HUR MAXIMERAR VI PATIENTNYTTAN VID
BEHANDLING AV BENARTARSJUKDOM?

— ett SWEDEPAD-initiativ




08:30-08:45 Varfér SWEDEPAD?
Marten Falkenberg

08:50-09:00 ”"Benartarsjukdom — en global pandemi”
Birgitta Sigvant

Medicinsk behandling av benartarsjukdom
09:05-09:25 Anders Gottsater/ Birgitta Sigvant
09:30-09:40 Lars Norgren (EUCLID)

09:45-10:15 Kaffe

Omvardnadsaspekter pa benartarsjukdom

10:20-10:35 Varfor studera halsorelaterad livskvalitet vid
benartarsjukdom? (Christine Kumlien)

10:40-10:50 Sjukskoterskebaserad intervention vid
benartdrsjukdom (Sara Haile)

10:55-11:50 Foretagssession DEB/DES

11:50-12:50 Lunch

12:50-13:35 Teknik vid endovaskuldr behandling av
benartdrsjukdom (Martin Delle)

13:40-13:50 Primarstentning av SFA versus konservativ
behandling av claudicatio intermittens (Hans Lindgren)

13:55- 14:05 Invasiv versus non-invasiv behandling av
claudicatio intermittens (Joakim Nordanstig, Goteborg)

14:10-14:30 Amputationsrisk efter revaskularisering i
Sverige (Erik Baubeta Fridh/Manne Andersson)

14:35-15:00 Kaffe

15:00-16:00 Hur kan inklusionen i SWEDEPAD férbattras
och okas?

Annica Wedar, samt Marten Falkenberg och Joakim
Nordanstig

Inklusion - vilka ar problemen och vilka ar I6sningarna?
Uppfoljning av SWEDEPAD-patienter — hur optimeras den?
(klinisk uppféljning, VascuQoL-6 och duplex)
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Benartarsjukdom

1. Vanligaste perifera karlsjukdomen

2. PTA (+/- stent) vanligaste behandlingen
3. Restenos vanligaste komplikationen

4. DEB/DES mest lovande atgarden



Likemedelsavgivande tekniker (DEB/DES)
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Studiepopulation

Studiepopulationen utgors av konsekutiva PAD-
patienter, fran alla karlcentra i Sverige, med
femoropopliteala och/eller infrapopliteala

karllesioner, lampliga for endovaskular
behandling

Maj 2013



Hypotes

Drogavgivande teknologi (DEB/DES) ar dverlagsen

konventionell endovaskular behandling i termer

av:

* Forbattrad limb salvage vid kritisk ischemi
(SWEDEPAD 1)

 Forbattrad halsorelaterad livskvalitet vid claudicatio
intermittens (SWEDEPAD 2)

Maj 2013



Randomisering

* Forskningspersonerna kommer att randomiseras till
tva olika grupper:
1. Revaskularisering med drogavgivande teknologi
2. Revaskularisering utan drogavgivande teknologi

 En datorbaserad randomiseringsprocedur via
Svenska Karlkirurgiregistret (Swedvasc) kommer att
anvandas. En lattanvand randomiseringsmodul

byggs in i registreringsprotokollet.

Maj 2013



VARFOR

Startade 1987
Nationellt sedan1994
Web-baserat sedan 2003
10 000 procedurer/ar
3 000 infrainguinala endo/ar



ALLA INGREDIENSER FOR EN
LANDMARK STUDY?”’!




Ar det inte redan bevisat att
drogavgivande ballonger/stentar ar
battre och bor anvandas vid
femoropopliteala lesioner?




HTA-analys 2015

Region Vastra Gotaland, HTA-centrum

Health Technology Assessment
HTA-report 2015:81

Drug eluting balloons and stents for
symptomatic peripheral peripheral arterial
disease



Sammanfattande slutsats: Trots att nastan 3 000
patienter studerats (i RCT) saknas stod for
fordelaktiga resultat avseende patientnara
utfallsmatt, vad géller effekten av
|lakemedelsavgivande stentar eller ballonger for
behandling av symtomgivande perifer
karlsjukdom i benen, jamfort med icke-

|lakemedelsavgivande stentar eller ballonger.



