Digital Imaging and Communications in Medicine

MINUTES

DICOM Secretariat: MITA

1300 North 17th Street, Suite 900,
Arlington, VA 22209, USA

+1-703- 475-9217
http://www.dicomstandard.org/
dicom@medicalimaging.org

DICOM WORKING GROUP 17: 3D Manufacturing

Date:
Time:

Presiding Officers:

Wednesday 19 June 2019
11:00am —12:00pm US ET

Allan Noordvyk, Industry Co-Chair

Justin Ryan, User Co-Chair

DICOM Secretariat: Lisa Spellman, DICOM, General Secretary

Present | First Name Last Name Organization Voting Status

Present | Kevin Atkins 3D Systems Observer
Katie Weimer 3D Systems — Healthcare Observer
Ben Johnson 3DSystems Observer
David Forslund Advanced Computing Laboratory Observer
Lukas Mroz AGFA Healthcare Observer
Rainer Wegendkittl AGFA HealthCare Observer
Walter Bosch ATC, Washington University at St. Louis Observer
Mary Lou Padgett Auburn Univ & Padget Computer Innovations Observer
Robert Zollo Avante Technology, LLC Observer
Daniel Crawford axial3D Observer
Niall Haslam Axial3D Observer
Jens Rasmussen B-K Medical ApS Observer
Dimitris Mitsouras Brigham and Women's & Harvard Medical Observer
Kevin O'Donnell Canon Medical Research USA, Inc. Voting
Chikayoshi Yuzawa Canon Medical Systems Corporation Observer
Magnus Wahrenberg Canon Medical Visualization Systems Europe Observer
Joseph Johnnie Cantel Observer
William Sehnert Carestream Health, Inc. Observer

