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- Independent NGO, not-for-profit Nordic association
- Work together and learn from each other to lift performance standards
- Aim at responsible sharing of trustworthy data for improved diagnosis and 

treatment, and as a resource for research

- Independent NGO, not-for-profit, voluntary Nordic organisation 
- Nordic cooperation with respect to legal issues and 

jurisprudential research on personalised medicine
- Build bridges between legal, medical and technological 

communities and across sectors
- Create arenas for public debate 



Why consent for genetic testing?

Needs that are unmet by today’s consent approaches, including:

- Possibility of incidental and/or secondary findings
- Incomplete medical knowledge may need reanalysis and recontact
- Data sharing needed to provide best quality of care
- Potential ripple effects for family members

Exemplifies the paradigm shift that will come to many if not all disciplines 
of medicine 



Motivation & aim

- Development and adoption of a harmonized consent framework as a 
mechanism to accelerate genomic data-sharing initiatives across the 
Nordic countries. 

- Adoption may represent the first cross-border harmonized consent
- As the leading precision medicine initiative in the Nordics, NACG is well-

positioned to influence the adoption of harmonized clinical consent 
practices across the Nordic countries in genetic testing.

- Develop partnerships across disciplines
- Develop Nordic legal collaboration
- Aligns with NPL aims and vision
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Nov 2019 
NACG Workshop 
Value of a harmonized 

consent framework 
discussed

Nordic Permed Law 
partnership

Mapping
Nordic legislations, 

policies & best 
practices

First prototype
Legal and clinical review

Second prototype
Legal, ethical, clinical and 

patient group review

Survey 

Jan 2021
Publish on NACG 

webpage
Open for review

Development timeline

May 2020 
NACG Workshop 

Multidisciplinary 
review, feedback

Nov 2020 
NACG Workshop 

Multidisciplinary 
review, feedback



NACG Pan-Nordic clinical consent 
framework for genetic testing

1. Adult information packet

1. Adult consent form

1. Guidance to the process of delivering consent



Information packet

3-page document including the following sections:

- What is genetic testing and its purpose
- Benefits, risks and limitations of genetic testing
- Voluntary nature of the genetic test
- Implications of genetic diagnosis including 

uncertain and secondary findings, and for relatives
- Right to know and not to know
- Delivery of results
- Reanalysis and recontact
- Data sharing and privacy
- Withdrawal and modification of consent



Consent form

2-page document including:

- consent to test
- about the test
- potential outcomes
- data sharing
- research
- signature



Learnings
- Inclusive process for co-development
- Guided customization options
- Different Nordic legal frameworks at different maturity 

levels for supporting precision medicine

Remaining challenges

- Implementation will require extensive dialogue, trust & buy-in
- Complex interplay of laws regulating healthcare and privacy 

that is different in each country
- Supporting legally compliant technical solutions for digital 

dynamic consent needed



Food for thought

Is it appropriate to use consent as 
the only legal basis for processing of 
genetic data?



Next steps and future perspectives

• Consent framework open for comment on
https://nordicclinicalgenomics.org/resources

• Virtual NACG consent workshop 25th November 2020 
https://nordicclinicalgenomics.org/events

• v1.0 to be published Jan 2021 for download, translation and implementation

• Implications beyond Nordics

• Expanded research focus synergies with GA4GH DUO

• Validated need for a trusted digital consent solution

https://nordicclinicalgenomics.org/resources
https://nordicclinicalgenomics.org/events


Questions, feedback or interested in joining?
Questions? 

Oda Bakken bakoda@ous-hf.no
Sharmini Alagaratnam sharmini.alagaratnam@dnvgl.com

Both NACG and NPL are open for new members that will adhere to the 
organizations’ guiding principles:

https://www.nordicpermedlaw.org/

https://nordicclinicalgenomics.org/
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