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Hvorfor?

Dobbelt sa mange skal overleve lungekraeft i 2030

5-drsoverlevelsen for lungekrasftpatienter skal fordobles til 25 % inden udgangen af 2030
- og patienterne skal overleve til et godt liv.




E Rigshospitalet

Hvorfor undersgge opfalgning?

* Tidligere opsporing af recidiv / progression muliggar
mere effektiv behandling og potentiel bedre overlevelse.

* Nuvaerende opfalgningsprogram er baseret pa meget
sparsom evidens.

* Det er stressende for patienterne og dyrt for samfundet

* Nye teknologier..

SUPE_R
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& BAGGRUND

SUNDHEDSSTYRELSEN

« ceCT af thorax og gvre
abdomen hver 3 mdri 2 ar

« Derefter ceCT af thorax og
gvre abdomen hver 6 mdr i
3ar

DLCG Arsmade 2018
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Rigshospitalet

Nuvaerende opfalgning - evidens

Figur 4. Oversigt over hvilket patienter der indgér | vndersegelsen af opfelgning

- Alle 2893 ny= forstegangstif=ide af
| lungecancer fra Fyn i pericden 2007 &l 2013
B14 behandlet med kurafvi sigte
AN
—_ "M.,k
4 \
15 dade Indenfor 30 776 kandidater 11l opi@igning
dage cier afshutiet efter behandling
behandling
23 fik konstareret e
lungecancer igen £ L
efter begrundet Gruppe A: Gruppe B:
mistanke indenfor 30 346 patiemer udredt | | 430 patlener udredt
dage efter afsluttet fra januar 2007 fra juli 2010
behandling fil juni 2010 fil december 2013

Hansen et al. Rapport om Follow-up pa Fyn. DLCG 2014
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E Rigshospitalet

Nye teknologier

* PET/CT
* Liguid biopsy

* (PROM)

SUPE_R
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“Nye teknologier”

* PET/CT
* Liguid biopsy

* (PROM)

SUPE_R DLCG Arsmgde 2018



Surveillance after Radiotherapy

* Difficult to discriminate changes caused by radiotherapy and
a local relapse.

* Early identification of relapse potentially enables salvage
therapy and improved survival

* PET/CT with FDG often used as second step test after
equivocal CT.

REGION

DLCG Arsmgde 2018



CT and PET/CT results in 53 suspicions of recurrence.

Recurrence MNon recurrence Total
(n=36) (n=17)
CT results
CT+ 17 1 18
CT- 1 7 8
CT inconclusive 18 9 27
FDG PET|CT and CT results
PET/CT and CT concordant b 8 14
PET/CT and CT discordant 30 9 39
PET|/CT+ CT+ 11 - 11
PET/CT+ CT- 1 - 1
PET/CT+ CT inconclusive 18 2 20
PET/CT— CT inconclusive - 7 7

* PET/CT more extensive recurrent disease than CT.
Jimenez-Bonilla, Lung Cancer 2013;71-6
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Baggrund - PET

Post RT

64-arig mand med ikke-

- smacellet lungecancer, 6 mdr
efter straleterapi.
Ingen recidiv pa CT, men MDT
foreslar alligevel PET/CT.
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Baggrund - PET
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Follow up - SBRT

78-arig kvinde med ikke-
smacellet lungecancer og svaer
KOL.

CT 6 maneder efter
stralebehandling med
mistanke om tilbagefald.
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Follow up - SBRT

=
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PET negativ, fortsaetter kontrolforlgb
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TABLE 3: Summary of Studies Describing the Effect of Therapy Assessment and Follow-Up FDG PET/CT on Management of Patients With Lung Cancer

Study, Year

Study Type

No. of
Patients

Cancer Type, Stage

Primary Treatment

Time of Posttherapy or
Follow-Up FDG PET/CT

Change in Course of Treatment

Follow-up FDG PET/CT
(performed > 6 months after
completion of therapy)
Hicks et al. [56], 2001

