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Nettverksmøte nr 3 2021 

OBS – disse tekstboksene inneholder notater fra møtet. 



Agenda kl 10.00-13.30
• 10.00 Velkommen og nytt om KIN 

• 10.15 Kunnskapsstafett: Kommende seminarer 

• 10.30 Introduksjon til dagens tema: Kvalitetssikring av kunstig intelligens-
drevne verktøy for klinisk bruk - (Alexander Selvikvåg Lundervold, MMIV og 
Vibeke Binz Vallevik, DNV /BigMed)  

• 11.00 Experiences from the UK

• 11.00 NHSx – Presentation on Digital Technology Assessment Criteria
(DTAC) (10-10.30 UK time), Lauren Harkins, NHSx

• 11.30 Experiences from the AI in health award (10:30 – 11:00 UK time ), 
Emma Hughes, NHS 

• Discussion 

• Ca. 12.00-12.30 PAUSE 

• 12.30 Norske erfaringer

• 12.30 Mammografiscreeningen – empirisk evaluering av systemene, 
Solveig Hofvind, Kreftregisteret 

• 12.55 BoneXpert – et klinisk perspektiv på bruk av et AI-verkøy, Trine 
Storhaug, Helse Sør-Øst og Merete Retzius, Sykehuspartner

• 13.10 Åpen scene for å dele erfaringer (Kommentarer og diskusjon) 

• 13.20 Neste møte og videre arbeid

Fokustema for møtet: Kvalitetssikring av kunstig 
intelligens-drevne verktøy for klinisk bruk

https://www.nhsx.nhs.uk/key-tools-and-info/digital-technology-assessment-criteria-dtac/#:~:text=The%20Digital%20Technology%20Assessment%20Criteria,and%20usability%20and%20accessibility%20standards.
https://www.england.nhs.uk/aac/what-we-do/how-can-the-aac-help-me/ai-award/


Velkommen og nytt om KIN 



Velkommen 

Nettverket bidrar til åpen utveksling av idéer og meninger for å styrke 
fagfellesskapet, gjennom møter, seminarer og deling av erfaringer. 

Vår arbeidsform: 

ÅpenBottom-up Tverrfaglig 





65 medlemmer 



Godkjenning av møtereferat og innkalling 

Ingen kommentarer mottatt på agenda og referat som var vedlagt
i kalenderinnkalling. 





Kunnskapsstafett: 
Kommende seminarer 



Oversikt seminarer/konferanser 

Bodø 
«KI i 
helsesektor
en»

Oslo 
BigMed 2020 – veien 
til presisjonsmedisin 

juni 
2019 

Okt 
2020

Des 
2020

Bergen 
MMIV

«Midnattssolkonferansen 
for pasientnær kunstig 

intelligens» 15.-16.6.21. 

Vår
2022

Stavanger

Høst 
2022

?

Tromsø 

18.-19. okt

Trondheim 
Agder  

INTAP
11-13. okt

Oslo  

iSMIT
17.-19. januar

Assosierte etapper

Etapper

MMIV 

Des.

Miljøet i Stavanger signaliserer
interesse for å ta stafettpinnen
våren 2022! 





MIRA Fall Seminar 2021
OCTOBER 18TH AND 19TH

Register online
The webinar will take place on Zoom
➢ Monday Oct 18: 13.00 – 16.00 
➢ Tuesday Oct 19: 09.00 – 12.00
Registration for the webinar here

Main topic: Applying Artificial Intelligence in Medical Imaging
The MIRA Fall Seminar 2021 will be a two-day webinar organized by the 
GEMINI centre MIRA: Medical Imaging Research and AI. 

