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Nye metoder: Innspill til metoder (forslag/metodevarsler/oppdrag)
Alle har anledning til 8 komme med tilleggsopplysninger til en metode som er foreslatt for nasjonal
metodevurdering. Det er gnskelig at innspill kommer inn sa tidlig som mulig i prosessen, fortrinnsvis
for behandling i Bestillerforum RHF.

Bruk dette skjemaet for a gi innspill til forslag, metodevarsler og oppdrag. Pa nyemetoder.no vil nye
forslag/metodevarsler ha statusen «Forslag mottatt/apent for innspill» fer behandling i

Bestillerforum RHF. Utfylt skjema sendes nyemetoder@helse-sorost.no.

NB: Punkt 1-3 og 11 fylles ut av alle. Punkt 4-9 fylles ut avhengig av rolle og kjennskap til metoden.

Jeg er klar over at skjemaet vil bli publisert i sin helhet pa nyemetoder.no (kryss av): X
Har du informasjon du mener ikke kan offentliggj@res, ta kontakt med sekretariatet fgr innsending.

Jeg har fylt ut punkt 11 nedenfor «Interesser og eventuelle interessekonflikter» (kryss av): X

1.Hvilken metode gjelder innspillet?

Metodens ID nummer*: ID2024_018

Metodens tittel: Kunstig intelligens-assistert endoskopi for
deteksjon av kreft og precancergse tilstander i
tarm

*ID-nummer finner du pa metodesiden pa nyemetoder.no og har formen ID2020_XXX

2. Opplysninger om den som gir innspill

Navn Benny Borgman

Eventuell organisasjon/arbeidsplass Medtronic AS

Kontaktinformasjon (e-post / telefon) Benny.Borgman@Medtronic.com
+46 72 555 7990

3. Oppsummert innspill til metoden (besvares av alle)

e Gl Genius™ is used clinical practice across Europe, but only in a clinical trial in Norway.

e Products/technologies using artificial intelligence to assist endoscopy in the detection
of cancer and precancerous conditions in the intestine are not the same. Therefore,
clinical evidence from one technology cannot be used to assess the performance of
another technology.

e When assessing technologies, the total cost of ownership needs to be considered,
including the need for potential initial investments in completely new, or upgraded,
colonoscopy columns to access the Al functionality (not relevant for brand agnostic Al
solutions).
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e As some artificial intelligence technologies include both the capability of detecting
colon anomalies (CADe) and lesion characterization (CADx), the health technology
assessment should do the same for the resulting recommendations to be actionable by
the health care providers.

Naermere informasjon om metoden og innspill til PICO*

*PICO er et verktgy for a formulere presise problemstillinger i metodevurderingsarbeid. PICO er en forkortelse for Population/Problem —
Intervention — Comparison — Outcome. PICO brukes til & presisere hvilken populasjon/problem som skal studeres, hvilke(t) tiltak
(metode/behandling) som skal vurderes, hvilket tiltak-det er naturlig 8 sammenligne med, og hvilke utfall/endepunkter det & er relevant &
male/vurdere. PICO er viktig for planlegging og gjennomfgring av en metodevurdering.

4. Kjenner du til om metoden er i bruk i Norge i dag?

Er metoden i bruk utenom kliniske studier i dag:

Gl Genius™ is used in clinical practice across Europe but only in a clinical trial in Norway.
Diagnostic Al in colonoscopy is used in Norway but limited to one specific supplier offering
endoscopy towers with fully integrated Al functionality (CADe only)

Fra hvilket tidspunkt har den veaert i bruk: -
Hvor er eventuelt metoden i bruk: -

5. Hvilken pasientgruppe i den norske spesialisthelsetjenesten er metoden aktuell
for? (PICO)

Beskriv kortfattet:
Patients that need to undergo a colonoscopy, including patients invited to undergo CRC
screening.