Hellwig et al. [54], 2006

Ebright et al. [64], 2013

Jiménez-Bonilla et al. [65], 2013
Marcus et al. [69], 20152

Pan et al. [66],2015

You etal. [67],2015

Prospective

Retrospective

Retrospective

Prospective
Retrospective

Retrospective

Prospective

63

62

35

55

85(285
scans)

23

56

NSCLC with no systemic
metastases

NSCLC, suspected
intrathoracic relapse

NSCLC, I

NSCLC, I-IV with
suspected recurrence

Lung cancer, I-1V

Locally advanced NSCLC,
11B-11IB

NSCLC with suspected
recurrence

Surgery, concurrent CRT, or
a combination

Surgery plus induction
chemotherapy and
adjuvantRT

Stereotactic body
radiotherapy

NR
Surgery, RT, and

chemotherapy

Concurrent CRT

NR

More than 6 mo after
treatment

19 mo (median) after
treatment

Every 3 mo within first 2y of
treatment

Within 1 mo after suspicion
of recurrence

NR

9 mo after start of RT

NR

PET finding resulted in a change in manage-
ment of 40 of the 63 patients (63.5%)

16 of 55 (29%) patients with relapsing disease
underwent curative surgical retreatment;
36 patients (65%) underwent nonsurgical
retreatment

4 of 10 patients (40%) with regional detected
recurrence underwent salvage treatment
with definitive concurrent CRT

PET findings resulted in change in treatment
for 17 of 55 patients (30.19%)

PET/CT resulted in change in treatmentin 80
of the 285 (28.1%) scans

14 of 16 patients (88%) with diagnosed relapse
received chemotherapy; 2 patients rejected
for personal reasons

PET finding resulted in change in
management for 32 of the 56 (57%) patients

Note—NSCLC = non—small cell lung cancer, RT = radiation therapy, SUV,,. = maximum standardized uptake value, CRT = chemoradiation therapy, NR = not reported.
aPatients who underwent four or more follow-up PET/CT examinations were included.

SUPE_R
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TABLE 3: Summary of Studies Describing the Effect of Therapy Assessment and Follow-Up FDG PET/CT on Management of Patients With Lung Cancer

No. of Time of Posttherapy or
Study, Year Study Type Patients Cancer Type, Stage Primary Treatment Follow-Up FDG PET/CT Change in Course of Treatment
Follow-up FDG PET/CT
(performed > 6 months after
completion of therapy)
Hicks et al. [56], 2001 Prospective 63 NSCLC with no systemic | Surgery, concurrent CRT, or | More than 6 mo after PET finding resulted in a change in manage-
metastases a combination treatment ment of 40 of the 63 patients (63.5%)
Hellwig et al. [54], 2006 Retrospective 62 NSCLC, suspected Surgery plus induction 19 mo (median) after 16 of 55 (29%) patients with relapsing disease
intrathoracic relapse chemotherapy and treatment underwent curative surgical retreatment;
adjuvantRT 36 patients (65%) underwent nonsurgical
retreatment
Ebright et al. [64], 2013 Retrospective 35 NSCLC, I-11 Stereotactic body Every 3 mo within first2y of | 4 of 10 patients (40%) with regional detected
radiotherapy treatment recurrence underwent salvage treatment
with definitive concurrent CRT
Jiménez-Bonilla et al. [65], 2013 | Prospective 55 NSCLC, I-1V with NR Within 1 mo after suspicion | PET findings resulted in change in treatment
suspected recurrence of recurrence for 17 of 55 patients (30.19%)
Marcus et al. [69], 20152 Retrospective | 85(285 | Lung cancer, |-V Surgery, RT, and NR PET/CT resulted in change in treatmentin 80
nnnnn } nhnmnrhnrapy aftha 298 {')Q 10/)cr\ar\e
Pan etal. [66], 2015 Retrospective 23 Locally advanced NSCLC, | Concurrent CRT 9mo after start of RT 14 of 16 patients (88%) with diagnosed relapse
11B-111B received chemotherapy; 2 patients rejected
for personal reasons
You etal. [67],2015 Prospective 56 NSCLC with suspected NR NR PET finding resulted in change in
recurrence management for 32 of the 56 (57%) patients

