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CLTI Patients demographics —difference among countries

Study Name BASIL trial  TREVENT  CRITISCH | SPINACH | ppoycpy  pasiL i
m registry registry
Country (Year) UK (2005)  USA (2005) Germany (2015) [ JAPAN (2017) 2022 2023
Type of study multicenter  multicenter  multicenter multicenter multicenter  multicenter
RCT RCT registry registry RCT RCT
Revascularization  Bypass vs VT Bypass  Bypass vs EVT Byﬁt‘.’r" Bypass vs VT Bypass vs EVT
Subject SLI CLI cLI cL cLTI CLTI with
Infrapopliteal
No. Pts 452 1404 1200 548 1830 345
Comorbidities
Diabetes 2% 64% 47% 74% 72% 69%
CAD 36% 48% 45% 45% 3%
cvD 21% 20% 12% 12% 13% 17%
On dialysis 0% 12% 9% 53% 1% 4%
Infrapopliteal , N Bypass 77% | Bypass 56% "
Revase, 2% 7% 3% VT 5% | BV 0% 10%

Three-Year Outcomes of Surgical Versus Endovascular
Revascularization for Critical Limb Ischemia
The SPINACH Study (Surgical Reconstruction Versus Peripheral
Intervention in Patients With Critical Limb Ischemia)

Covariates for propensity score
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Three-Year Outcomes of Surgical Versus Endovascular
Revascularization for Critical Limb Ischemia
The SPINACH Study (Surgical Reconstruction Versus Peripheral
Intervention in Patients With Critical Limb Ischemia)
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Three-Year Outcomes of Surgical Versus Endovascular
Revascularization for Critical Limb Ischemia

The SPINACH Study (Surgical Reconstruction Versus Peripheral
Intervention in Patients With Critical Limb Ischemia)

Vascular

Orignal Aride

Surgical reconstruction versus peripheral

intervention in patients with critical limb “‘;S“‘T:T‘.‘??X’;LE;;EZT&}
ischemia - a prospective multicenter ®SAGE

registry in Japan: The SPINACH study
design and rationale

Conclusions

The results of this study will contribute to existing

guidelines on the selection of the most appropriate

revascularization procedure for the treatment of CLI.

In other words, this studv will attempt to provide a

proposed patient model suitable for bypass surgery as

the first line of treatment and a patient model suitable

for EVT as the first strategy.

& Azuma N, et al. VASCULAR. 2014; 22: 411-20."
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Classification by favorability score Classification by favorability score
for surgical revascularization for surgical revascularization
-Interaction analysis- Hazard ratio of EVT versus surgery  Interaction effect -Interaction analysis- Hazard ratio of EVT versus surgery  Interaction effect
Favors EVT & > FavOrs SUBeTY (o1d gifference Favors EVT ¢ = Favors sUrgery (o|g ifference
025 05 1 2 4 and 95% C1) o 05 12 4 and 957% )
Rutherford: Category 4 — o 1.00 (Ref) Age: <75 years (n=278) P 1,00 (Ref)
Category 5 —fo— 131[0.54-3.16] e > 7: y“"s n=242) %> W
= emcle x
Category 6 > — 1.15[0.42-3.14) Male o 111 [063-1.97)
wif w-0 * 1.00 (Ref) ‘Ambulatory before CLlonset: _(+] e 100 (Ref]
W-1/2 —— 1.18[0.49-2.85] 3] 3 0.91[0.50-1.64)
W-3 | . 2.33 [0.84-6.42] History of non-adherence 5] \ a 1.00 (Ref)
WIfl: 2 — 1.00 (Ref) 1o CV risk management: (+) o | 0.56 [0.30-1.06]
13 (n=435) —lo 131(051-3.36) Hemoglobin: >10g/dl o 100 (Ref)
Wil /L (n=410) 9 1.00 (Ref) <10g/dl M 056[0.38:11e]
fo/3 ~110) _@_ 2.35 1,294,271 Diabetes mellitus: 3] —@— 1.00 (Ref)
r=110) Zaslleazy) ) e 062 [0.30:1.13]
Remalfunction: oz 30 . @ 1,00 Ref)
eGFR<30 1=30) — 0.57 [0.16-2.08]
on dialysis (n=277) —9 0.55 30-1.02]
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Classification by favorability score
for surgical revascularization

Proposed favorability score
for surgical revascularization

-Interaction analysis-

Hazard ratio of EVT versus surgery  Interaction effect
Favors EVT ¢ - FaVors SUrgery (co1d difference