6. Er du kjent med behandlingsalternativer til denne metoden og hvordan disse
fungerer for pasientgruppen i dag? (PICO)

Beskriv kortfattet: Standard colonoscopy without Al functionality.
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7. Har du innspill til hva som vil vaere viktig for pasienter som er aktuelle for
behandling med metoden? (PICO)

Hva kan oppfattes som en fordel for pasienter og brukere med denne metoden sammenlignet
med aktuelle alternativer? Hvilke endepunkter/resultater av behandlingen er det aktuelt a
male? Beskriv kortfattet:

e Adenoma miss rate (AMR)

e Adenoma detection rate (ADR)

e Polyp detection rate (PDR)

e Average polyps per colonoscopy (APC)

e Safety

e Sensitivity per frame (low false positive rate)

e Finding polyps easy to be missed to reduce risk of interval cancer.

e By classifying the polyps as adenoma or non-adenoma at above ESGE limit of 90%
confidence level to reduce number of removed polyps. And by that minimize risk of
complication and reduce cost of removal and/or complications. (using resect &
discard or diagnose & leave strategy)

e Patient confidence from being treated with a system that has been proven in clinical
studies

8. Spesielt for medisinsk utstyr (besvares av leverandgr): CE-merking

Foreligger det CE-merking for bruksomradet som beskrives i metoden? | sa fall angi type og
tidspunkt:

Gl Genius™ system CE marked as class | from 18th Dec 2018

CADx or polyp characterization software CE marked as class lla from 8 July 2021
Gl-Genius™ is to date the only Al colonoscopy device that has received de novo FDA
clearance since 8 Sept 2020.

9. Spesielt for legemidler (besvares av leverandgr): Markedsfaringstillatelse (MT)

Har legemiddelet MT for indikasjonen som omfattes av metoden? Angi i sa fall tidspunkt eller
ventet tidspunkt for MT:

10. Andre kommentarer

Introduction: The assessment of artificial intelligence-assisted endoscopy for the detection of
cancer and precancerous conditions in the intestine is announced as a full technology
appraisal. However, currently available products do not form a homogenous body of
solutions. They are based on different algorithms, distinct set of pre-loaded images that drive
the Al interpretation, have different evidence bases and different solutions in terms of
interoperability. This needs to be accounted for in the evaluation for the resulting
recommendations to be optimized for the Norwegian health care system and for the patients.
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Clinical evidence: The algorithms that drive the Al guidance can be compared to a standard
algorithm and depending on how you set it up, you will arrive at different outcomes.
Therefore, results from one Al solution cannot automatically be transferred to another
product. Instead, each producer needs to prove the clinical benefit of their specific product.
The Gl Genius™ intelligent endoscopy module is the first commercially available Al-assisted
colonoscopy module, being FDA-cleared and CE-marked with more than 20 publications to
date (ref 1-21) supporting the clinical value of Gl Genius™.

This evidence includes multiple randomized controlled trials (RCTs) published in world
renowned scientific journals demonstrating that physicians using Gl Genius™ can improve
the quality of CC procedures and the detection of heterogenous colon lesions (ref
1,3,9,14,15,18). Gl Genius™ is to date the most studied device with proven clinical and
economic benefit.

The recently performed Danish HTA of artificial intelligence-assisted endoscopy even found
that only Gl Genius™ had the evidence needed to perform a cost-effectiveness analysis,
stating that “The evidence base for the meta-analysis is limited to examining the effect of one
CADe technology (Gl-genius, Medtronic).” (ref 22, page 58).

A selection of performance highlights only proven for Gl Genius™ in clinical studies include:
In a randomized controlled trial (RCT) performed in an expert endoscopist setting Gl Genius™
contributed to a 14% absolute increase in ADR vs standard high-definition white light
colonoscopy. (ref 15)

Another RCT performed in a non-expert setting showed that the use of Gl Genius™ CADe was
associated with a 22% relative increase in ADR. This was also the case for the adenoma per
colonoscopy (APC) rate which increased by 21%. (ref 14)

In a tandem RCT performed in 8 centers across Europe and US, the adoption of Gl Genius™
was associated with a reduction in the risk of adenoma miss rate (AMR) by approximately
50%, when compared with a standard colonoscopy. (ref 1)

In the first validation study the proportion of the frames with a False Positive (FP) over the
total number of frames in a colonoscopy was measured to be less than 1%. (ref 10)

Results from several studies confirmed that the clinical relevance of Gl Genius’s FP rate is
negligible and that it was associated with an insignificant time of additional inspection. (ref
13, 19)

Moreover, the clinical performance of Gl Genius™ characterization (CADx) module (version 3)
was assessed in a prospective study (ref 12) that demonstrated its effectiveness in meeting
the international thresholds for adopting leave in situ strategies for diminutive rectosigmoid

polyps.
The prospective study (ref 12) on Gl Genius CADx performance showed:

