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1 ) Pattern of disease in CLI patients



Pattern of disease in CLI patients

CLI "real world” patients
2010-2013, our diabetic foot clinic

+ 1,343 patients = 1,589 legs (first angiographic study)
« All CLI patients (Rutherford 4-5-6)

« Mean age 72 yrs

+ 82% DM

+ 46% smokers/ex-smokers

+ 20% end-stage-renal-disease in hemodialysis

+ 75% high blood pressure
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Pattern of disease in CLI patients

Conclusions

5% ATG )

Above-the-groin disease
IS not common in a
diabetic-foot clinic,
because this localization
IS not related to diabetes

53‘%} FEM—POP 2. Fem-pop disease is

present in more than half
of the patients

3. BTK & FOOT vessel
disease is an emergent
cause of CLI: 80% of the
patients have 2 or 3 BTK
vessels disease, 52% of
the patients have 2 or 3
FOOT vessels disease

95% BTK

74% FOOT
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1)

...epidemic of OLD-DM-ESRD-
CLI pts: multilevel disease &

extensive involvement of
BTK&FOOT vessels




5% ATG

53% FEM-PO

95% BTK

74% FOOT

...epidemic of OLD-DM-ESRD-CLI

1 ) pts: multilevel disease & extensive
involvement of BTK&FOOT vessels

2) Targets in CLI revascularization



| Targets in CLI revascularization '

1. Complete
revascularization

DIABETIC bedore
When is a technically successful peripheral angioplasty f
effective in preventing above-the-ankle amputation in
diabetic patients with critical limb ischaemia?
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Complete revascularization







Targets in CLI revascularization

T —

1. Complete
revascularization

Complete revascularization could

not be possible to achieve in

many cases due to different

reasons:

« Technical failure

« Time failure (patient stress,
contrast dye amount, etc.)

2. WRA
Revascularization

Revascularization of a Specific Angiosome for

Limb Salvage: Does the Target Artery Matter? . . . . .
5 5 ! | A reliable approach to diabetic neuroischemic foot
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Targets in CLI revascularization |

1. Complete
revascularization

2. WRA
Revascularization

How much vessel have we to
treat to achieve these goals?




Mean length of the single treated lesion

05% BTK mmmmmmm) 188+121 mm



Mean length of the treated vessel in a single limb/procedure

F




...epidemic of OLD-DM-ESRD-CLI

5% ATG 1 ) pts: multilevel disease & extensive
iInvolvement of BTK&FOOT vessels

53% FEM-PO
= Complete/WRA PTA - we have
idly - to treat a lot of vessel to gain
74% FOOT - healing!
e —
e —
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5% ATG s 0+ 53 mm

05% BTK ME—) 188121 mm |

1)

2)

...epidemic of OLD-DM-ESRD-CLI

pts: multilevel disease & extensive
involvement of BTK&FOOT vessels

Complete/WRA PTA - we have to
treat a lot of vessel to gain healing!

BTK-CLI angioplasty




Mean length of the treated lesion

250

Balloon expandable stent (BMS/DES/AMS): § 36 mm (11-97)

200
18 studies with Balloon expandable
stents in BTK arteries:

+ Bare Metal Stents (BMS)
ok + Absorbable Metal Stent (AMS)

* Drug-Eluting Stents (DES)

E + Sirolimus-Eluting Stent (SES)
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Published studies on BTK angioplasty




Mean length of the treated lesion

250 |
Balloon expandable stent (BMS/DES/AMS):
200
In this slide we don't want to show the
results regarding patency (DES better
than BMS better than POBA etc.).
150 |
The aim of the slide is to show the
£ mean length of the treated lesions
collected in these studies!
100 |

50

Published studies on BTK angioplasty




Mean length of the treated lesion

250

Balloon expandable stent (BMS/DES/AMS):

’ 95% BTK N 188+ 121 mm

. \m

100 |

mim

36 mm (11-97)

Observe the difference
between the mean length of
the treated lesion in these

studies and our real world of
CLI-BTK lesions!
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Mean length of the treated lesion

250
Balloon expandable stent (BMS/DES/AMS): 36 mm (11-97)
200 | - Self-expandable stent: 51mm (33-75)
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Published studies on BTK angioplasty




Mean length of the treated lesion

250

Balloon expandable stent (BMS/DES/AMS): 36 mm (11-97)

200 ble stent: 51mm (33-75)
’mm- 188+121 mm v

Again a big difference

with the real world of
CLI-BTK lesions!