Note—NSCLC = non—small cell lung cancer, RT = radiation therapy, SUV,,. = maximum standardized uptake value, CRT = chemoradiation therapy, NR = not reported.
aPatients who underwent four or more follow-up PET/CT examinations were included.
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FULL TEXT ARTICLE y
Comparing Two Imaging Methods for Follow-up of Lung
Cancer Treatment: A Randomized Pilot Study N\

Avrticle in Press: Accepted Manuscript

Franco Gambazzi MD, Lukas D. Frey MD, Matthias Bruehimeier MD, Wolf-Dieter Janthur MD, Sereina M. Graber
PhD, Juerg Heuberger MD, Oliver S. Springer MD, Roland Zweifel MD, Bettina Boerner SN, Gabrielo M. Tini MD

and Sarosh Irani MD
Annals of Thoracic Surgery, Copyright © 2018

e Single site, 96 patienter

« Randomisering efter behandling med kurativ intention
e ceCT vs PET-IdCT hver 6.maned i 2 ar
 Styrkeberegning baseret pa 30% forskel
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Avrticle in Press: Accepted Manuscript

Franco Gambazzi MD, Lukas D. Frey MD, Matthias Bruehimeier MD, Wolf-Dieter Janthur MD, Sereina M. Graber
PhD, Juerg Heuberger MD, Oliver S. Springer MD, Roland Zweifel MD, Bettina Boerner SN, Gabrielo M. Tini MD

and Sarosh Irani MD
Annals of Thoracic Surgery, Copyright © 2018

e Single site, 96 patienter

« Randomisering efter behandling med kurativ intention

« ceCT vs PET-IdCT hver 6.maned i 2 ar

« Styrkeberegning baseret pa 30% forskel

 Ingen forskel pa de to grupper i forhold til antal fundne
recidiver eller falsk positive fund.
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Nye teknologier

* PET/CT
* Liquid biopsy

* (PROM)

SUPE_R DLCG Arsmgde 2018



E Rigshospitalet

Cell-free DNA (cfDNA) is released from normal and tumor cells

Blood vessel .‘

Yooy

Olga @strup, Genomisk Medicin DLCG Arsmade 2018
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cfDNA = ctDNA + cnDNA

Olga Qstrup, Genomisk Medicin DLCG Arsmade 2018
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cfDNA — prognostisk markgr

B

Study ID

Li BT (2016)

Bortolin MT (2015)
MNygaard AD (2014)

Wang S (2014}
Vinayanuwattikun C (2013)
Catarino R {2012)

Sirera R (2011)

Lee YJ(2011)

Ludovini V (2008)

Camps C (2006)

Gautschi O (2004)

Owverall (I-squared = 75.5%, p = 0.000)

L 3

HR (95% CI)  Weight (%)

1.04 (0.93, 1.17)
1.50 (0.60, 3.90)
3.10 (1.20, 8.00)
0.94 (0.61, 1.47)
3.10 (1.70, 5.50)
3.77 (1.16, 12.28)
1.33 (1.08, 1.63)
2.70 (1.16, 4.91)
0.79 (0.29, 2.11)
2.40 (1.30, 4.30)
1.82 (1.23, 2.69)
1.64 (1.26, 2.15)

15.95
547
537
11.39
9.18
392
14,98
1.50
5.05
9.03
12.17
100.00

SUPE_R
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Nivolumab Afatinib Osimertinib
@ >® >0—>
30.0+
EGFR (G719A)
20.0+
—_ EGFR (T790M
S » (T790M)
- /
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s
/
0.0~ T
PD PR PD PD
SUPE_R Thompson JC, Clin Cancer Res, 2016
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Rigshospitalet

Table 3. Imaging Procedure Costs Per Patient by Cancer Type and Year of Diagnosis During
2 Years of Follow-up?