* 3 97.6% Negative Predictive Value (NPV) for Gl Genius™, exceeding the 90% NPV threshold
for adenomatous histology required for the leave-in-situ strategy in standard white light
endoscopy

¢ more than 95% agreement on surveillance intervals

* 44% of the removed polyps were amenable for leave in situ strategy
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Image base: Just like different algorithms can give different end results, so can the quality and
quantity of the in-data. For example, a regression analysis with only one or two explaining
factors and a limited data set will have a large error-term. As more accurate variables and
date are added to the regression the smaller explanatory value is left in the residual. The
amount, quality and representativeness of images loaded into the Al module is in a similar
way important for the end result when using artificial intelligence-assisted endoscopy for the
detection of cancer and precancerous conditions in the intestine.

It is essential to transparently report on the architecture of Al algorithms, as well as on the
data that are used for training and the method that is used for testing, in order to address the
concerns over the black-box nature of Al and its potential biases. The manufacturer of the Gl
Genius™ is a strong believer of this type of transparency and has shared the details of the
patient demographics and dataset subdivision used in the Gl Genius™ CADe v1 module.
These data are summarized in figure 2 and table 1 of the Cherubini et al paper (ref 27). The
total number of the frames that were used for training and testing of the CADe vl device was
over 13 million. (ref 27)

Total cost of ownership: Medtronic Gl Genius™ technology is brand agnostic. It comes in the

form of an external box that can be used with any current colonoscopy column, regardless of
manufacturer. Other solutions on the market requires Al module and colonoscopy column to
be from the same manufacturer and they are sold as an integrated system. This leads to
significant threshold costs for investments in artificial intelligence-assisted endoscopy. Even
in the cases when the hospital has a column of the “right” brand there could be significant
costs for software upgrades to ensure compatibility with the same brand Al module. The
assumption of compatibility with existing colonoscopy columns is only trivial for the brand
agnostic Gl Genius™ technology, not for the brand specific technologies.

This dynamic also impacts the freedom manufacturers have when it comes to pricing of the Al
module. Some companies with brand requirement may sell the Al module at a low cost but
make up the revenue by demanding costly software upgrades to the colonoscopy column.
Only focusing on the Al module acquisition cost and service agreement may therefore be
misleading and total cost may be underestimated both in the cost-effectiveness analysis and
budget impact for modules that are not brand agnostic.

Cost-effectiveness and CADx: CADe, the ability for artificial intelligence-assisted detection of

polyps, has been found to be a cost-effective, even dominant (cost saving) strategy to further
prevent colorectal cancer (CRC) incidence and mortality (ref 23,28, 29). A cost-utility model
from an Italian healthcare perspective estimated that the GI Genius™ CADe system, on a
cohort of 100.000 patients, could prevent 155 CRC cases (-2.7%), 77 CRC-related deaths (-
2.8%), and could improve quality of life (+0.027QALY) compared to colonoscopy alone. The
increase in screening cost (+€10.50) and care for adenoma (+€3.53) was offset by the savings
in cost of care for CRC (-€28.37) leading to a total saving of €14.34 per patient. (ref 28)

However, development of the Gl Genius™ artificial intelligence module now also allows for
polyp characterization (CADx). With this technology it is possible to implement a “Resect &
discard” or “Diagnose & Leave”-strategy (Ref 30). As Gl Genius™ is meeting the criteria

required to implement cost-saving strategies in colonoscopy (ref 32), the system may
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substantially reduce the polypectomy-related burden for patients (through the reduction of
unnecessary resections), as well as the burden for healthcare systems (through the reduction
of pathology costs). (ref 30) Evidence exists showing the cost-saving potential with this
approach (ref 25, 33).

Interviewed clinicians in the Danish HTA report (ref 22, section 9.1.4.5) agreed that
characterization adds value. Leaving out CADx and its potential to optimize the patient
pathway via diagnose and leave strategies from the analysis will thus not provide an accurate
description of current solutions. Furthermore, only including CADe capabilities in the
evaluation will also lead to ambiguity in the final recommendations. Learnings can be taken
from the Danish HTA that only evaluated CADe and excluded CADx, but in the final
recommendation highlighted that: “The professional committee draws attention to the fact
that, due to further development of the technology, CADe systems may no longer be
marketed which do not simultaneously contain a characterization function (CADx).” (ref 26,
page 2). The resulting question from the health care providers are then what products are
included in the recommendation from the evaluation.