Published studies on BTK angioplasty




Mean length of the treated lesion

250

Balloon expandable stent (BMS/DES/AMS): 36 mm (11-97)

200 - Self-expandable stent: 51mm (33-75)
| POBA (UB): | 192 mm (178-213)
150 | _—
- 3 studies with Plain Old
£ Balloon Angioplasty using
ol Uncoated Balloons
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Mean length of the treated lesion

250
Balloon expandable stent (BMS/DES/AMS): 36 mm (11-97)
200 - Self-expandable stent: 51mm (33-75)
| POBA (UB): 192 mm (178-213)
POBA (DEB): § 151 mm (130-173)
150 |
- 2 studies with Plain Old
£ Balloon Angioplasty using
| Drug-Eluting Balloons
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Published studies on BTK angioplasty




BTK&FOOT vessel disease in CLI patients

250

Only POBA (UB & DEB) can treat the long lesions typical of L

Published studies on BTK angioplasty
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53% FEM-PO

95% BTK
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WbEan lengih of #w sngle realed lesion
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1)
2)

3)

...epidemic of OLD-DM-ESRD-CLI

pts: multilevel disease & extensive
iInvolvement of BTK&FOOT vessels

Complete/WRA PTA - we have to
treat a lot of vessel to gain healing!

Only POBA (UB&DEB) can treat
the long lesions typical of
BTK&FOOT vessel disease

Wound-healing time in

Rtf 5-6 pts




Healing time in Rutherford 5-6 '
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2 6 months

The picture shows six
Rutherford 6 feet when they
arrived at our clinic and 6
months later
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...epidemic of OLD-DM-ESRD-CLI

1 ) pts: multilevel disease & extensive
involvement of BTK&FOOT vessels

2 Complete/WRA PTA - we have to
) treat a lot of vessel to gain healing!

Only POBA (UB&DEB) can treat

3) the long lesions typical of
BTK&FOOT vessel disease

Wound healing time in Rtf 5-6

pts is 26 m, and complete 6m
healing rate <50%

=2 6 months! '




e pp— ...epidemic of OLD-DM-ESRD-CLI

5% ATG 1 ) pts: multilevel disease & extensive
iInvolvement of BTK&FOOT vessels

53% FEM-PO

= 2 Complete/WRA PTA - we have to
EERETH L ) treat a lot of vessel to gain healing!

— 7 T4% FOOT
Only POBA (UB&DEB) can treat
e Spnua 3) the long lesions typical of
5% ATG mumm—b, 6053 mim | BTK&FOOT vessel disease
53% FEM-POP Sl 121:£ 113 mm | Wound healing time in Rtf 5-6 pts is
4) 26 m, and complete 6m healing

95% BTK Mum—, 188+ 121 mm | rate <50%
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e > 6 months! | Restenosis rate
-- ™\ o [T 5) and significance

in CLI patients




Restenosis rate in real-world, long BTK vessels
Uncoated balloons
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Angiographic Patency and Clinical Outcome After
Balloon-Angioplasty for Extensive
Infrapopliteal Arterial Disease
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Restenosis rate in real-world, long BTK vessels
Uncoated balloons

3 months!




Delay of healing in patients with restenosis

e boils awaslslsa o S erse Soaandaliogl ;
! European Journal of Vascular and Endovascular Sureery s'v‘s
‘l_‘ o

- e

Angiographic Restenosis and Its Clinical Impact after Infrapopliteal Angioplasty
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Figure 5. Comparison of frequency of complete ulcer healing or lack of rest pain with
and without restenosis after 3 and 12 months.



Delay of healing in patients with restenosis
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Figure 5. Comparison of frequency of complete ulcer healing or lack of rest pain with
and without restenosis after 3 and 12 months.



PATIENT DATA

84-year-old male

Type 2 DM/HBP/ex-smoker
Ischemic cerebrovascular disease

Left foot: 1° toe gangrene > 1°toe =~ * ”‘ | /
amputation = dehiscence of the
surgical wound

Sent to our diabetic foot clinic

on August 2011
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+ 5months =2 11 m

3° PTA




4° PTA: + 4 months > 15m




5° PTA: + 5months 2 20 m
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+ 6 months 2 26 m
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6° PTA
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1° PTA 2° PTA 3° PTA 4° PTA 5° PTA 6° PTA
3/08/2011 + 5 months + 5 months + 4 months + 5 months + 6 months

Different operators =2 different
results



1° PTA 2° PTA 3° PTA 4° PTA 5° PTA 6° PTA
3/08/2011 + 5 months + 5 months + 4 months + 5 months + 6 months

Restenosis after uncoated balloon
angioplasty was always precocious and
aggressive!