Cost, Mean (SD), $°

I ] Annual
Diagnosed in Diagnosed in Diagnosed in  Increase, %
1999 2003 2006 (95% ClI)
Breast cancer
Total costs 23549 (26087) 31413(33034) 33609 (33375) 4.1(3.5-4.7)
Imaging costs 840 (868) 1462 (1631) 1681 (1811) 9.9(9.2-10.6)
Imaging costs/total costs, % 36 4.7 5.0
Colorectal cancer
Total costs 43655 (38724) 51715(47969) 56839 (51816) 3.4(2.9-4.0)
Imaging costs 1009 (1053) 1686 (1973) 1918 (1994) 10.3 (9.5-11.1)
Imaging costs/total costs, % 2.3 3.3 3.4
Leukemia
Total costs 39423 (53168) 46174 (55756) 46471 (63765) 3.0(1.2-4.9)
Imaging costs 730 (837) 958 (1163) 1257 (1349) 8.4 (6.5-10.3
—— e e = =
Lung cancer
Total costs 45830 (36549) 55540(40852) 55934 (42426) 2.6(2.1-3.2)
Imaging costs 1482 (1601) 2903 (2846) 3260 (2756) 9.5(7.1-12.0)
Imaging costs/total costs, % 3.2 5.2 58
Total costs 41603 (37774) 60421(49660) 63411(54207) 4.6(3.6-5.7)
Imaging costs 1934 (1765) 3658 (3455) 3667 (3189) 8.8 (7.6-10.0)
Imaging costs/total costs, % 4.6 6.1 58
Prostate cancer
Total costs 25445 (26766) 31034 (30582) 31127(33082) 1.8(1.3-2.2)
Imaging costs 875 (840) 1183 (1196) 1304 (1213) 5.1(4.6-5.6)
Imaging costs/total costs, % 34 3.8 42
Abbreviation: Cl, confidence interval.
a gTable 6 shows data for all years in the study period.
bAJl cost values are reported in 2008 US dollars.
SUPE_R Dinan MA, JAMA, 2010:1625-31

e
e mmam
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CEA - Cost Effectiveness Analysis

. Sammenligner alternativer interventioner pa effektivitet
(preecision af metode, overlevelse) og omkostninger.

. Mest udbredte metode i sundhedsvidenskab

. Kraever direkte sammenligning af to
metoder/behandlinger

. Resultater opgives oftest i omkostning pr. effekt, fx
$/sparet operation



? Rigshospitalet

CUA - Cost Utility Analysis

. Sammenligner alternative interventioner pa
omkostninger og effekt, justeret for livskvalitet.

. Kraever interview eller standardiserede
spgrgeskemaer

. Muligggr en bredere sammenligning

. Resultater opgives i omkostning pr. kvalitetsjusteret
effekt, fx $/QALY




Rigshospitalet

Economic evaluation of X-ray, FDG PET/CT
and CT

Table 3 - Cost-effectiveness of different follow-up strategies.

Follow-up strategy Expected costs/patient (95% CI?) Expected survival Expected QALYs ICERP
(months) (95% CI) (95% CI)

(A) Whole group

Conventional € 13.983 (€ 12.783-15.156) 24 (22-27) 1.28 (0.98-1.58)

CT-based follow-up € 14.269 (€ 13.076-15.441) 24 (22-27) 1.28 (0.99-1.59) € 264.033

PET-CT-based follow-up € 15.266 (€ 14.072-16.440) 25 (22-28) 1.30 (1.00-1.61) € 69.086

(B) Asymptomatic patients only

Conventional € 13.983 (€ 12.805-15.162) 24 (22-27) 1.28 (0.98-1.58)

CT-based follow-up € 14.269 (€ 13.101-15.444) 24 (22-27) 1.28 (0.99-1.59) € 264.033

PET-CT-based follow-up € 14.768 (€ 13.584-15.952) 25 (22-28) 1.30 (1.00-1.61) € 42.265

QALY: quality adjusted life year.

ICER: incremental cost-effectiveness ratio.

a 95% Confidence intervals (CI) based on probabilistic analysis.

b Expressed in €/QALY gained compared to conventional follow-up.