References:

1 Wallace, M. B., P. Sharma, P. Bhandari, J. East, G. Antonelli, R. Lorenzetti, M. Vieth, I.
Speranza, M. Spadaccini, M. Desai, F. J. Lukens, G. Babameto, D. Batista, D. Singh, W. Palmer,
F. Ramirez, R. Palmer, T. Lunsford, K. Ruff, E. Bird-Liebermann, V. Ciofoaia, S. Arndtz, D.
Cangemi, K. Puddick, G. Derfus, A. S. Johal, M. Barawi, L. Longo, L. Moro, A. Repici, and C.
Hassan. 2022. 'Impact of Artificial Intelligence on Miss Rate of Colorectal Neoplasia',
Gastroenterology, 163: 295-304 e5.

2 Zippelius, C., S. A. Algahtani, J. Schedel, D. Brookman-Amissah, K. Muehlenberg, C. Federle,
A.Salzberger, W. Schorr, and O. Pech. 2022. 'Diagnostic accuracy of a novel artificial
intelligence system for adenoma detection in daily practice: a prospective nonrandomized
comparative study', Endoscopy, 54: 465-72.

3 Ahmad, A., A. Wilson, A. Haycock, A. Humphries, K. Monahan, N. Suzuki, S. Thomas-Gibson,
M. Vance, P. Bassett, K. Thiruvilangam, A. Dhillon, and B. P. Saunders. 2023. 'Evaluation of a
real-time computer-aided polyp detection system during screening colonoscopy: AI-DETECT
study', Endoscopy, 55: 313-19.

4 Chin, S. E., F. T. Wan, J. Ladlad, K. M. Chue, S. K. H. Endoscopy Centre, E. K. Teo, C. L. Lin, F. J.
Foo, and F. H. Koh. 2023. 'One-year review of real-time artificial intelligence (Al)-aided
endoscopy performance', Surg Endosc.

5 Brand, M., J. Troya, A. Krenzer, C. De Maria, N. Mehlhase, S. Gotze, B. Walter, A. Meining,
and A. Hann. 2022. 'Frame-by-Frame Analysis of a Commercially Available Artificial
Intelligence Polyp Detection System in Full-Length Colonoscopies', Digestion, 103: 378-85.

6 Biscaglia, G., F. Cocomazzi, M. Gentile, |. Loconte, A. Mileti, R. Paolillo, A. Marra, S.
Castellana, T. Mazza, A. Di Leo, and F. Perri. 2022. 'Real-time, computer-aided, detection-
assisted colonoscopy eliminates differences in adenoma detection rate between trainee and
experienced endoscopists', Endosc Int Open, 10: E616-E21.

7 Biffi, C., P. Salvagnini, N. N. Dinh, C. Hassan, P. Sharma, G. |. Genius CADx Study Group, and
A. Cherubini. 2022. 'A novel Al device for real-time optical characterization of colorectal
polyps', NPJ Digit Med, 5: 84.

Side 6 av 9



NYE METODER v.1.0-21.02.2020

8 Barkun, A. N., D. von Renteln, and H. Sadri. 2023. 'Cost-effectiveness of Artificial
Intelligence-Aided Colonoscopy for Adenoma Detection in Colon Cancer Screening', J Can
Assoc Gastroenterol, 6: 97-105.

9 Karsenti, D., G. Tharsis, B. Perrot, P. Cattan, A. Percie du Sert, F. Venezia, E. Zrihen, A. Gillet,
J. P. Lab, G. Tordjman, and M. Cavicchi. 2023. 'Effect of real-time computer-aided detection of
colorectal adenoma in routine colonoscopy (COLO-GENIUS): a single-centre randomised
controlled trial', Lancet Gastroenterol Hepatol.

10 Hassan, C., M. B. Wallace, P. Sharma, R. Maselli, V. Craviotto, M. Spadaccini, and A. Repici.
2020. 'New artificial intelligence system: first validation study versus experienced
endoscopists for colorectal polyp detection', Gut, 69: 799-800.

11 Hassan, C., P. Sharma, Y. Mori, M. Bretthauer, D. K. Rex, Group Combo Study, and A.
Repici. 2023. 'Comparative Performance of Artificial Intelligence Optical Diagnosis Systems for
Leaving in Situ Colorectal Polyps', Gastroenterology, 164: 467-69 e4.