1° PTA
3/08/2011

26 months of recurrent pain, inability to walk,
infections, medications, hospitalizations,
multiple “minor” amputations...
This is what we call “limb salvage”!

2° PTA
+ 5 months

3° PTA
+ 5 months

4° PTA
+ 4 months

5° PTA
+ 5 months

6° PTA
+ 6 months




Restenosis rate in BTK vessels

Meta-analysis of infrapopliteal angioplasty for 30 articles
chronic critical hmb 1schemia between
Slameelle Rosmn, MIE® Midmskano Ao, MIUL° Franceson Cardasn Brochado-MNepn, MID"

Anail Espinell %, [Riraeio, S " Carlos Albermo Brapganga Pereira, Phl),” and Melaom [ Luccia, MIn" 1 990_2006
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Gap 2. 18.0%

Pooled estimate

Secondary patency
TLR

Primary patency

Months
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st i ot it e S e i i i Primary angioplasty + TLR obtain a
high limb salvage rate, but in the
struggle against CLI we must
pursue different and finer targets:

« Time to healing/Reulceration rate
« Time to walking/QoL evaluation
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...epidemic of OLD-DM-ESRD-CLI
5% ATG 1 ) pts: multilevel disease & extensive
involvement of BTK&FOOT vessels
53% FEM-PO 2 Complete/WRA PTA < we have to
) treat a lot of vessel to gain healing!
Only POBA (UB&DERB) can treat
3) the long lesions typical of
BTK&FOOT vessel disease
Wound healing time in Rif 5-6 pts is
4) 26 m, and complete 6m healing
rate <50%
Mhean lengih of B sngie realed leson )

5) Restenosis rate and significance in
5% ATG w— 60+ 53 mm ; CLI| patients I
53% FEM-POP mmmp. 121+ 113 mm !

3 months!

74% FOOT

2 6 months!
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...epidemic of OLD-DM-ESRD-CLI
5% ATG 1 ) pts: multilevel disease & extensive
involvement of BTK&FOOT vessels
treat a lot of vessel to gain healing!
Only POBA (UB&DEB) can treat
W 95% BTK 3) the long lesions typical of
BTK&FOOT vessel disease
74% FOOT

Mbman lngih of T sngle realed lasion i

Wound healing time in Rif 5-6 pts is
4) 26 m, and complete 6m healing
rate <50%
5) Restenosis rate and significance in
CL! patients l

5% ATG w— 60+ 53 mm ;

53% FEM-POP wmmp. 121+ 113 mm

3 months!

2 6 months!




Percutaneous coronary intervention evolution

Bioasbsorbable stent

Drug-Eluting Balloon
Drug-Eluting Stent

Bare Metal Stent

Balloon PTCA E(D ’
CABG L

Effort / Time

“Evolution fuel”




BTK-PTA: a coronary-like evolution?

Balloon PTCA

bypass

>

Effort / Time

“Evolution fuel”




BTK-PTA: a coronary-like evolution?

Drug-Eluting

Bare Metal Stent
A are Metal Sten Stent

Balloon/self expandable

Drug-Eluting

o N

Bioabsorbable
drug eluting
stent

Balloon PTCA

bypass Laser/crioplasty

Effort / Time

“Evolution fuel”




BTK-PTA: a coronary-like evolution?

Next years
will be
‘) exciting!
@
Balloon PTCA
bypass
-
Effort / Time

“Evolution fuel”




Conclusions

In short BTK lesions (<5cm) there is
increasing evidence about good acute
and mid-term results of primary stenting.
BMSs, DESs and SESs seem o be
promising devices in prevention of
restenosis



Conclusions

In short BTK lesions (<5cm) there is
increasing evidence about good acute

1 ) and mid-term results of primary stenting.
BMSs, DESs and SESs seem to be
promising devices in prevention of
restenosis

3 months!
" E

In long diffuse lesions (majority of CLI
2) patients) the optimal endovascular
treatment is POBA with dedicated BTK

balloons + bailout stenting




Conclusions

In short BTK lesions (<5cm) there is
increasing evidence about good acute

1 ) and mid-term results of primary stenting.
BMSs, DESs and SESs seem to be
promising devices in prevention of
restenosis

In long diffuse lesions (majority of CLI
2) patients) the optimal endovascular
treatment is POBA with dedicated BTK

balloons + bailout stenting

BTK-PTA: 2 coronary lika evalution?

- 3) The future is open for every device

e wh able to demonstrate safety and
efficacy in treating long BTK &

H,m,m FOOT vessel disease, improving
3 patency, reducing TLR, healing

Py time and reulceration rate

ElrquI utirg
Balloan

“Evolubion fuel”
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