025 05 1 2 4 and 95% CI)

“Age <Tsyears  (n=278) B 100 (Ref)
275years  (n=242) —— 1.04[0.61-1.77)

Sex: Female  (n=170) > 100 (Ref)
Male _ (n=350) e 1.11[0.63-1.97)

‘Ambulatory before Cll onset: (+) _(1=400) o 100 (Ref)
) (n=120) — 0.91[0.50-1.64]

History of non-adherence (1 (#=391] ® ToO(Reh

to.CV risk management ) (r=129) _@a 0.560.30-106]

Hemoglobin: >10g/dl (=372) ~+o— .00 (Ref)
<10g/dl__ (n=148) 4 0.66 [0.38-1.14]

Diabetes mellitus: () (n=134) 40— 1.00 (Ref)
() (n=386) G) 0.62[0.34-1.13)

Renal function: GFR230  (n-213) o — 100 (Ref)
€GFR<30  (n=30) 0.57[0.16-2.08]
on dialysis__(n=277) 0.55[0.30-1,02
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Proposed favorability score
for surgical revascularization
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Proposed favorability score
for surgical revascularization
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surgical reconstruction surgical reconstruction
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Proposed favorability score
for surgical revascularization
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surgical reconstruction
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surgical reconstruction
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Proposed favorability score
for surgical revascularization

Factors less favorable for Factors more favorable for
surgical reconstruction surgical reconstruction
(L point for each) (+1 point for each)

O Non-adherence to CV isk management | [0 Wil classifcation W-3
O Hemoglobin < 10 g/dl O Wwifl classification fl-2/3
O Diabetes mellitus O History of minor amputation
O Renal failure (including dialysis) O Prior revascularization after CLI onset
O Contralateral major amputation 0O Bilateral CLI
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Initial Success Rate*

Table 2. Perioperative Outcomes in Matched Population

SugGroup | EVI Group | PValue
Initialtechnical success, % “Definition of initial success
Anatomic 7(24-99) | 91(87-94) | 0.006
ECERECEN Anatomic success: at least one straight line
Hemodynamic | e8(3-93) | 61 (77-86) | 0032 |  reaching the foot for EVT and as a patent bypass
Perioperative adverse event, % ?e'égs‘;ejl‘;‘sz':ﬁobn'm directly to the foot for surgical
Dezth | 2701044 [ 330252 | om
Myocardial infarction ‘ 0.7 (0.0-1.1) ‘ 0.1(0.0-0.4) ‘ 054 Hemodynamic success: an increase in ankle-
brachial index > 0.1 or an increase in SPP > 10mmhg.
Cerebrovascular disease | 13(00-22) | 12(0.0-24) | 093
Acute renal faiure | 130022 | 200538 | 054
Major amputation | 270044 | 310151 | on
Major averse Imb event | 4.7 (217.3) | 57(28-84) | 062
Surgcalsite nfecton | 472472 | 00(0.0-0) | 0001

lida O, Azuma N, et al. Circ Cardiovasc Interv 2017; 10: e995531"

Wound healing and Limb status
in matched analysis

D Surg group EVT group Limb status
omonth I = Amputation
1) 1 months [ ©) Unhealed wound
I 3months I I No amputaton or wound
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T T ] s T
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omonth [ T Dead without amputation
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T & montne L T Aive with wound
[ 12 months INRNT
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Freedom from Major Amputation
and/or Re-intervention

Freedom from major amputation
and/or any reintervention
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The with Reintervention

— — o
Risk in Patients Undergoing Revascularization for Chronic Limb-

Threatening Ischemia
‘Osamu fida’, Misuyoshi Takaharat, Yoshimitsu Sopa’, Aio Kodamat, Hicto Terashi’ and
Nobuyoshi Azumat,on behal of he SPINACH avesiGalos.

Table 6. Sensitivity analyss for associations between baseline characteristics and reintervention risk (complete case analysis)