Van Loon, EJC, 2010:110
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Hvorfor undersgge opfalgning?

* Tidligere opsporing af recidiv / progression muliggar
mere effektiv behandling og potentiel bedre overlevelse.

* Nuvaerende opfalgningsprogram er baseret pa meget
sparsom evidens.

* Det er stressende for patienterne og dyrt for samfundet

* Nye teknologier..
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SUF

sitrveillance with - T/CT and liquid biopsies
age I-lll lung cancer patients after
pletion of definitive therapy; a
sandomized controlled trial

—_——
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Participants | Capital Region | Region Region of Central Harth
of Denmark Zealand Southern Demmark Denrmark
Denmark Region Region
Fulmonology £ Saghi F. Clementsan . Laursen TR Rasmussen B Rychwicka-
K. Rizhies- . Salih A [EH
Lersen L. Badiger R Bikd
M. Ssarshalm
Oncology 3. Parsson M. Frank T. Schytta H. Skuladotie T. MeCullnzk
M. Pahl JH. Ehbars k. Halmskew M. Bnag 5. Kunwalkd
J. Andersan L Lard A Hhald
K. Skauzasd B. R Fris
Thoracic J. Renn E Jacebsen A Haojsgaeard L. lagler
BUFGEFY
Huclear L. Fribarg B. Sonns H. Pefersen A Harsddsen 55 Miglsen
Madizire B. Garlz J. Gelner AL Mislsen K. Hjahaug L. Jalstrup
fl. Flscher J. Flededus
M. Lonsdals
K.
Guldbrandsen
J. Nafensan
Radiclogy 4, Kahauge M. Andarsen 0. Kraft H. Hallerman P Maidas
E. Albrect-Besle D. Spasspayic
Liquid Biopsy 0. S=trup and | Ahlbom, Rigehospitalel

F. Meldgzard and BS. Sorensen, Aarhes University Hospisal
M. Dahl, Zesiand University Hospital

Pathaiogy B Guldhammer Skow
Regshospitalet
Stalistics 0. Gerke

Ddense Liniversity Hespitel' University of Sowshem Denmerk
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Experimental arm A s

Randomization
1:1

control arm B —

Figur 1: Overview of the SUPE-R trial

DET SUNDHEDSVIDENSKABELIGE FAKULTET
K@BENHAVNS UNIVERSITET .

FDG-PET/CT-5can replacing CT at momnths 6, 12, 18 and 24, otherwise as B with CT
scan months 9, 15 and 21 Quality of life assessment and liquid biopsy every 3
months for later analysis.

CT-scan and clinical evaluation every 3 months. Quality of life assessment and liquid
biopsy at every 3 months for later analysis.

Inclusion Criteria

Patient with non-small cell lung cancer (NSCLC), proven by cytology or histology

Patient in clinical stages I-lll

Age = 18 years

P5 = 2 at the time of referral to therapy

Patient referred for definitive treatment (e.g. surgery, surgery followed by adjuvant

chemotherapy, concomitant radio-chemotherapy, conventional or stereotactic

radiotherapy or radiofrequency ablation).

6. Patient has given his/her written informed consent before any specific procedure
from protocol

Nbwh =

DLCG Arsmade 2018
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* Primaere endepunkt
 Antal kurative recidiver (MDT)

* Sekundeere endepunkter

« Tid til verificeret recidiv
« QOverlevelse
 PS ved recidiv
« Behandlingsmodalitet ved recidiv
« Livskvalitet

\ 4  Invasive undersggelser
« Cost-effectiveness

* Liquid Biopsy I biobank

¥

v
ﬁ-w

DLCG Arsmade 2018
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Styrkeberegning

* Detektere en stigning i behandling af recidiv med kurativ intention pa
15% (alpha=0,05, power=0,80) = sample size 330 patienter (165 i
hver arm)

* Det antages at 45% recidiverer indenfor 24 mdr. og kun et fatal vil
droppe ud undervejs: 375 patienter i hver arm (total 750).