KOMMENTAREN

attre regelverk behovs for
medicintekniska produkter

HTA-UTREDNING AV LAKEMEDELSAVGIVANDE STENTAR OCH
BALLONGER VID BENARTARSJUKDOM VISAR PA BRISTERNA

Det finns ett genomarbetat kon-
trollsystem for lakemedel - utan
effekt och betryggande saker-
hetsdata far man numera helt
enkelt inte ett nytt likemedel
registrerat.

For medicintekniska produk-
ter ar situationen annorlun-
da. Det racker i princip med att
kunna visa att produkten inte
ar tekniskt farlig (sk CE-mark-
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inférande, en process som fort-

farande pagar [1].

Komplex utredning

Liknande produkter marknads-

fors nu for anvandning vid ate-

rosklerotisk benartarsjukdom.

Med kardiologins erfarenheter
i atanke bestillde darfor Sahl-
grenska universitetssjukhuset
en sk HTA-utredning (health

ioct loc: caca s foc ose

musavgivande stentar vid lesioner under
kndet hos patienter med kritisk ischemi
(3 randomiserade kliniska provningar och
3 kohortstudier) och paklitaxelavgivan-
de ballonger i en blandpopulation (clau-

dicatio-symtom eller kritisk ischemi) (7

randomiserade kliniska provningar) (se

HTA-utredningen [2], tabell 1, sidan 19).

Jamforelse med konventionell ballong/stent

I jamforelse med konventionella ballong-
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Lakartidningen. 2016;113:DU49



Primara Resultatmatt

SWEDEPAD 1 SWEDEPAD 2
e Tid till amputation,  Halsorelaterad livskvalitet,
analyserat nar alla patienter analyserad med VascuQol-6

foljts i minst ett ar. ett ar efter behandlingen.



Sekundara Resultatmatt

SWEDEPAD 1

Survival after one year and long-term
Amputation free survival.

Freedom from target lesion revascularisation (TLR) after one
year.

Time to target lesion revascularisation (TLR) during follow-up.

Patency, defined as freedom from binary restenosis, a
reduction in lumen diameter 250% in patients assessed with
duplex ultrasound after one month and after one year.

Improvement in clinical symptoms, assessed with the
Rutherford classification at one month and one year.
Particularly changes from Rutherford categories 4, 5 and 6 to
lower categories.

Ankle-brachial index (ABI) after one month and after one
year.

Health related quality of life, assessed with VascuQol-6, a
disease-specific health —related quality of life instrument in
PAD, after one month and one year, and during long-term
follow up.

Survival after one year and during long-term follow-up.
Health-economic assessment after one year and during long-
term follow-up.

SWEDEPAD 2

Survival after one year and long-term
Amputation free survival.

Freedom from target lesion revascularisation (TLR)
after one year.

Time to target lesion revascularisation (TLR) during
follow-up.

Patency defined as freedom from binary restenosis,
a reduction in lumen diameter 250% in patients
assessed with duplex ultrasound after one month
and after one year.

Improvement in clinical symptoms, assessed with
the Rutherford classification at one month and one
year. Particularly changes from Rutherford
categories 2 and 3 to other categories.

Ankle-brachial index (ABI) after one month and
after one year.

Amputation rate during follow-up, analysed when
all patients have been followed for at least one year.

Health-economic assessment after one year and
during long-term follow-up.



Patients planned for infrainguinal endovascular procedure

A'/‘ \\i
Critical Ischemia Intermittent Claudication
SWEDEPAD 1 SWEDEPAD 2
l |
Randomisation in Randomisation in
registry registry
pd Ny pd Ny
DE No-DE DE No-DE

Register Follow-up
(one month, one year)

Additional follow-up (letter/phone call, healthcare registries)
(one, three and five years after completion of inclusion)




Ekonomi

e 2500 kr per randomiserad patient
* Och

e 2500 kr per drogavgivande device (ballong
eller stent)




The BASIL-3 Trial
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BASIL-3

Patient with severe limb ischaemia due to FP +/- IP disease.

