
Services (CMS) 
 
George Fazio 
Corvia Medical, Inc. 
 
Ted Feldman, MD  
Edwards Lifesciences 
 
Sydney Finkelstein, PhD 
Tuck Business School at Dartmouth  
College 
 
Mark W. Gent 
Abbott Ventures 
 
Lauren G. Gilstrap, MD  
Dartmouth Hitchcock Medical Center 
 
Douglas Godshall 
Shockwave Medical 

 
Nina Goodheart 
Medtronic 

Martha L. Graber, MD  
Dartmouth Hitchcock Medical Center 
 
Juan Granada, MD  
Cardiovascular Research Foundation 
(CRF) 
 
Conor Hanley 
Fire 1 
 
Marianne Hamilton-Lopez, PhD 
Duke University 
 
Robert A. Harrington, MD  
Stanford University 
 
Allison J Hawke, CCRP 
Dartmouth Hitchcock Medical Center 
 
Jo Carol Hiatt, MD 
MDIC 
 
Tokuyuki Honda, MD  
Canon U.S.A., Inc. 
 
Nicole Ibrahim, PhD 
US Food & Drug Administration (FDA) 
CDRH 

 
Louis B. Jacques, MD  
ADVI 
 
Mariell Jessup, MD  
American Heart Association 
 
Aaron V. Kaplan, MD 
Dartmouth Hitchcock Medical Center 
 
Scott Kellogg 
Suonio Bio, Inc. 
 
Kevin Kwaku, MD  
Dartmouth Hitchcock Medical Center 
 
Alexandra J. Lansky, MD  
Yale School of Medicine 
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John C. Laschinger, MD, PhD 
WL Gore / Edwards Lifesciences 
 
Paul A. LaViolette 
SV Health Investors 
 
Tiffany Le 
New Enterprise Associates, Inc. (NEA) 
 
Martin Leon, MD  
Columbia University Medical Center 
Cardiovascular Research Foundation 
(CRF) 
 
Andy Levine    
Conformal Medical, Inc. 
 
Rich Linder 
Xenter 
 
Beverly H. Lorell, MD  
King & Spalding 
 
Michael J. Mack, MD  
Baylor Scott & White Health 
 
Michael F. Mahoney 
Boston Scientific 
 
David J. Malenka, MD  
Dartmouth Hitchcock Medical Center 

 
Nitin Mehta, MD 
Consultant 
 
Ian Meredith, PhD 
Boston Scientific 

 
Michael Mussallem  
Edwards Lifesciences 

Evan Norton 
Consultant 
 
Erik Paulsen 
Congressman Minnesota 3rd District 
United States House of Representatives 
2009-2019 

 
Josh Phillips  
Catalyst Health Ventures 
 
Paul I. Rachlin, JD  
Cardiac Implants LLC 
 
Sabir Rassiwalla 
Abbott Ventures 
 
Mike Regan 
Fogarty Innovation 
 
Randel E. Richner, RN, MPH  
University of Michigan School of  
Public Health 
 
Harry D. Rowland, PhD 
Endotronix, Inc. 
 
Sean Salmon 
Medtronic 
 
Barry Schweitzer, PhD 
Dartmouth College 
 
Jeff Shuren, MD, JD 
US Food & Drug Administration (FDA) 
CDRH 
 
Adnan Siddiqui, MD, PhD 
State University of New York at Buffalo 
 

Matthew J. Slaughter, PhD 
Tuck Business School at Dartmouth  
College 
 
Bethany Solomon 
Norris Cotton Cancer Center  
 
Scott Soloman, MD 
Brigham and Women's Hospital 
 
Hans-Peter Stoll 
MCRA 
 
Kenneth Stein, MD  
Boston Scientific 
 
Tamara Syrek-Jensen, JD 
Centers for Medicare & Medicaid  
Services (CMS) 
 
Mark Turco, MD  
Xenter 
 
Justine Turco, MA 
American College of Cardiology (ACC) 
 
Bernard Vasseur, MD  
US Food & Drug Administration (FDA) 
CDRH 
 
Changfu Wu, PhD 
US Food & Drug Administration (FDA) 
CDRH 

 
Emily Zeitler, MD  
Dartmouth Hitchcock Medical Center 

 
Bram Zuckerman, MD  
US Food & Drug Administration (FDA) 
CDRH 
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We would like to acknowledge and thank our sponsors: 

 

THANK YOU! 

 

Abbott Vascular 

Boston Scientific Corporation 

Edwards Life Sciences 

Medtronic, Inc. 

Manulife 

 

3D2021 is funded in part by restricted and unrestricted grants from the sponsor 

list above and rules and regulations regarding the “Sunshine Act” are followed. 
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SEE YOU IN 2022  
 

 

3D DARTMOUTH DEVICE DEVELOPMENT SYMPOSIUM 

CELEBRATES 20 YEARS 
 

 

Please visit our website for updates throughout the year! 

3d-dartmouthdevicesymposium.org 

 

 

 

Contact us 

3DSymposium@Hitchcock.org 
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