* Interimsanalyse efter inklusion af 188 patienter i hver arm og mindst
6 mdrs follow-up efter randomisering (stop ved futility / fertility iht
protokol).

SUPE_R DLCG Arsmgde 2018
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* Primaere endepunkt
« Antal kurative recidiver

* Sekundeere endepupk _
. Tid til verificeret re AL R = STpIIETs

. Overlevelse 1100 PET/CT
. PS ved recidiv 4500 Blodprgver
. BehandlingsmodalifeAllORST o)1 (e[S CINE ]
« Livskvalitet

-  |nvasive undersggelser
« Cost-effectiveness

* Liquid Biopsy

‘/ Ii- novo nordisk fonden
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Logistik SUPE_R

Patient-flow ved inklusion

Henvisning til
Infiltratenhed

) S

Di e : Thoraxkirurgisk afdeling Thoraxkir. | Indgang i
L |agn03y ! K > Kurativ behandling 3 mdrs kontrol = SUPE_R
unge:gzi eins : : (stadie I-11IA) 2. samtykke |: A
Besked om J,Stadie I1-1A :
‘l’ 5| diagnose og E_ : ) Lungemed. |: Ja
behandlingsplan if Onkolpglsk afde!lng 3 mdrs kontrol | } 4
- Kurativ behandling 1o tvikke It D1 Recidivfri?
lungemed. regi ¢ : : . samtykke |:
MDT E P> (stadie I-111B) :
Er patienten : A Stereotaxi, postop. : :
kandidat til S / kemoterapi og —>| Onkologisk |: Nej
SUPE_R? * Beskedom 1 | | konkomittant kemostral. : |3 mdrs kontrol |
(PRO?) T ' 4 F o ke |}
: diagnoseog s : . samtykke
=¥: behandlingsplanif ->1  Onkologisk afdeling : :
2 onkologisk. regi ; Ly{  Palliativ behandling  §\_: : :
3 (OuH) | (stadie 11IB-1V) \ Onkologisk i Y.
S CEEEEE 1 i3 mdrs kontrol |: i Indgangi .
: : i | 2.samtykke [: 3 . PRO? !
1. samtykke 2. samtykke
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PET/CT

Patienter randomiseret til Arm A i projektet henvises fra lungemedicinsk eller onkologisk afdeling
til PET/CT forud for deres kontrolbesgg 6, 12, 18 og 24 mdr. efter endt behandling. Patienter i
begge arme kan fortsat henvises til PET udenfor projektet hvis der pa CT er mistanke om recidiv.

Der udfares kvalitetssikring af deltagende scannere gennem maling af coefficiency recovery far
start og en gang arligt.

Pa henvisningen pafgres SUPE-R scan nr x (= 1, 2, 3 eller 4) samt oplysning om behandling
« PET/CT scanningen fglger EANM guidelines.
« Der indsamles oplysninger om patients vaegt og hgjde, samt males og registreres blodsukker
inden injektion
« Selve PET/CT scanning foretages som falger (reekkefglge afggres lokalt):
« Diagnostisk CT i free breathing fra apex til midt femoralt (dvs. inkl cerebrum)
« PET (rekonstrueres bade med og uden PSF/QClear)
« Lavdosis CT over thorax med breathhold
* Respiratory gating er optional.
« Scanning beskrives int nationale guidelines for beskrivelse og svar videregives til henvisende
kliniker som vanligt.
« Svar indtastes af PET leege i RedCap database
« Scanningen overfares til forskningsserver pa Rigshospitalet

SUPE_R DLCG Arsmgde 2018
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Liquid Biopsy

Der tages blodprgver forud for hver

scanning (2 STRECK rgr), som skal

undersgges senere for markarer for kreeft. .
Blodprgverne sendes til Genomisk Medicin

pa Rigshospitalet eller KBA Aarhus

Universitetshospital med henblik p& e :
Isolering af plasma, nedfrysning og senere e 2
analyse (cfDNA, ctDNA). Nar projektet er

afsluttet (september 2025) vil blodpraverne ! L i

blive overfart til en forskningsbiobank
godkendt af Datatilsynet.