This webinar is part of a series of conferences initiated by the KIN 
network (Kunstig intelligens i norsk helsetjeneste, site in Norwegian).

https://ntnu.zoom.us/webinar/register/WN_8GFhPRkuTvS5XYvB-5KATQ
https://www.ntnu.edu/mira
https://ehealthresearch.no/kin


MIRA Fall Seminar 2021
PROGRAMME MONDAY OCTOBER 18TH

Topic Speaker

13.00 – 13.10 Welcome and introduction
Tone F. Bathen, NTNU and Lasse 

Løvstakken, NTNU

13.10 – 13.40 Clinical applications of AI in Medical Imaging 
Henkjan Huisman, Radboud University 

Medical Center, NL

13.40 – 14.00

PET/MRI in Prostate Cancer – AI for improved 

diagnostics. Research at NTNU/St. Olavs 

hospital

Mattijs Elschot, NTNU

14.00 – 14.20 AICAN (AI and digital pathology in CANcer) Marit Valla, NTNU

14.20 – 15.00 Break + virtual mingling

15.00 – 15.20 AI and a multi-omic approach in lung cancer Hanne Sorger, NTNU

15.20 – 15.40 AI in lung cancer diagnostics
Thomas Langø, SINTEF and St. Olavs 

hospital

15.40 – 16.00 AI in neurosurgery Ingerid Reinertsen, SINTEF and NTNU



Topic Speaker

09.00 – 09.05 Welcome and introduction
Tone F. Bathen, NTNU and Lasse 

Løvstakken, NTNU

09.05 – 09.35 Helseplattformen and AI Arild Faxvaag, NTNU and Helseplattformen

09.35 – 09.55 AI in echocardiography Lasse Løvstakken, NTNU

09.55 – 10.15 HUNT Cloud's perspectives on AI infrastructure
Oddgeir Lingaas Holmen, NTNU and Tom-

Erik Røberg, NTNU

10.15 – 10.30 Break

10.30 – 11.00 Decentralised AI and healthcare
Magnus Kjellberg, Kompetenscentrum AI, 

Sahlgrenska Universitetssjukhuset

11.00 – 11.20
EXAIGON: Explainable AI systems for gradual 

industry adoption
TBA

11.20 – 11.40
Digital Twins for Data-driven Hypertension 

Prediction?
Frank Lindseth, NTNU

11.40 – 12.00 Summary and closing remarks

MIRA Fall Seminar 2021
PROGRAMME TUESDAY OCTOBER 19TH



MMIV 2021

https://mmiv.no/conference-2021/

https://mmiv.no/conference-2021/




Introduksjon til dagens tema: 
Kvalitetssikring av kunstig intelligens-
drevne verktøy for klinisk bruk

Vibeke Binz Vallevik, DNV/BigMed

Alexander Selvikvåg Lundervold, HVL/MMIV 
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https://mmiv.no/wiml

MOTIVASJON

https://mmiv.no/wiml
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https://mmiv.no/wiml

MOTIVASJON

https://mmiv.no/wiml
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What is 
assurance?

Grounds for justified confidence

that systems, products, and processes

work safely, effectively, and efficiently.

Substantiated

Stakeholder 

claims

profile the digital asset
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Key requirements for 
trustworthy AI 

• human agency and oversight

• technical robustness and 
safety

• privacy and data governance

• transparency

• diversity, non-discrimination 
and fairness

• environmental and societal 
well-being and

• Accountability

Source: 2020, Assessment List for 
Trustworthy Artificial Intelligence (ALTAI) 
by the High-Level Expert Group on 
Artificial Intelligence (AI HLEG)

22
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Perspectives of risk in AI tool implementation

23

Technical 

performance Data

Use

Size

Human in the loop, on the 
loop, autonomous system

Precision 

MSE  

F1 score  

Risk perception 
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Key regulations and standards facilitating and shaping 
assurance in healthcare

24

1993

Medical Device 

Directive

1947

International 

organization of 

standardization

1938

Federal Food, Drug, 

and Cosmetic Act 

1988

Clinical Laboratory 

Improvement 

Amendment

2005

Patient safety 

and quality 

improvement act

1996

Health Insurance 

Portability and 

Accountability Act

1998

In vitro Diagnostic 

Directive

1997

Good Clinical 

Practice

2018

General data 

protection 

regulation

2021

Medical 

Device 

Regulation

2022

In vitro 

Diagnostics 

Regulation

2022

Clinical trial 

regulation

Artificial 

intelligence 

governance act
Data 

governance act

European health 

data space

Regulation on 

health technology 

assessment

2009

Council Recommendation 

on patient safety, 

including the prevention 

and control of healthcare 

associated infections

1947

Nuremberg 

code

Applicable to EU

Applicable to US

Standards and 

guidelines
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Some keywords on Medical Device Regulation (MDR) 

(OBS list is simplified and not exhaustive) 

• MDR replaces MDD from may 2021. 

