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Myt no. 1 vid claudicatiobehandling?

"Vi vill inte erbjuda Dig invasiv behandling eftersom komplikationer
kan uppsta i samband med ingreppet som gor Dig sadmre och da
kan leda till amputation av Ditt ben”

Fakta: Inga patienter randomiserade till invasiv behandling
amputerades under over 300 uppfoljda patienterar'2,
Nationellt ar den arliga amputationsraten 0.2-0.5 % bland

revaskulariserade Cl-patienter vilket ar lagre an
naturalforloppet

1. Two-year results from a randomized clinical trial of revascularization in patients with intermittent claudication.
Nordanstig J, Taft C, Hensater M, Perlander A, Osterberg K, Jivegard L.

Br J Surg. 2016 Sep;103(10):1290-9.

2. Walking performance and health-related quality of life after surgical or endovascular invasive versus non-invasive
treatment for intermittent claudication--a prospective randomised trial.

Nordanstig J, Gelin J, Henséater M, Taft C, Osterberg K, Jivegard L.

Eur J Vasc Endovasc Surg. 2011 Aug;42(2):220-7.
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Myt no. 2 vid claudicatiobehandling?

"Handledd fysisk traning (Supervised excercise therapy, SET) &r
bra for Dig och kommer att forbattra Din gangstracka jattemycket”

Fakta: Adherence till SET ar tveksam (40-60 % efter 1 ar)?,
vetenskapligt underlag saknas avseende langsiktig effekt (> 6
manader)?, SET ar endast tillgangligt for ett fatal Cl-patienter
(30%, valdigt hererogena program) i Europa® och SET har
mest utvarderats vid gangmatteprov (risk for bias)

1. Treatment efficacy of intermittent claudication by surgical intervention, supervised physical exercise training compared to

no treatment in unselected randomised patients |: one year results of functional and physiological improvements.

Gelin J, Jivegard L, Taft C, Karlsson J, Sullivan M, Dahlléf AG, Sandstrom R, Arfvidsson B, Lundholm K.

Eur J Vasc Endovasc Surg. 2001 Aug;22(2):107-13.

2. Supervised exercise therapy versus non-supervised exercise therapy for intermittent claudication.

Fokkenrood HJ, Bendermacher BL, Lauret GJ, Willigendael EM, Prins MH, Teijink JA.

Cochrane Database Syst Rev. 2013 Aug 23;(8):CD005263. doi: 10.1002/14651858.CD005263.pub3. Review.

3. Availability of supervised exercise programs and the role of structured home-based exercise in peripheral arterial disease.
Makris GC, Lattimer CR, Lavida A, Geroulakos G.

Eur J Vasc Endovasc Surg. 2012 Dec;44(6):569-75; discussion 576. doi: 10.1016/j.ejvs.2012.09.009. Epub 2012 Sep 30. Review.
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Myt no. 3 vid claudicatiobehandling?

Fakta:
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Myt no. 4 vid claudicatiobehandling

"Detta med Dina bensymptom ar val inget att bry sig om — det
finns ju annat att gora an att promenera!”
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Myt no. 5 vid claudicatiobehandling?

"Du ar riktigt illa ute nu, eftersom nastan alla patienter med CI| dor
en tidig dod till foljd av hjart-karlkomplikationer. Dina bensymptom
ar inte viktiga i sammanhanget”

Fakta: Av revaskulariserade Cl-patienter i Sverige drabbas
14% av en allvarlig hjart-karlhandelse inom tre ar. 45 % av
patienterna som avlider dor till foljd av karlsjukdom. 31 % dor
av cancer och resten av andra orsaker?’.

Contemporary cardiovascular risk and secondary preventive drug treatment patterns in peripheral artery disease
patients undergoing revascularization.

Sigvant B, Kragsterman B, Falkenberg M, Hasvold P, Johansson S, Thuresson M, Nordanstig J.
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Myt no. 6 vid claudicatiobehandling?