SUPE_R DLCG Arsmgde 2018
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Livskvalitet

4

W1 er inferac-arads 1 3 1mda nnoat ran Tham ae Tlaras halhrad o ranlio ot hastrara alla

EORTC QLQ-C 30 (rersion 10)

spergsmal

mgen "rigl @

EORTC QLQ -1.C13

1. HarD _
akirvr GAD-7

ellere Patienter forteller undertiden. atde b

omfang du har haft disse sympt S Mere end
1 HarD =g ¥ o ) Hvor ofte i de sidste 14 dage har du vaeret generet Slet Flere halvdelen Naesten
o sporgsmalene ved at s@tte en rmg on af felgende problemer? ikke dage af dagene hver dag
3. HarL (Marker dit svar med “ ”)
kot 1 den forlobne uge:
=
1. Feltdig nerves, angstelig eller anspaendt 0 1 2 3
4. ErDe _ =
enzte 31. Hvor meget har du hostet?
2. lkke kunnet holde op med at bekymre dig eller ikke 0 1 2 3
i, HaD 35 Har du hostet blod op? kunnet styre din bekymring
vaske
33. Har du haft andenod 1 hvile? 3. Bekymret dig for meget om alt muligt 0 1 2 3
34. Har du haft andenod. nar du sik? 4. Haft sveert ved at slappe af 0 1 2 3
35. Har du haft andenod, nar du gik op 5. Vzeret sa rastlgs, at du har haft svaert ved at sidde stille 0 1 2 3
36. Har du haft omhed 1 nmnden eller p 6. Haft let ved at blive sur eller irritabel 0 1 2 3
SUPE_R

7. Veeret bange, som om noget frygteligt kunne ske 0 1 2 3



? Rigshospitalet

Omkostningsanalyse

* Sammenligne omkostninger i de to arme baseret pa
ICER (netto omkostninger/ QALY)

* Omkostninger estimeres baseret pa
omkostningsudtraek pa inkluderede patienter fra
Sundhedsdatastyrelsen

* Kvalitetsjusterede levear (QALY): baseret pa 10
spgrgsmal fra EORTC QLQ-C30 udregnes en
iIndex-veerdi (0-1, QLU-C10D)
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SUPE_R status

Opgave Region Deadline Status Hovedstaden Sjzelland Syddanmark Midt Nord
Godkendelse af protokol Fischer

Indsendt VEK 28-feb ok Fischer

Revideret 15-apr ok Fischer

Behandles 29-maj Fischer

2. Revision Fischer

Godkendelse

Godkendelse datatilsyn Fischer
ansggning udfaerdiget 17-maj ok Fischer
Afventer kommentar 29-maj Fischer
Databehandleraftale 17-maj ok Fischer
Udsende databehandleraftale 04-jun Fischer
Databehandleraftale retur 01-jul Fischer Frank/Ehlers Land/Schytte Saksg/Khalil ~McCullock
Samkgrsel med DLCR i ansggnin Fischer
Godkendt 01-aug
Ansggning til Rigsarkivet 04-jun Fischer

Udarbejdelse af kontrakter Fischer
1. udkast til juridisk kontor 28-maj ok Fischer
2. udkast Fischer
Udsendelse til sites 15-jun Fischer
retur fra sites 01-jul Fischer Frank/Ehlers Land/Schytte Saksg/Khalil ~McCullock
PET/CT 01-sep Friberg/Ggrtz  Sonne Petersen Haraldsen Nielsen
Andre? ?