Present | Allan Noordvyk Change Healthcare Voting
Mahmoud Rezaee Change Healthcare Observer
Elliot Silver Change Healthcare Observer
Laura Olivieri Children's National Health System Observer
Andre Schroeter CHILI GmbH Observer
Young Lae Moon Chosun University Hospital Observer
Kanwal Farooqi Columbia University Observer
Johan Bostedt C-RAD Positioning Observer
David Liu DICOMSOFT CONSULTING LTD. Observer
John Weston Elekta Inc. Observer
Robert Horn Fairhaven Technologies Observer
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Anton larkin Federal North-West Medical Research Centre Observer
John Freeland Freeland Systems Observer
Steven Nichols GE Healthcare Observer
Paul O'Dea GE Healthcare Observer
Sarah Flora Geisinger Health System/ISS Solutions Observer
Jesseca Whitenight Geisinger Health System/ISS Solutions Observer
Arjen Becht Gelre Ziekenhuizen Observer
Erik Rauf Georg-August-University Goettingen Observer
David Frakes Google Observer
Diego Gicovate Hadassah University Hospital Observer
Dai Shinohara Hitachi, Ltd. Healthcare Buisiness Unit Observer
Pablo J. Alhama Blanco Hospital Universitario de Guadalajara, Medical | Observer
Simulator, Spain
Jeff Fawcett HP Inc Observer
Cedric Tavernier IMAGE ET Observer
Leodan Vega Izaguirre Informatics Science University Observer
Jorg Riesmeier IT Consultant Observer
Gunter Zeilinger J4Care GmbH Observer
Present | Vincent Marchetti KShell Analysis and Web3D Consortium Voting
Douglas Sluis Laitek Inc. Observer
T. Roger Keane Laurel Bridge Software, Inc. Observer
Todd Pietila Materialise Observer
Bart Veeckmans Materialise Voting
Mathieu Malaterre Mathieu Malaterre Consulting Observer
Present | Amy Alexander Mayo Clinic Observer
Hunter Dickens Mayo Clinic Observer
Jane Matsumoto Mayo Clinic Observer
Jonathan Morris Mayo Clinic Observer
Matt Stead Mayo Clinic Observer
Jonathan Halford Medical University of South Carolina Observer
Present | Luiza Kowalczyk MITA Observer
Present | Lisa Spellman MITA Observer
Nicole Wake Montefiore Voting
Mariza Foster MRI + Radiology Centre Observer
Tae-Sung Kim National Cancer Center Observer
Matthew Dougherty National Center for Macromolecular Imaging Observer
Meghan Coakley Nat Institute of Allergy and Infectious Diseases | Observer
Todd Goldstein Northwell Ventures Observer
James Thomas Northwestern Memorial Hospital Observer
PedroFernando ArizpeGomez OFFISe. V. Observer
Michael Onken Open Connections GmbH Observer
Matthew Bramlet OSF HealthCare Observer
Brent Cross OSF HealthCare Voting
Herman Oosterwijk OTECH, Inc. Observer
Jerome Declerck Oxford Centre for Innovation Observer
Kevin Lev Philips Observer
Joe Luszcz Philips Voting
David Clunie PixelMed Publishing Observer
Present | Justin Ryan Rady Children's Hospital San Diego Voting
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Michael Owens RefleXion Medical Observer
Oliver Burgert Reutlingen University Observer
Michael Sandow Royal Adelaide Hospital Observer
Angeline Cosca Sdmi Observer
Mattias Bergbom Sectra AB Observer
Jan Mitchell Select Research Ltd Observer
Dezheng (Bruce) Li (Lee) Shanghai United Imaging Healthcare Observer
Sebastian Budz Siemens Healthcare GmbH Alt. Voting
Eva Eibenberger Siemens Healthcare GmbH Observer
Joerg Illmann Siemens Healthcare GmbH Alt. Voting
Andreas Klingler Siemens Healthcare GmbH Voting
Bjorn Nolte Siemens Healthcare GmbH Voting
Antje Schroeder Siemens Healthcare GmbH Observer
Gerardo Hermosillo Valadez Siemens Med, CAD group Observer
Klaus Ludwig Siemens Medical Systems, Inc. Alt. Voting
Lauralyn McDaniel SME Observer
Angie Mines Smith & Nephew Observer
Andy Christensen Somaden, LCC Observer
David Trepess Sony Corporation Observer
Robert Wesley St. Louis Children's Hospital Observer
Stephen Vastagh Standards Management Company Observer
Chris Letrong Stanford School of Medicine Observer
Kyle Gifford Stanford University Observer
Chris LeCastillo Stanford University Observer
Ariel Batito Stratasys Observer
Ido Bitan Stratasys Observer
Grant Thomas-Lepore Stratasys Observer
Gal Ramot Stratasys Ltd. Observer
Michael Gaisford Stratasys, Medical Solutions Observer
Corey Cochran Stryker Communications Voting
Thanh Vuong Synaptive Medical Observer
Heinz Lemke Technical University Berlin Observer
David Maccutcheon TeraRecon Observer

Present | Paul Sovelius Advanced Surgical Visualization Consortium Observer
Michael Springer The Jacobs Institute Observer
Achim Mayer TomTec Imaging Systems, GmbH Observer
David Hatfield U. S. Department of Veterans Affairs Observer
David Overbeck U. S. Department of Veterans Affairs Observer
James Coburn U. S. Food and Drug Administration Observer
Carissa White UCLA Voting
Bill ZHANG Ultrasonix Medical Corp Observer
Lawrence Tarbox University of Arkansas for Medical Sciences Observer
Robert Rohling University of British Columbia Observer
Haley Clark UBC/British Columbia Cancer Agency Observer
Yu-hui Huang University of Illinois, Chicago Observer
David Linker University of Washington Observer
Beth Ripley University of Washington Observer
Brian Strzelecki Veteran's Affairs Puget Sound Health Care Observer

System
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Cristina Suarez Mejias Virgen del Rocio University Hospital Observer
David McNamara Virtual Radiologic Corporation Observer
Dima Elissa VisMed3D Observer
Brandi Bax Vital Images, Inc. Alt. Voting
Brian Frake Vital Images, Inc. Observer
Dave Nuthals Vital Images, Inc. Observer
Jonathan Whitby Vital Images, Inc. Alt. Voting
Peter Liacouras Walter Reed Army Medical Center Observer
Anita Havele Web3D Consortium Alt. Voting
Nicholas Polys Web3D Consortium Observer
Shim KyuWon Yonsei University Observer
Andre Mastmeyer Observer
Jayanthi Parthasarathy Observer
1. Opening

1.1 Welcome and introductions.
1.2 Review antitrust and patent rules.
1.3 Agenda review and approval.
1.4 Minutes from 22 May 2019 were approved with no changes.