• Simplified from MDR art 2: AI powered tools with 
an intended medical use will be covered by MDR
• MDR art. 2: ‘medical device’ means any (…) software, 

(…) intended by the manufacturer to be used (…) , for 
human beings for one or more of the following 
specific medical purposes: diagnosis, prevention, 
monitoring, prediction, prognosis, treatment or 
alleviation of disease, (…) 

• Demonstration of safety and performance of the 
medical device

• Validated against the intended purpose 
and stakeholder requirements and verified 
against the specifications

• Conformity assessment by external Notified 
Body (higher risk classes) 

25
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Health Technology 
Assessments “Health technology assessment 

(HTA) is a tool to review 

technologies and provide evidence 

of the value these technologies can 

deliver to patients and their families, 

health system stakeholders, and to 

society more broadly.” 

(Source: INAHTA)  

Topics in HTA: 

• Health problem and current use of 
technology 

• Description of technical characteristics 

• Safety 

• Clinical effectiveness

• Costs and economic evaluation 

• Ethical analysis 

• Organisational aspects 

• Social aspects 

• Legal aspects 

26
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Ved innføring av et nytt system: 
Kvalitetssikring i mange ledd i dagens prosess

Development
Clinical 

validation 

Implementation 

Testing
Implementation 

/roll out 
Post market surveillance 

Operations R& D 

Source: SeBOK

Ordet “validering” brukes ofte om ulike ting i ulike deler av

prosessen. 

(klinisk validering vs. i data science)



DNV © 20 SEPTEMBER 2021

Kvalitetssikring i mange ledd

Development

Procurement 

Evaluation of 

supplier & 

solution  

Clinical 

validation 

Implementation 

Testing
Implementation 

/roll out 
Post market surveillance 

Operations 

Procurement of 

solution 

CE 

certification 

according to 

MDR 

National approval 

(“Nye metoder”)

R& D Approval

Local approval (mini 

HTA) 

Beslutnings-

forum

Innovative 

anskaffelser

Dialogbaserte

anskaffelser

Procurement 

Evaluation of 

supplier & 

solution  

Procurement of 

solution 

Prosessen kan se ulike ut ut fra om det er 

egenutvikling, samarbeid eller ren 

anskaffelse. 
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Kvalitetssikring i mange ledd

Development

Procurement 

Evaluation of 

supplier & 

solution  

Clinical 

validation 

Implementation 

Testing
Implementation 

/roll out 
Post market surveillance 

Operations 

Procurement of 

solution 

CE 

certification 

according to 

MDR 

National approval 

(“Nye metoder”)

R& D Approval

Local approval (mini 

HTA) 

Beslutnings-

forum

I godkjenningsprosessene ligger ulike kvalitetssikringsaspekter. 

Hvordan vet vi hva som er godt nok? 

Hva når man bruker “For research use only”-produkter? 
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Key regulations and standards facilitating and shaping 
assurance in healthcare
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1993

Medical Device 

Directive

1947

International 

organization of 

standardization

1938

Federal Food, Drug, 

and Cosmetic Act 

1988

Clinical Laboratory 

Improvement 

Amendment

2005

Patient safety 

and quality 

improvement act

1996

Health Insurance 

Portability and 

Accountability Act

1998

In vitro Diagnostic 

Directive

1997

Good Clinical 

Practice

2018

General data 

protection 

regulation

2021

Medical 

Device 

Regulation

2022

In vitro 

Diagnostics 

Regulation

2022

Clinical trial 

regulation

Artificial 

intelligence 

governance act
Data 

governance act

European health 

data space

Regulation on 

health technology 

assessment

2009

Council Recommendation 

on patient safety, 

including the prevention 

and control of healthcare 

associated infections

1947

Nuremberg 

code

Applicable to EU

Applicable to US

Standards and 

guidelines

Det vil skje en utvikling på området med mange nye lover i årene

fremover. 