Udarbejdelse af RedCap database Skovgaard
Udvalg vedr. CRF 17-maj ok Flere
Udkast CRF til gennemsyn 10-jun Skovgaard
CRF retur med kommentarer 24-jun Alle Alle Alle Alle Alle
Revidere CRF 01-jul Skovgaard
Start opbygning af RedCap 01-jul Pghl
Opbygning af registrering 01-jul Pphl/Skovgaard
og randomisering i RedCap
Faerdig 15-aug Pghl/Skovgaard

Liquid Biopsy
Blodprgve SOP 10-jun Pstrup Dahl Sprensen
Estimere yderligere finansieringsbehov
a) Indsamling 10-jun @strup Sgrensen
b) opbevaring 10-jun @strup Sgrensen
c) Analyser Afventer...
Oprette blodprgver i relevant system 01-jul @strup @strup/Dahl Land/Schytte Khalil Rosborg
Kontakt til KBA (BBH og GEH) 01-jul @strup/Fischer

SUPE Status for blodprgver i lign projekter 01-jun McCullock DLCG Arsmﬂde 2018

I:—d—‘taljer omkring evt transport 01-jun @strup/Fischer Dahl
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SUPE_R status

Opgave Region Deadline Hovedstaden Sjaelland Syddanmark Midt Nord
Godkendelse af protokol Fischer

Indsendt VEK 28-feb

Revideret 15-apr

Behandles 29-maj

2. Revision

Godkendelse

Godkendelse datatilsyn Fischer
ansggning udfaerdiget
Afventer kommentar
Databehandleraftale
Udsende databehandleraftale
Databehandleraftale retur Frank/Ehlers Land/Schytte Saksg/Khalil McCullock
Samkgrsel med DLCR Fischer
Hovedansggning Godkendt
Ansggning til Rigsarkivet

Udarbejdelse af kontrakter Fischer
1. udkast til juridisk kontor 28-maj
2. udkast
Udsendelse til sites 15-jun
retur fra sites 01-jul Fischer Frank/Ehlers Land/Schytte Saksg/Khalil -
PET/CT Ol-sep_Sonne Petersen Haraldsen
Andre? KBA/ Skovgaard KBA/Dahl
Udarbejdelse af RedCap database Skovgaard
Udvalg vedr. CRF 17-maj
Udkast CRF til gennemsyn 10-jun
CRF retur med kommentarer 24-jun
Revidere CRF 01-jul
Start opbygning af RedCap 01-jul
Opbygning af registrering 01-jul
og randomisering i RedCap
Feerdig 15-aug Skovgaard
Liquid Biopsy

Blodprave SOP 10jun@strup  Dahl Sprensen

Estimere yderligere finansieringsbehov

a) Indsamling 10-jun @strup
b) opbevaring 10jun_

c) Analyser Afventer...
Oprette blodprgver i relevant system 01-jul @strup/Dahl Land/Schytte Saksg
Kontakt til KBA (BBH og GEH) 01-jul

SUPE Dataljer omkring evt transport 01-jun

DLCG Arsmade 2018
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SUPE_R status

DET SUNDHEDSVIDENSKABELIGE FAKULTET
K@BENHAVNS UNIVERSITET .

Er startet
Naesten klar..
@ Ikke klar endnu

DLCG Arsmade 2018
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SUPE_R PERSPEKTIV

This trial will enable a comprehensive assessment, standardization and improvement
of surveillance of patients treated for lung cancer in Denmark. The combined
collection of Imaging, Quality of Life and liquid biopsies in a national, randomized
clinical setting is an ambitious and internationally unique initiative. This study will
provide the scientific basis for improving surveillance and treatment of patients with
lung cancer in Denmark and worldwide as well as provide knowledge transferable to
other groups of cancer patients.

X novo nordisk fonden
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TAK FOR OPMARKSOMHEDEN
&
TAK FOR HJZALPEN TIL ALLE AFDELINGER

Kristin Skougaard & KFE Herlev (Hanne, Krista og Susann)
Zaigham Saghir & Lungemedicinsk ambulatorium
Olga Qstrup, Genomisk Medicin RH

Tine McCullock, Beata Ryckwicka-Kielek & KFE Alborg
(Kirsten Lambaek)

Lotte Holm Land & KFE Odense (Anitha Petersen)
Malene Frank & KFE Naestved (Lars Munch Larsen)
Markus Lonsdale og Kasper Guldbrandsen

Torben Riis Rasmussen

erke
ﬁ' novo nordisk fonden



