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DITTA Workshop on Standardization
The benefits of international standards for regulatory conformity

Taking place during the 12th meeting of IMDRF in Ottawa, Canada

Monday 18 September 2017 from 12:00 to 16:00
Locati

ing from the IMDRF Work Item on

Agenda

12:00 - 12:10 Welcome and Introduction Patrick Hope, DITTA Chair
12:10- 12:40  Key Note Presentation To be confirmed
Beyond national standards recognition

Value of y
Session moderated by Nicole Denjoy, DITTA Vice-Chair
12:40 - 13:40  Conformity Assessment Body Ben Dahlen, UL, Engineering
Leader ces
Regulator from Japan

Industry

‘Speakers panel discussion including Q&A

ssion 2:
What makes a standard a great standard?

Session moderated by Mary Overiand, DITTA Board of Directors

13:40 - 14:50  Regulator from Canada

Conformity Assessment Body

Industry

A ards
Frane vreeswjk i
Secretary G

International SDO
Speakers panel discussion including Q8&A

14:50-15:20  Coffee break
15:20 - 15:50  Key Note Presentation Mark Leim
Safety of medical devices in International Standards ~ ~ R1°K M
15:50 - 16:00  Wrap-up and Outiook
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IMDRF/SaMD WG/N10 2013/12/18|Key Definitions

Possible Framework for Risk Categorrization

IMDRF/SaMD WG/N12 2014/9/18

and Corresponding Consideration
2015/10/2|Application of Quality Management System
2017/9/21|Clinical Evaluation

IMDRF/SaMD WG/N23
IMDRF/SaMD WG/N41
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SaMD N41 Clinical Evaluation

Clinbcal Association Product Performance
| between a SaMD ouputand a Verifi & Validate
Clinical Condition Anatytical |
Clinical
Literature searches, Original Climical Technical Validation
| Research, Prafessional Society Validation :
Guidelines, Secomdary Data Analyis, Accuracy, Senaitiviry,
Clinical Trials Reliabiliry, Mﬁg
Precision...

SaMD Deflnltion Statement

+ Intended Medical Purpose of a SaMD
Treat or Disgnose
Drive Clinical Management
Inform Clinical Management

* Targeted Healthcare Situation or
Condition of & SaMD

Personmel. nffasmicnure, Work Ervironment
Leadership and Organizational Support

Serious
Non-Serious

SaMD Categories SaMD N23 Quality

System
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SaMD N12 Risk Categorization
Framework
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