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In canadian Digital Health

ISO/TC (Technical Committee) 215 is the global digital health and informatics standards body, leading the way for coherent and consistent exchange and use of health data, information, and knowledge to support and enable all aspects of the health system. With ISO representing over 160 countries and TC 215 having 66 participating and observing countries, we play a vital international role in enabling the global reach of health information systems to collect information, exchange it seamlessly, and protect its security and privacy, while making it widely available for authorised access by many potential users including patients and those who care for them, researchers, regulators, and funders/payers.
 
In Canada the development of such standards is governed through the Standards Council of Canada (SCC), with a mirror committee to the international TC215 chaired by an elected, volunteer member of the Canadian Digital Health community (currently Elizabeth Keller, with Vice-Chairs Beverly Knight and Finnie Flores) and co-funded for meetings by SCC and Canada Health Infoway.  Currently there are over 45 volunteer Canadian experts in health care and digital health from across Canada helping to lead, develop and review new global ISO standards.  The committee is a strong community of Canadian standards experts, developers and contributors, was honoured by winning the SCC award for most collaborative committee (all industries) in 2018 and is recognized and widely respected on the international stage.  
Read the full list of relevant examples of ISO/TC 215 and SC1 standards and initiatives.
Read more details in this Introduction to ISO TC/215 in Canada.



What value does ISO/TC 215 bring to Canada?  What current themes are relevant in digital health?

Digital Health in Canada is booming, and standards are driving the ability to share data interoperably across the digital health ecosystem.   Our Canadian committee is focused on several key areas, including virtual care, genomics and immunizations, to promote enhanced patient experience and clinical outcomes.  Relevant ISO/TC 215 developed standards include standards for patient and provider data, telehealth, immunization, traditional and Chinese medicine, sharing of data from remote monitoring devices, health, medical device and apps safety and genomic data sharing. 

The 2019 established Sub-Committee on Genomics Informatics (SC1) provides standards that link gene sequencing, analysis, reporting and tracking to clinical care, in particular for recent Covid-19 pandemic virus surveillance and continuing for all types of chronic, cancer and rare diseases. 
ISO/TC 215 is also tackling key issues in health care through standards related to electronic prescribing, sex and gender, immunization, medication safety alerts and development of related technical report on physician burn out. Work is also being done on standards relating to conformity assessment and certification programs. This is particularly important to Canada where a standard may be referenced in legislation, regulations or commercial contracts for products or services.  
ISO/TC 215 has recently embarked on a key initiative to address health data and information governance to enable among others, effective patient and provider access to health data and information and promote patient engagement.

Use of new technologies in delivery of healthcare such as cloud computing and artificial intelligence (AI) are also addressed by ISO/TC 215 through privacy and security standards for cloud environment, consumer-oriented cloud functional model and establishment of task force to develop standards guidance on application of AI technologies in health Informatics.

Other priority data of interest to Canada such as gender, sex, sexual orientation, racialized group, other social determinants of health, and equity definitions may be considered for standardization through the ISO standards development process.   

Where can I find more information on this Committee?
· https://infocentral.infoway-inforoute.ca/en/collaboration/communities-2/iso

[bookmark: _Hlk58505616]Who do I contact for more information?

ISO/TC 215 Canadian Advisory Mirror Committee Leadership
· Elizabeth Keller, Chair and Head of Delegation, ISO/TC 215 Committee (Canada)
· kellerel@amazon.com, 416-200-8633
· [bookmark: _Hlk31894322]Beverly Knight, Vice-Chair, ISO/TC 215 Committee (Canada) 
· beverlygk4@gmail.com
· [bookmark: _Hlk31894263]Finnie Flores, Vice-Chair, ISO/TC 215 Committee (Canada)
· [bookmark: _Hlk104475869]finnie.flores@cgi.com
· Don Newsham, Past Chair, ISO/TC 215 Committee (Canada)
· don@newsham.co
· Grant Gillis, Chair, ISO/TC 215 Committee SC1 – Genomics (Canada)
· gogillisltd@gmail.com

Who provides funding for ISO/TC 215 Canadian Advisory Mirror Committee?

