Auryon laser Arthergctomy

Erfaringer fra SLB med Auryon laser artherectomi i PAD



* Disclosure: None




En ny generation af laser

LAY O N  artherectomititPAD og ISR

@ angiodynamics



355 nm solid state UV, YAG laser, B

med 10-25 ns pU|SbI‘eC|C|e | s

» Kombinationen af specifikke balgelaengden o? kort pulsbredde giver selektiv
f

energiabsorbtion i kalk/plaque - og dermed effektiv photokemisk og photomekanisk plaque
ablation og plaque fracturer.

* Vaevsspecifik Energien seger mod teette strukturer i plakken frem for den elastiske og
vandholdige vaeg

* Molekylaer spraengning sa kraftig energi at kemiske binger brydes gjeblikkeligt og forvandler
fast plague mikroskopiske

 partikler og gasbobler(damp)

* Kold laser: Korte impulser gar varmeudvikling ikke nar at sprede sig til karvaaggen



The precision of 355-nm wavelength 45 Efficient ablation
b

_ — - . . A shorter pulse is efficient at material removal by delivering more of the
3x higher affinity for lesion tissue vs vessel . .

: il . total energy above the biological threshold.*
endothelium, giving you the ability to ablate the

lesion while preserving vessel endothelium

Nonreactive to contrast media, allowing you to
simultaneously debulk lesions and monitor

~ Short pulse
fluoroscopy images

Long pulse
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Power to debulk any type of lesion (from thrombotic
to severely calcified)3®
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Plasma formation results in vaporization of lesion
tissue without thermal ablation




The Auryon System produces a photon energy of 3.5 eV, which is low enough
to be nonreactive to vessel endothelium, but high enough to vaporize

calcium. 48
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= bond threshold
i@ ANERYON 3.6eV . ,
oLk The Auryon System has a pulse width of 10 to 25 ns, ensuring enough power
C-N 3.5eV

bond thieshold to target the lesion and spare the vessel.?

3.0 eV




Fracture effect and deep calcium

Hoj energii kort plusbredde medfarer en photoacoustic "shock
wave" or lithotripsy-type effect som fakturerer eller knaekker hardt calcium plague

kan derved modificere media calcium dybt |
arterievaeggen — denne type calcium er ofte udfordrende for andre type decvices
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Micro-CT imaging, har vist at
s Auryon systemet successfuldt knaekker eller

| frakturer calcified plague in (PAD) cases
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Pre-micro-CT
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~— kr Treatment effect of medial arterial calcification in below-knee after Auryon laser atherectomy using micro-CT and histologic
(‘\ P\ evaluation
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Post-micro-CT

Determine the frequency of medial arterial calcification (MAC) fracture following Auryon laser atherectomy using micro-CT

and histologic evaluation in an atherosclerotic human cadaveric limb mode

Histology
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Mikrofrakturer i media kalk

* Forbedrer karfleksibiliteten -> @get compliance af karret

* Forbedrer angioplastik succesraten — nemmere efterfelgende
ballonangioplastik og mindre behov for stentning

* Reducerer risikoen for komplikationer som karperforation og
dissektion



Indikation \
@ Above Knee

* Stenoser infrainguinalt — ATK og BTK s Balo Knoa }
* In-stent restenosis,ISR — 2.0 0g 2.35 katetre

* 2.35 katetetret - har built-in off centerings mekanisme til eksentrike
stenoser

» Kontinuerlig aspiration pa 2.0 og 2.35 katetrene — reducerer distal
embolisering og bruges typisk i starre lumen f.eks.fem - pop, ISR og i
laesioner med blanding af kalk og bled trombe



| aserkatetrene

- 2T - ] Off-center capability available
Popliteal + superficial e in 235 Ml e

femoral artery

Femoropopliteal +
tibioperoneal trunk

Tibial + femoropopliteal

Tibial + femoropopliteal

Below the ankle + tibials




Compatible 0.014 Guidewires til Auryon

* Abbott: Command ES, Spartacore, Wisper

* Asahi: Astato XS,Grand Slam,Halbred, ;
Prowater,Regalia, Siom Black,Gaia, Gladius,Minamo

* Terumo: Glivewire Advantage, Runtrough
* Cook: Hydro ST, Roadrunner, Viper Wire
* Boston: Mailman,Thruway, V14,Savion FIx og DLVR



Resume

Auryon vs. Philips Laser Differences

Feature &

Technology
Type

How it Works

Pulse
Duration

Aspiration

Contrast

Media

Vessel
Damage Risk

Best For

Auryon Laser (AngioDynamics)

Solid-state laser (355-nm
wavelength)