12 Hassan, C., G. Balsamo, R. Lorenzetti, A. Zullo, and G. Antonelli. 2022. 'Artificial Intelligence
Allows Leaving-In-Situ Colorectal Polyps', Clin Gastroenterol Hepatol, 20: 2505-13 e4.

13 Hassan, C., Badalamenti, M., Maselli, R., Correale, L., lannone, A., Radaelli, F., ... & Repici,
A. 2020. 'Computer-aided detection-assisted colonoscopy: classification and relevance of
false positives', Gastrointestinal Endoscopy 2020, 92: 900-04.

14 Repici, A., M. Spadaccini, G. Antonelli, L. Correale, R. Maselli, P. A. Galtieri, G. Pellegatta, A.
Capogreco, S. M. Milluzzo, G. Lollo, D. Di Paolo, M. Badalamenti, E. Ferrara, A. Fugazza, S.
Carrara, A. Anderloni, E. Rondonotti, A. Amato, A. De Gottardi, C. Spada, F. Radaelli, V.
Savevski, M. B. Wallace, P. Sharma, T. Rosch, and C. Hassan. 2022. 'Artificial intelligence and
colonoscopy experience: lessons from two randomised trials', Gut, 71: 757-65.

15 Repici, A., M. Badalamenti, R. Maselli, L. Correale, F. Radaelli, E. Rondonotti, E. Ferrara, M.
Spadaccini, A. Alkandari, A. Fugazza, A. Anderloni, P. A. Galtieri, G. Pellegatta, S. Carrara, M.
Di Leo, V. Craviotto, L. Lamonaca, R. Lorenzetti, A. Andrealli, G. Antonelli, M. Wallace, P.
Sharma, T. Rosch, and C. Hassan. 2020. 'Efficacy of Real-Time Computer-Aided Detection of
Colorectal Neoplasia in a Randomized Trial', Gastroenterology, 159: 512-20 e7.

16 Levy, I., L. Bruckmayer, E. Klang, S. Ben-Horin, and U. Kopylov. 2022. 'Artificial Intelligence-
Aided Colonoscopy Does Not Increase Adenoma Detection Rate in Routine Clinical Practice’,
Am J Gastroenterol, 117: 1871-73.

17 Nehme, F., E. Coronel, D. A. Barringer, L. G. Romero, M. A. Shafi, W. A. Ross, and P. S. Ge.
2023. 'Performance and attitudes toward real-time computer-aided polyp detection during
colonoscopy in a large tertiary referral center in the United States', Gastrointest Endosc.

18 Spadaccini, M., C. Hassan, E. Rondonotti, G. Antonelli, G. Andrisani, G. Lollo, F. Auriemma,
F. lacopini, A. Facciorusso, R. Maselli, A. Fugazza, |. M. Bambina Bergna, F. Cereatti, B.
Mangiavillano, F. Radaelli, F. Di Matteo, S. A. Gross, P. Sharma, Y. Mori, M. Bretthauer, D. K.
Rex, A. Repici, and Certain Study Group. 2023. ‘Combination of Mucosa-Exposure Device and
Computer-Aided Detection for Adenoma Detection During Colonoscopy: A Randomized Trial',
Gastroenterology.

Side 7 av 9



NYE METODER v.1.0-21.02.2020

19 Spadaccini, M., C. Hassan, L. Alfarone, L. Da Rio, R. Maselli, S. Carrara, P. A. Galtieri, G.
Pellegatta, A. Fugazza, G. Koleth, J. Emmanuel, A. Anderloni, Y. Mori, M. B. Wallace, P.
Sharma, and A. Repici. 2022. 'Comparing the number and relevance of false activations
between 2 artificial intelligence computer-aided detection systems: the NOISE study’,
Gastrointest Endosc, 95: 975-81 el.

20 Ladabaum, U., J. Shepard, Y. Weng, M. Desai, S. J. Singer, and A. Mannalithara. 2023.
'Computer-aided Detection of Polyps Does Not Improve Colonoscopist Performance in a
Pragmatic Implementation Trial', Gastroenterology, 164: 481-83 e6.