In addition to funding provided by Standards Council of Canada (SCC) and Canada Health Infoway (CHI), the Committee also appreciates organizations who support their employees to volunteer their expertise and time to the development of international standards, including Accenture, AWS, CGI,  Health Canada, and others. 
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Who are the Canadian experts comprising the ISO/TC 215 Canadian Advisory Mirror Committee?
 
The expert group is comprised of Canadian Digital Health experts from various health care sectors, with varied backgrounds including academic, clinical, architectural, informatics, genomics, standards, privacy and security, etc. 

Huge thank you to our current experts who volunteer their time and expertise:

[bookmark: _Hlk104468115]TC215 Members: Andrew Grant  Beverly Knight, Bill Wilson, Catherine Cameron, Chaitanya Baliga, Charles Chen, Clair Kronk, Craig Anderson, Derek Ritz, Don Newsham, Ethne Munden, Elizabeth Keller, Eric Sutherland, Eugene Igras, Faud Khan,  Finnie Flores, Frederic Laroche, Gordon Wehner, Grant Gillis, Heather King, Helen Lang, Kelly Abrams, Kunj Joshi, Marion Lyver, Mary Raphael, Michael Nusbaum, Michelle Mula,  Neil Gardner, Peter Humphries, Phil Cuscuna, Pierre Chen, Rasika Rajapakshe, Raymond Simkus, Sarah Wark, Shalini Gambhir, Steven Dain, Sue Schneider, Suzanne De Haney, Timothy Wood
[bookmark: _Hlk104474736]SC1 Members: Andrew Grant, Christine Beyaert, Don Newsham, Evgueni Loukipoudis, Grant Gillis, Helen Lang, Jeremy Adams, Lindsay Smith, Marc Fiume, Marion Lyver, Michael Nusbaum, Robert Fraser

We are an open Committee and always welcome new digital health experts. Apply here to join us:
https://www.scc.ca/en/standards/committees/iso-tc-215-health-informatics



[bookmark: _Hlk106692355]Relevant Examples of ISO/TC 215 standards and initiatives related to key themes
Our Committee is currently working on the following areas and standards of key relevance to Canada: 
1. Virtual Care 
· ISO/WD 13131 Telehealth services – Quality planning guidelines
· ISO/IEEE NP 11073-10201 – Point-of-care medical device communication – Part 10201: Domain information model [Under development]
2. Genomics 
· Subcommittee (SC1) for genomics with a Canadian mirror committee
· Several standards including: 
· ISO TS 22692:2020 Quality control metrics for DNA sequencing
· ISO TS 22693:2021 Structured clinical gene fusion report in electronic health records 
· ISO TS 20428:2017 Data elements and their metadata for describing structured clinical genomic sequence information in electronic health records (Under SR)
· ISO 4454:2022 Phenopackets: A format for phenotypic data exchange  (Publishing June 2022)
· ISO/NP TS 8376 Requirements for interoperable systems for genomic surveillance
3. Public Health 
· ISO TS 5384 Categorical structure and data elements for the identification and exchange of immunization data
· ISO/CD 5477 "Health Informatics – Interoperability of Public Health Emergency Preparedness and Response Information Systems – Business Rules, Terminology and Data Vocabulary “
4. “Opioids Crisis”
· ISO/AWI TS 22703 Requirements for medication safety alerts
· ISO/DTS 22756 Requirements for a knowledge base for clinical decision support systems to be used in medication related processes
· ISO 17523:2016 Requirements for electronic prescriptions
· ISO 11616:2017 Health informatics -- Identification of medicinal products -- Data elements and structures for unique identification and exchange of regulated pharmaceutical product information
5. Data and Information Governance
· An Ad hoc Group was established to recommend potential work items. An interim report is available.
6. Patient Access to Data
· EN 17269:2019 International Patient Summary
· ISO/HL7 27932 Data Exchange Standards — HL7 Clinical Document Architecture, Release 2
7. Reducing Clinician Burden
· Technical Report in development (Health informatics - Reducing Clinicians Burden)
8. Artificial Intelligence
· An Ad hoc Group was established on Application of AI Technologies in Health. A draft report is available.
9. Cloud Computing
· ISO/DTR 21332 Cloud computing considerations for health information systems security and privacy
· ISO/AWI TS 23535 Consumer-oriented health cloud functional model [Under development]
10. Sex and Gender in Electronic Health Records
· Technical Report in development - AWI TR 9143 Sex and Gender 
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