Interacion of EVT versus Unadjusted djusted
surgical reconstructon harard rtio for hazard rtio for
(old diference) reintervention rintervention
[V (versus surical reconstruction) 152 (1.15-201)* 1.83 [1.25-2.68)*
Femoglobin (per 1 g 096 081-1.13] 092 10551007 095 (0.57-1.05]
Renalfunction
<GER 30-60 mifmin/1.73 m* 059[023-151] 161 [102:254° 148 [086:2:56]
<GFR <30 mUmin/1.73 m*  on dialyss 092 (043-1.96) 194[135278° 163106252
Hert filure 1.0610.522.14] LA2[L04-195° 13710951981
Wil dassifcaion: Wound 0.80[0.58-1.09) 101 [088-1.16]
WIfl classificarions Ichemia L170.433.15] 102(071-1.47) i
WIfl classification: Foort infection 116 [0.83-1.63] 1.11[0.95-1.30] 126 [1.04-1.53]°
History of revascularization after CLTT onsee 068 [026:173] 2190121397)"
Bilateral CLTI 0.89 [0.42-1.87) 201[131-3.09)"
TASC Il orto-lia dassificaion 0588 [070-1.12) 095 [085-1.07) NI
TASC1I femoro-poplitcal casifcation 104 0.87-1.24] 095 0.88-1.03) NI
TASC infr-popliteal clssfcaton 127 (094-1.71) 101 (087-117)
Pedal arcry lesion 1.60(0.66:3.83] 149 (101220 141 [0.932.14)

Hazard ed together with the 954 P<0.05. N, not inchuded.

J Atheroscier Thromb, 2021; 28: 52-65. iip/kdoiorg/10.5551fat 54866

_Ambulatory Status Over Time after Revascularization in Patients
with Chronic Limb-Threatening Ischemia

Akio Kodama', Mitsuyoshi Takahara? Osamu lida®, Yoshimitsu Soga*, Hiroto Terashi®, Daizo Kawasaki®,
Vuichi Izumi’, Shinsuke Mi®, Kimihiro Komori' and Nobuyoshi Azuma® on behalf of the SPINACH investigators.

“Table 2. Assocarions of bascline charactriscs with ambulation oss

‘Coude adds o “Adjused odds raio
Ambutory with 5 beore CLL onst (v, ambulstory wichout id)
c3 months 22[13036 (P=002)'  21[091046]
Ac 12 mondhs 31018053 (P<o0)* 31013
Ac24 months 310171055 (P<O0D*  29(11107.2) (P 025)
Ac36 months 20010042] (P-010)°  22(09105.3] (P=.084)
Ambultory with s at revasculrzcion (v, ambulsory wichout i)
Ac3 months 120061023 (=65 06021016 (P=34)
Ac12 months L8[101033] (P=045  08(031019] (P=.61)
Ac26 months L8(101032) (=048 09(0.41022] (P=90)
Ac36 months 13007026 (P=43) 09041021 (P.82)
WIA divicl stage 4 1. Wl clnial seage 213)
Ac3 months 20(13031] (=003 21(12037) (=010
Ac12 monhs 20 (160321 (P=00D° 29 [161050] (P< 001"
24 months 1409022 (P=15) 16 0s5)
Ac36 monhs s
Sugical econstauction (v EVT alone)
Ac3 months 09[0610 14 (P=65)  09[051015] (P=.59)
Ac 12 months 07[041010/(P067) 060310 10] (P=.039"
e 24 months 05[03008] (P=007)* 0503 1003] (= 000"
e 36 monihs 0805w 14 (P=42) 080510 14] (P=40)

J Atheroscler Thromb, 2022 29: 866-680. htp/doi.org/10.5551at 62892"

Circulation: C: Interventions

CRIGIAL ARTICLE
Predictive Model for Mortality Risk Including the
Wound, Ischemia, Foot Infection Classification in
Patients Undergoing Revascularization for Critical
Limb Ischemia

Impact of Survival Prediction on Management of CLI Patient

Predictors of poor
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Circulation: Cardi ular Interventions

ORIGINAL ARTICLE

Predictive Model for Mortality Risk Including the
Wound, Ischemia, Foot Infection Classification in
Patients Undergoing Revasculatization for Crifical
Limb Ischemia

Impact of Survival Prediction on Management of CLI Patient
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vascular

General condition
High age
Low BMI
Renal failure
Heart failure

Open
Surgical

Limb status
WIfl high Wound Grade

WlQPINACH

Azuma N, et al. Circ Cardiovasc Interv. 2019;12:¢008015. DOI: 10.1161/CIRCINTERVENTIONS.119.008815

registry in Japan

Take Home Message

> SPINACH study tried to find out patient model suitable for
surgical revascularization and also patient model suitable for
EVT.

> SPINACH study showed superiority of bypass surgery over
EVT in CLTI patients with advanced ischemic wounds
with/without advanced infection.

> Surgical reconstruction was superior to the EVT in terms of
the following outcome measures: initial success rate, ulcer
healing, low reintervention rate, and ambulatory function after
revascularization.
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