21 Troya, J., D. Fitting, M. Brand, B. Sudarevic, J. N. Kather, A. Meining, and A. Hann. 2022.
'The influence of computer-aided polyp detection systems on reaction time for polyp
detection and eye gaze', Endoscopy, 54: 1009-14

22 Behandlingsradet, 2023. Analyserapport vedrgrende Kunstig intelligens som
beslutningsstgtte ved koloskopiske undersggelser til diagnosticering af neoplastisk sygdom.
https://behandlingsraadet-classic.azureedge.net/media/aoefhnax/analyserapport_1.pdf

23 Spadaccini, M., et al., Discovering the first US FDA-approved computer-aided polyp
detection system. Future Oncology, 2022. 18(11): p. 1405-1412.

24 Areia, M., et al., Cost-effectiveness of artificial intelligence for screening colonoscopy: a
modelling study. Lancet Digit Health, 2022. 4(6): p. e436-e444.

25 Mori, Y., et al., Cost savings in colonoscopy with artificial intelligence-aided polyp
diagnosis: an add-on analysis of a clinical trial (with video). Gastrointest Endosc, 2020. 92(4):
p. 905-911 el.

26 Behandlingsradet, 2023. Behandlingsradets anbefaling vedrgrende kunstig intelligens som
beslutningsstgtte ved koloskopiske undersggelser til diagnosticering af neoplastisk sygdom.
https://behandlingsraadet-classic.azureedge.net/media/v4vhhalg/anbefalingsresume_1.pdf

27 Cherubini, A.; Dinh, N.N. A Review of the Technology, Training, and Assessment Methods
for the First Real-Time Al-Enhanced Medical Device for Endoscopy. Bioengineering 2023, 10,
404. https://doi.org/ 10.3390/bioengineering10040404

28 Hassan C, Povero M, Pradelli L et al. Cost-utility analysis of real-time artificial intelligent-
assisted colonoscopy in Italy. Endoscopy International Open 2023. doi: 10.1055/a-2136-3428

29 Barkun, A. N., D. von Renteln, and H. Sadri. 2023. 'Cost-effectiveness of Artificial
Intelligence-Aided Colonoscopy for Adenoma Detection in Colon Cancer Screening', J Can
Assoc Gastroenterol, 6: 97-105.

30 Hassan, C., G. Balsamo, R. Lorenzetti, A. Zullo, and G. Antonelli. 2022. 'Artificial Intelligence
Allows Leaving-In-Situ Colorectal Polyps', Clin Gastroenterol Hepatol, 20: 2505-13 e4.

31 Spadaccini, M., et al., Artificial Intelligence-Aided Endoscopy and Colorectal Cancer
Screening. Diagnostics (Basel), 2023. 13(6).

32 ASGE Technology Committee, Abu Dayyeh BK, Thosani N, Konda V, Wallace MB, Rex DK,
Chauhan SS, Hwang JH, Komanduri S, Manfredi M, Maple JT, Murad FM, Siddiqui UD,
Banerjee S. ASGE Technology Committee systematic review and meta-analysis assessing the

Side 8 av 9


https://behandlingsraadet-classic.azureedge.net/media/aoefhnax/analyserapport_1.pdf
https://behandlingsraadet-classic.azureedge.net/media/v4vhha1g/anbefalingsresume_1.pdf

NYE METODER v.1.0-21.02.2020

ASGE PIVI thresholds for adopting real-time endoscopic assessment of the histology of
diminutive colorectal polyps. Gastrointest Endosc. 2015 Mar;81(3):502.e1-502.e16. doi:
10.1016/j.gie.2014.12.022.

33 Bustamante-Balén M, Merino Rodriguez B, Barranco Priego L, Monije J, Alvarez M, Porib.
2024. 'Artificial intelligence-aided colonoscopy for adenoma detection and characterization. A
cost-effectiveness analysis in the Spanis setting', Abstract accepted for presentation at
European Society of Gastrointestinal Endoscopy ESGE Days 2024, April 25 — 27, 2024.

11. Interesser og eventuelle interessekonflikter

Beskriv dine relasjoner eller aktiviteter som kan pavirke, pavirkes av eller oppfattes av andre
a ha betydning for den videre handteringen av metoden som det gis innspill pa (for eksempel:
gkonomiske interesser i saken, oppdrag eller andre bindinger).

Beskriv kortfattet:

This document has been filled in by employees of Medtronic that is the distributor of the Gl
Genius™.
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