"Jag raknar med att Din vardcentral eller invartesmedicinare ser till
att Du far adekvat riskfaktorintervention och en korrekt
farmakologisk behandling”
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Medicinanvindning over tid efter revaskularisering for

PAD i Sverige - fakta
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Revascularization

Aspirin 66% —> 75%
Clopidogrel 7% é 24%
Statins 62% —> 70%
B-blockers No major changes
ACEi/ARB No major changes

MOTSVARANDE SIFFROR EN MANAD EFTER CORONAR
REVASKULARISERING 90 % (TROMBOCYTHAMMARE) OCH
92 % (STATINER) (kiilla: Swedeheart)

Contemporary cardiovascular risk and secondary preventive drug treatment patterns in peripheral artery disease

patients undergoing revascularization.

Sigvant B, Kragsterman B, Falkenberg M, Hasvold P, Johansson S, Thuresson M, Nordanstig J.

3 months postoperative
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Invasive Revascularization Or Not in Intermittent
Claudication (IRONIC)

S I

Two-year results from a randomized clinical trial of
revascularization in patients with intermittent claudication

J. Nordanstig!, C. Taft®?, M. Hensiter!, A. Perlander!, K. Osterberg' and L. Jivegird!+*

' Department of Vascular Surgery and Institute of Medicine, Department of Molecular and Clinical Medicine, Sahlgrenska University Hospital and
Academy, *Health and Care Sciences and * Gothenburg University Centre for Person-centred Care, Gothenburg University and "Health Technology
Assessment Centre, Region Vastra Gotaland, Sahlgrenska University Hospital, Gothenburg, Sweden

Corvespondence to: Dr ], Nordanstig, Department of Vascular Surgery, Sahlgrenska University Hospital, Bla Striket 5, 11th floor, S-413 45 Gothenburg,
Sweden (e-mail: joakim.nordanstig@vgregion.se)
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IRONIC-studien - key facts

 Relativt aggressiv revaskulariseringsstrategi
 Mild till svar claudicatio

* Inkluderade patienter med (uni- och bilaterala) aortoiliakala-
och/eller femoropopliteala lesioner (t. 0. m. trunkus tibiofibulare)

« BMT och icke-handledd gangtraning gavs till alla
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Syfte

Att jamfora resultatet av en primart
invasiv versus en primart non-invasiv
behandlingsstrategi hos patienter med
claudicatio intermittens som erhaller
modern medicinsk behandling och
gangtraning
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Studiedesign

Prospektiv randomiserad studie
Inklusion av 158 konsekutiva patienter <80 ar

Randomisering till basta medicinska terapi (BMT) eller
BMT + karlkirurgisk intervention

Uppfodljning efter 12 och 24 manader
Primart effektmatt: halsorelaterad livskvalitet

Sekundara effektmatt: gangmattetest, patient-specifik
maluppfyllelse, ABl/tatryck
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DEMOGRAFI OCH KOMORBIDITET s | o o1
group group (n=79)
(m=79)

Age, years 68 (7) 68 (6)
Gender male/female, % 52/48 53/47
Smoking habits, %, yes/ex-smoker/no 30/28/42 28/40/32
Diabetes mellitus, % 18 20
Body Mass Index 26(5) 26(4)
Duration of symptoms, <ly/1-2 y/>2y, % 22/25/53 13/49/38
Ankle-brachial index 0.73(0.17) 0.74(0.14)

M U LT I FAKTO RI E L L M I N I M I S E RI N G Femoral pulse normal/reduced/absent, % 52/29/19 56/27/18
Aortoiliac lesion (duplex ultrasound), no. 32 30

I N GA S I G N I F I KAN TA S KI L L N AD E R Femoropopliteal lesion (duplex ultrasound), no. 63 62
Infrapopliteal lesion (duplex ultrasound), no. 2 2
Intermittent claudication treadmill distance, m 78 (59) 87 (60)
Maximal treadmill distance, m 189(106) 194(103)
S-hemoglobin, g/1 135(13) 137(13)
S-cholesterol, mmol/1 4.9(1.1) 4.7(1.2)
S-triglycerides, mmol/1 1.5(1.0) 1.5(1.0)
S-creatinine, pmol/1 81(26) 89(30)
Kidney failure (s-creatinine >170 wmol/1), % 4 1
Angina pectoris, % 9 13
Previous myocardial infarction, % 15 13
Cerebrovascular disease, % 9 11
Chronic pulmonary disease, % 13 6




SAHLGRENSKA AKADEMIN

VO HYBRID OCH INTERVENTION, KARLKIRURGI,

GOTEBORGS
UNIVERSITET SAHLGRENSKA UNIVERSITETSSJUKHUSET

[ Enroliment ] Assessed for eligibility (n=338)