Hva blir behovet for lokal validering før implementering? 
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Komponenter for stordataanalyse
Oppsummeringen fra BigMed-prosjektet

understreker behovet for å legge til rette

for innføring av kunstig intelligens

gjennom at flere elementer må på plass: 

- Organisering og prosesser (en

“løype”) 

- Infrastruktur for å utvikle, teste og

validere, men også for klinisk bruk

- Juridisk rammeverk må være

tilpasset og med klare fortolkninger

- Og til slutt må vi ha prosesser og

rammeverk for å samle inn data, 

analysere og gjenbruke disse

Dette gjelder også for kvalitetssikringen! 

Vi trenger infrastruktur, klare prosesser, et 

tydelig fortolket lovverk og en

organisasjon som er rigget for dette. 
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www.dnv.com

35

Vibeke.binz@gmail.com

+47 930 36 931 



Experiences from the UK

11.00 NHSx – Presentation on Digital Technology Assessment Criteria (DTAC) (10.00 
UK time), Lauren Harkins, NHSx

11.30 Experiences from the AI in health award (10:30 UK time ), Emma Hughes, 
NHS 

Discussion 



Presentation on Digital Technology Assessment Criteria (DTAC)

https://www.nhsx.nhs.uk/key-tools-and-info/digital-
technology-assessment-criteria-dtac/
Lauren Harkins, Assistant Director of Programmes at NHSX

Experiences from the AI in health award
https://www.england.nhs.uk/aac/what-we-do/how-can-the-
aac-help-me/ai-award/

Emma Hughes, Senior Manager, Innovation Research and Life 
Sciences at NHS England and NHS Improvement

Link til egen pdf med 
presentasjon her. 

https://www.nhsx.nhs.uk/key-tools-and-info/digital-technology-assessment-criteria-dtac/
https://www.england.nhs.uk/aac/what-we-do/how-can-the-aac-help-me/ai-award/




























www.nhsx.nhs.uk/ai-lab/

enquiries@ai-award.info
www.nihr.ac.uk/explore-nihr/funding-
programmes/ai-award.htm

www.england.nhs.uk/aac/what-
wedo/how-can-the-aac-help-me/ai-
award/

http://www.nhsx.nhs.uk/ai-lab/
mailto:enquiries@ai-award.info
http://www.nihr.ac.uk/explore-nihr/funding-programmes/ai-award.htm
http://www.england.nhs.uk/aac/what-wedo/how-can-the-aac-help-me/ai-award/






Norske erfaringer
• 12.30 Norske erfaringer

• Mammografiscreeningen – empirisk evaluering av systemene, Solveig Hofvind, Kreftregisteret 

• BoneXpert – et klinisk perspektiv på bruk av et AI-verkøy, Trine Storhaug, Helse Sør-Øst og Merete Retzius, Sykehuspartner

• Åpen scene for å dele erfaringer (Kommentarer og diskusjon) 



BoneXpert – et klinisk perspektiv på bruk av et AI-verkøy

Trine Storhaug, Helse Sør-Øst 
Merete Retzius, Sykehuspartner
Kari Beate Boye Eldor, OUS

Mammografiscreeningen – empirisk evaluering av systemene
Solveig Hofvind, leder Mammografiprogrammet, Kreftregisteret 

Link til egen pdf med 
presentasjon her. 

Link til egen pdf med 
presentasjon her. 

https://bigmed.no/assets/KIN/hofvind_kin_pdf.pdf
https://bigmed.no/assets/KIN/2021-09-20---bonexpert-presentasjon-for-kin-ver-5.pdf








Oppsummering og neste møte









Kommende møter oppdateres på
nettside: 

https://ehealthresearch.no/kin/

https://ehealthresearch.no/kin/


Takk for idag!

@VibekeBinz 
@BigMedProject

Vibeke.Binz.Vallevik@dnv.com

www.bigmed.no https://ehealthresearch.no/kin/

mailto:Vibeke.Binz.Vallevik@dnvgl.com
http://www.bigmed.no/
https://ehealthresearch.no/kin/