Photomechanical ablation
(vaporizes plague with minimal
heat)

Extremely short (< 10 ns)

Yes (integrated in 2.0 and 2.35 mm
catheters)

MNonreactive: Allows simultaneous
imaging & ablation

Lower: High affinity for lesion over
vessel wall

Heavy calcification, ISR, BTK
lesions

Philips Excimer Laser
(Spectranetics/Philips)

Excimer gas laser (308-nm
wavelength)

Photochemical/Photothermal (creates

cavitation bubbles)

Longer (125 to 200 ns)

Mo (usually requires separate

aspiration devices)

Reactive: Requires saline flush to
avoid high pressure

Higher: 13.1% dissection rate noted in
literature

Standard Plague, ISR

Auryon: Designet til PAD fra starten., bedre penetration i
calcificeret plaque og mere effektiv debulking

Korte plusbrede giver mindre termisk diffusion og bedre
effektiv fotomekanisk effekt i kalk.

Ingen skade pa karvaeggen.

Aspirations mulighed pa de store katetre — god ved
blandede laesioner af blandet alder.

Mindre maskine, hurtigere setup, kan bruges samtidig med
kontrast.



Evidens:

Philips Nexcimer laser: En del &r pa markedet og mange studier.

Auryon: Kun meget fa prospektive eller retrospetive non-
ramdomiserede sma studier med kort follow— mere evidens er
pakraevet, studier er pa vej.



Pathfinder registry

* Pathfinder Post-Market registry i PAD

* Prospective, single-arm,non-randomized, clinical study that assessed the
safety and efficacy of the Auryon System in subjects with symptomatic
(Rutherford 2-4) infrainguinal PAD at 8 US and 3 EU sites.

* 102 pt, 107 laesioner
* Rutherford 2-4

* 6 0g 12 mdr. outcome. 24 mdr ikke publiceret endu.



TABLE 2 Baseline angiographic lesion characteristics (n= 107).

* Mean age was 68.4 £ 10.21 years, 61.8% of subjects

CFA 14 (13.0%)
o e were male
Popliteal artery 37 (34.3%)
AT 26 (24.1%)
PT 13 (12.0%)
Peroneal 3(2.8%)

Dorsalis pedis 6 (5.6%)

s diabetes mellitus 44

Site-reported stenosis type? (n=121)

87% hypertension, 7§%hyperlipidemia ,;3%
70 Coronary artery disease

82 (67.8%)
21 (17.4%)

27 (22.3%)

Rygere og tidl rygere: hhv 28 0og 38%

Core Lab-reported pre-355 nm laser target 136115
lesion length, cm (mean + SD)

Core Lab-reported reference vessel diameter, 3.83+1410
mm (mean +SD)

48 (44.4%)

59% had undergone a previous surgPicaI or
percutaneous intervention to treat PAD, 45% were
=y In the index limb

2—Mild 19 (17.8%)
3—Moderate 22 (20.6%)
4—Severe 17 (15.9%)
Unknown 14 (13.1%) ° h
Core Lab-reported TASC lesion type T e m e a n
TASC A 48 (44.9%)
TASC B 24 (22.4%)

TASC C 16 (15.0%)

msco 19 4700 * 45% had critical limb ischemia (CLI), and 47% had

Unknown 0 (0.0%) t . . | | .
Site-reported tortuosity (n=121) I I a e S I O n S ]
None 67 (55.4%)
Mild 31 (25.6%)
Moderate 16 (13.2%)

Severe 7 (5.8%)




* Successful revascularization was defined as achieving
<30% residual stenosis at the index lesion postatherectomy and

adjunctive therapy (POBA;DEB; Stent) as evaluated by an
angiographic Core Lab

* 69.0% achieved technical procedural success (<30% stenosis)

* Similar rates were observed for subjects with ISR (25.5 + 14.9) and CTO(28.1 +
17.0),and severe calcification (36.5 + 21.6) lesions



% Stenosis

82 100 24 2 48 30 17 " 16 36 20 31

All subjects In Stent Chronic Total Severe Calcification Long Lesions
Restenosis Occlusion 15 cm)

No. of subjects 57 51 48 30 42 i g B4 72 29
Claudication Critical Limb |schemia Femoral Popliteal Tibial

FIGURE 1 Percentage stenosis reduction with the Auryon System at baseline, post laser, and post adjunctive therapy for total study

population and by su




Duplex ultrasound follow up

* Patency, defined as less than 5o% stenosis remained consistent from
the 6-month through the 12-month follow-up periods.

* 71.0% at 6 months to 71.6% at 12 months

* At 6- and 12-month 74.0% and 65.2% of below the knee lesions
(BTK)remained free from occlusions, whereas the rates of above the
knee lesions were 87.8% and 80.9%, respectively



Periprocedural major adverse events (PPMAESs)
before discharge.