Excluded (n=180)

+ Not meeting inclusion criteria (n=134)
¢ Declined to participate (n=46)

¢ Other reasons (n=0)

A 4

Randomized (n=158)

v

A

\4

—

Allocation ]

Allocated to invasive treatment (n=79) Allocated to intervention (n=79)

+ Received allocated intervention (n=70) + Received allocated intervention (n=73)

+ Did not receive allocated intervention (n=9) + Did not receive allocated intervention (n=6)
(Improving symptoms n=6, poor run-off requiring (Deterioration of IC n=5, development of acute limb
distal bypass n=1, non-significant stenosis on ischemia n=1)
angiography n=2)

l [ Follow-Up ] l
AN J

Lost to follow-up (n=11) Lost to follow-up (n=8)

(Death n=2, liver cancer n=1, severe cardiac disease n=1, (Death n=1, major stroke n=3, herniated disc n=1,

hip fracture n=1, withdrawn consent n=6) withdrawn consent n=3)

Discontinued intervention (n=0) Discontinued intervention (n=0)

l [ Analysis ] l
o J
Analysed (n=68) Analysed (n=71)
¢ Excluded from analysis (n=0) ¢ Excluded from analysis (n=0)

88% uppfoljda efter tva ar
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Fordndring i hilsorelaterad livskvalitet
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—|NV plus BMT

=—BMT

’ SF
Samtliga livskvalitetskomponenter
som avspeglar fysisk funktion

forbattrades mer av invasiv behandling

Spider plot for the SF-36 and the VascuQoL sum- and subscale effect sizes (ES) calculated between baseline and 24 months
for INV + BMT and BMT patients. Cohen’s criteria for ES: 0.0-0.2=trivial; 0.2-0.5=small; 0.5-0.8=moderate; >0.8=large.

PF= physical functioning; RP= role physical; BP= bodily pain; GH= general health; VT= vitality; RE = role emotional;

SF= social functioning, MH= mental health, PCS=Physical Component Summary and MCS=Mental Component Summary.

VQ=VascuQolL.



SAHLGRENSKA AKADEMIN

VO HYBRID OCH INTERVENTION, KARLKIRURGI,

GOTEBORGS
UNIVERSITET SAHLGRENSKA UNIVERSITETSSJUKHUSET

Resultat (SF-36) — i forhdllande till normpopulation
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- Reference group (age- and gender-matched n=158) @ |nvasive group at 24 months follow-up (n=68)

@ INV + NON groups at baseline (n=158) @ Non-invasive group at 24 months follow-up (n=71)
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Fordndring i gangprestation

| Change in ICD
| Change in MWD

B change in ICD
0] change in MWD

INV

ICD 117 m versus 55 m; p=0-003
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Patientspecificerad maluppfyllelse
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Patient-specified treatment goal

44 % av invasivt behandlade patienter nadde sitt behandlingsmal helt,
jamfort med 10 % i den non-invasiva behandingsgruppen
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Konklusioner

En revaskulariseringsstrategi i kombination med icke-handledd
gangtraning och BMT forbattrar halsorelaterad livskvalitet och smartfri
gangstracka samt uppfyller patient-specifikta mal upp till tva ar mer an
enbart BMT och icke-handledd gangtraning hos patienter med
livsstilsbegransande claudicatio intermittens

Givet studiens héga inklusionsandel (47 % av samtliga remitterade Cl-patienter) bor
studieresultaten vara generaliserbara for claudicatiopatienter < 80 ar
remitterade till karimottagningar i Sverige

Kostnadseffektivitetsanalys en viktig utstaende forskningsfraga

Men mojligen underbehandlar vi claudicatiopatienter i Sverige, bade
medicinskt och invasivt?
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The History of Medicine

HAVE EARACHE?
EAT ROOT.
200()7% That roof is heathen.
Say this prayer.
% y 1000 AD

Antibiotics are artificial.
Immunizations cause autism.
Eat this root.

2010 AD

That prager is
Those pills are placebo. \ superstition,
Take antibiotics and Drink this potion.
get immunized. 1700 AD

1960 AD 9@ -
O ¢
That potion is snake oil.

Swallow these pills.
1900 AD