N g

Diagnostic imaging is performed and reviewed by a team of consultants




BASIL-3

As of 24 November 2016, a total of 20 clinical
centres are open to recruit to the Basil-3 trial; 18
in England, 1 in Scotland, and 1 in Wales. Fifteen of
the 20 clinical centres have cumulatively recruited
87 participants. We have 2 clinical centres which
we anticipate will open to recruitment in the next
30 days. Tens of centres have formally expressed
interest in opening Basil-3 and are at varying
stages of start-up; we anticipate the majority of
these opening during 2016.



BASIL-3

As of 24 November 2016, a total of 20 clinical
centres are open to recruit to the Basil-3 trial; 18
in England, 1 in Scotland, and 1 in Wales. Fifteen of
the 20 clinical centres have cumulatively recruited
87 participants. We have 2 clinical centres which
we anticipate will open to recruitment in the next
30 days. Tens of centres have formally expressed
interest in opening Basil-3 and are at varying
stages of start-up; we anticipate the majority of
these opening during 2016.



Randomiserade patienter
7~

SWEDEPAD 16-08-24

SWEDEPAD 1 487 (67%)
726 ;

Total SWEDEPAD 2 239 (33%)

Sédersjukhuset 134

Karolinska universitets sjukhuset 124

Sahlgrenska sjukhuset 109
Karlkir. Jonkopings 1an N 7 3
Halmstads Lanssjukhus N S 4

Karlstac N 4
Visteras - centrallasarettet NN 32
Umea - regionsjukhuset NN ?c
Sundsvalls sjukhus NG ? 4
Kéarnsjukhuset Skévde NN 20
Helsingborgs lasarett NN 18
Gavle - lanssjukhuset N 17
Kérlkliniken Malmé Lund I 16
NAL I 11
Orebro Universitetssjukhuset HEl 10
Akademiska sjukhuset Uppsala Il 9

Boras lasarett Hll 6

Kristianstad H 4
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Randomiserade patienter
7~

SWEDEPAD 16-11-26

SWEDEPAD 1 605 (66%)
918 ;

Total SWEDEPAD 2 313 (34%)
' S('jders'jukh'uset 160
Karolinska un;}(jlizlscsezi 144

Sahlgrenska sjukhuset 135
Karlkir. Jonkopings lan N 100
Halmstads Lanssjukhus NN G 4
Karlstad NN 1 4
Vésteras - centrallasarettet NN 4]
Umea - regionsjukhuset NN 34
Sundsvalls sjukhus NN 32
Helsingborgs lasarett NN ? 7
Karnsjukhuset Skovde N ? 4
Gavle - lanssjukhuset NN ??
Karlkliniken Malmé Lund N
NAL I 1
Akademiska sjukhuset Uppsala I 15
Orebro Universitetssjukhuset NN 14
Boras lasarett Il 9
Kristianstad Il 8

Sunderby Sjukhus 12
0 25 50 75 100 125 150 17
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Andel inkluderade senaste
6 manaderna

Sunderby Sjukhus
Halmstads Lanssjukhus
Sahlgrenska sjukhuset
Sundsvalls sjukhus
Karlkir. Jonkopings lan
Karlstad

100'% (2 inklusioner)

65 % (17 inklusioner)

65 % (43 inklusioner)
62 % (23 inklusioner)
62 % (34 inklusioner)

60 % (15 inklusioner)

Kristianstad

Vasteras - centrallasarettet
Gavle - lanssjukhuset
Karlkliniken Malmo Lund
Karolinska universitets sjukhuset
Umea - regionsjukhuset
Orebro Universitetssjukhuset
Boras lasarett

Sodersjukhuset

Akademiska sjukhuset Uppsala
NAL

Helsingborgs lasarett
Karnsjukhuset Skovde

50 % (6 inklusioner)
47 % (23 inklusioner)
42 % (11 inklusioner)
41 % (18 inklusioner)
40 % (40 inklusioner)
I 38 % (10 inklusioner)
I 36 % (8 inklusioner)
I 36 % (4 inklusioner)
I 35 % (35 inklusioner)
I 33 % (9 inklusioner)
I 32 % (11 inklusioner)
I 25 % (13 inklusioner)
I 20 % (5 inklusioner)
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