2. Update: FDA acceleration of adoption of the harmonized regulations governing SaMD (Bob Zollo)

<Actions/Next Steps>
Flag for a deeper dive in WG-17 & WG-06

Bob has been tracking FDA and provided an update. His presentation is in today’s meeting folder.

Under the IMDRF protocol, they converged on new definition and framework to improve global

harmonization. Because of the speed of change in software, FDA decided to focus more on quality

management systems (QMS) and method to assess will be based on more on the QMS of a company.

They specifically mention PACS systems and the handling of files stored in that system will be covered

by this guidance.

Brief discussion about how this could help inform DICOM header elements. Although DICOM captures

some of the metadata, they are optional, we may wish to change header from Optional to Shall

See implications for WG-17 & Recommndation (last two slides) — he asks for WG17 to discuss and plan;

Also, the FDA is looking for feedback, so be sure to review and give feedback

a.
b.
c.

Put on next agenda for continuing discussion

Recommend that all WG-17 members review this slide deck and read publication as listed in slide 2

— defines working model and framework which plans to assess all software medical products and
defines SaMD and give feedback
Bob’s presentation is in today’s meeting folder.

Links to recommended documents to review.

https://www.fda.gov/medical-devices/digital-health/software-medical-device-samd

https://www.fda.gov/medical-devices/digital-health/digital-health-software-precertification-pre-

cert-program
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3. WG-06 review: Supplement 208 DICOM Encapsulation of OBJ Models for 3D Manufacturing and
Virtual Reality [Work Item 2017-04-E]

— Allan and Justin gave a review of feedback from WG-06, using a comments and disposition format

—  Document will be uploaded to today’s meeting folder — please review and let them know if any
guestions, comments or concerns.

—  Once this is let for Public Comment, everyone will have 45 days to submit feedback which we invite
and welcome.

Next Steps

—  If approved, will be issued for 40 days of public comment

—  Next: Based on feedback from Public Comment, if approved, would then be issued for Letter Ballot

—  Theninto Final Text

—  Possible publication (added to DICOM Standard) could go by end of 2019, but more likely Q1-2020

2. Reference Implementations (Justin)
— We are still seeking volunteers to help provide some open source implementations for NIH
— Was not discussed today due to time limitations

3. SIIM demonstration update (Allan)
— Models for demonstration:
o Several WG17 members are donating models, so we are set
— Video:
o Footage from Rady Children’s Hospital
o Will run a PPT loop

4. Discussion of future topics - what would members like to discuss or work on in the coming months?
— Did not discuss today due to time limitations

5. Old Business
— OBl licensing status update: After working on this for nearly 2 years, it appears that we have some
movement from Autodesk agreement related to use and creation of OBJ/MTL. Justin reported that
AutoDesk informed Justin that they sent the request to their chief IP counsel, so we hope to have final
clarification so we can move forward. (Thank you, Justin, for your persistence on this matter.)

6. New Business
— No new business was presented.

7. Next meeting —tcon — (usually meeting the 4™ WED each month, 11.00am-12:00pm USA ET)

July: Wed 24 July, 11am-12pmET
https://global.gotomeeting.com/join/286606949

August: Wed 28 August, 11am-12pmET
https://global.gotomeeting.com/join/919979221

September: Wed 25 September, 11am-12pm
https://global.gotomeeting.com/join/752036941
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8. Next meeting - F2F - None scheduled at this time.

11. Adjournment

The call adjourned at 12:05pm US ET. Minutes prepared by Lisa Spellman, DICOM General Secretary.
Report reviewed by MITA/NEMA legal counsel: CRS, June 19, 2019.
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Cait Cusak

Edna Boon Temaner

Shelley Price
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