* Flow-limiting

* Clinically significant which required more than
simple aspiration or a vasodilator

* The need for defined as being due to either a flow-limiting
dissection per NHLBI grade > C or residual narrowing of >30%

* A major or unplanned , target vessel requiring
endovascular or surgical repair, or



PPMAESs - until discharge

* PPMAEs occurred in subjects
clinically significant distal embolization.

(3.9%) subjects required bailout stenting following adjunctive
therapy with balloon angioplasty.

periprocedural deaths, major or unplanned amputations, or target
vessel perforations requiring endovascularor surgical repair before
discharge.



* 12 mth aputation rate low 2.2% -not deemed related to the laser
* 12 mth TLR low 6.7 %

* Mean ABI, Rutherford, and WIQ significantly scores were improved
at both 6 and 12 months.



SLB cases

* > 30 cases behandlet over det sidste ca.1arpaSLB

* Finansering af udstyr har veeret den sterste limiterende
begraensning og udfordring i den kliniske anvendelsen



Case 1

* 58 arig kvinde, Hyperkolestrolaami

* Erhversaktiv.

* Ryger, men motiveret for rygestop nu.
* Stort behandlingsanske.

* Hg. sveer claudicatio

* Forsegt konservativ behandlet med superviseret gangtraening uden effekt
og med tiltagende reduceret gangdistance 5o-100 m.

* Graensende til kritisk iskeemi med natlige kramper, sovende fornemmelse |
he UE/fod, kelige taeer og spidsen af 1.ta er bla( mikroembolier ?)

* Tatryk 38mmHg — faldende fra 7ommHg






2.0 mm laser fiber med

He antegrad agrafi, sspiation
6 french sheat

Aktuel 5
[;26-maj-2026 10:...

=121-40@ =




DEB

Bl HEETs




Case 2

* 86 arig, kvinde

* Kritisk iskeemi i hg. UE hvilesmeter og kort gangdistane pga
claudicatio.

* Nov 2024 kissing stents i iliaca bifurcaturen, et par dage med effekt
- nu forvaerring i janaur 2025



Tidligere 1
=25-1>

Kissing stents nov 24

MR fer kissing stents

ZHRHBVEZ







Ca. 3-4 uger efter
CT

* Hg antegrad agrafi 5 french
sheat.

* Agrafi: Forvaerret SFA
occlusion siden indeks CT,
Uzendret stenose i truncus

* Guidewire- taktilt med hard
passage i prox plaque cap —
intraluminal rekanalisering
tilstraebes




1.5 mm laser+ 4 mm DEB i SFA.
3 mm POBA i Truncus tibiofibulare

pust L
aser[ 2 i

Crus
SFA




Juni 2025 (3¥2 mdr efter laser) recidiv af hvilesmerter .

Ny CT angio

Fortsat aben
SFA

Mindre og ikke | . | K '
- el / ‘ onservativ
signi behandling, og pt er

restenose | ikke genbehandlet
truncus ' '
siden



Case 3

* 63 ar, mand. DM
* Kritisk iskeemi med sarpa  laterale malleol.

» Tidl kissing stents i 2022. | 2008 ve. iliaco -fem by-pass. Flere
intervention pa ve. UE og ve. femur amput i febr.2024.



| Medio feb 2025
A stentforlaengelse i
a ha. Eksterna

—Tatryk 38 mmHG



Medio marts
2025
antegrad
agrafi, 5
french sheat




1.5 Mm
laser fiber.

mm) 509 6 MM

DEB

- 0.9 mm

laserfiber
Efterfulgt af
30g2mm
POBAI
peronea.

Tetamen
PTA i ATP-
kunne ej
rekanaliseres

Tatryk 5o mmHG
post op.

3 mdr. post op. er
saret pa laterale
malleol er helet,
Tatryk fortsat 48
mmHg —ingen
recidiv til nu.




@ =WA
* 84 arig kvinde.

* PTA+stent i ve. art. poplitea d. primo januar.2025 pga kritisk
iskeemi med sar pa alle taeer.

* 4 mdr Duplex scanning kontrol viser tegn pa stentstenose med
faktor 3 hastighedsstigning.






Ve. Antegrad agrafi med 5 french sheat 1 mdr. efter indeks CT.

Forveerret — 5 mm DEB i Pt ender
_ 2.0 laser
tilkommet total med stenten+ desvaerre senere
stentnokklusion aspiration PTA i ATA med ve. Ifemur
22 mm amputation pga
POBA progredierende

sar
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