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Evidence Based Guidelines

Grade of Grade of
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1 = strong A: High quality
(Recommend) B: Moderate
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(Suggest) low quality
Risk and burdens
vS. benefits

Guyatt G et al. Grading strength of recommendations and

guality of evidence in clinical practice guidelines: report

from an American College of Chest Physicians task force.
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Early thrombus removal strategies for acute deep
venous thrombosis: Clinical Practice Guidelines of
the Society for Vascular Surgery and the American
Venous Forum
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Bo G. Eklof, MD,® David L. Gillespie, MD,* Joann M. Lohr, MD,* Robert B. McLafferty, MD,"

M. Hassan Murad, MD,' Frank Padberg, MD,’ Peter Pappas, MD,* Joseph D. Raffetto, MD,' and
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Background: The anticoagulant treatment of acute deep venous thrombosis (DVT) has been historically directed toward
the prevention of recurrent venous thromboem!*
manifestations of the postthrombotic syndrom
thrombus removal strategies can potentially ¢
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Early thrombus removal strategies for acute deep
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Pharmacomechanical Catheter-Directed
Thrombolysis for Deep-Vein Thrombosis

ABSTRACT

BACKGROUND
The post-thrombotic syndrome frequently develops in patients with proximal deep-vein
atment with anticoagulant therapy. Pharmacomechanical catheter-
directed thrombo cal thrombolys
thrombus and is hypothesized to reduce the risk of the postthrombotic syndrome.

thrombosis despite tr

s (hereafter “pharmacome s") rapidly remo

METHODS
We randomly assigned 692 patients with acute proximal deep-vein thrombosis to re-
ceive either anticoagulation alone (control group) or anticoagulation plus pharmaco-
mechanical thrombolysis (catheter-mediated or device-mediated intrathrombus de-
livery of recombinant tissue plasminogen activator and thrombus aspiration or
maceration, with or without stenting). The primary outcome was development of the
post-thrombotic syndrome between 6 and 24 months of follow-up.

RESULTS
Between 6 and 24 months, there was no significant between-group difference in the
percentage of patients with the post-thrombotic syndrome (47% in the pharmacome-
chanical-thrombolysis group and 48% in the control group; risk ratio, 0.96; 95%
confidence interval [CI), 0.82 to 1.11; P=0.56). Pharmacomechanical thrombolysis led
to more major bleeding events within 10 days (1 ).049),
but no significant difference in recurrent venous thromboembolism seen over the
24-month follow-up period (12% in the pharmacomechanical-thrombolysis group and

» in the control group, P=0,09). Moderate-to-severe post-thrombotic syndrome oc-
curred in 18% of patients in the pharmacomechanical-thrombolysis us 24%
of those in the control group (risk ratio, 0.73; 95% CI, 0.54 to 0.98; P=0.04). Severity
scores for the post-thrombotic syndrome were lower in the pharmacomechanical-
thrombolysis group than in the control group at 6, 12, 18, and 24 months of follow-up
(P<0.01 for the comparison of the Villalta scores at each time point), but the improve-
ment in quality of life from baseline to 24 months did not differ significantly between
the treatment groups.

%o vs. 0.3% of patients, P=

oup v

CONCLUSIONS
Among patients with acute proximal deep-vein thrombosis, the addition of phar-
macomechanical catheter-directed thrombolysis to anticoagulation did not result in
a lower risk of the post-thrombotic syndrome but did result in a higher risk of
major bleeding. (Funded by the National Heart, Lung, and Blood Institute and others;

R nicalTrials.gov number, NCT00790335.)

N ENGL ) MEC DECEMBER

The New England Journal of Medicine
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Pharmacomechanical Catheter-Directed
Thrombolysis for Deep-Vein Thrombosis

ABSTRACT

BACKGROUND
The post-thrombotic syndrome frequently develops in patients with proximal deep-vein
thrombosis despite treatment with anticoagulant therapy. Pharmacomechanical catheter-
directed thrombolysis (hereafter “pharmacomechanical thrombolysis”) rapidly removes
thrombus and is hypothesized to reduce the risk of the postthrombotic syndrome.

ETHODS

‘e randomly assigned 692 patients with acute proximal deep-vein thrombosis to re-
ceive either anticoagulation alone (control group) or anticoagulation plus pharmaco-
mechanical thrombolysis (catheter-mediated or device-mediated intrathrombus de-
livery of recombinant tissue plasminogen activator and thrombus aspiration or
maceration, with or without stenting). The primary outcome was development of the
post-thrombotic syndrome between 6 and 24 months of follow-up.

RESUL
Between 6 and 24 months, there was no significant between-group difference in the
percentage of patients with the post-thrombotic syndrome (47% in the pharmacome-
chanical-thrombolysis group and 48% in the control group; risk ratio, 0.96; 95%
confidence interval [CI), 0.82 to 1.11; P=0.56). Pharmacomechanical thrombolysis led
to more major bleedir nts within 10 days (1.7% vs. 0.3% of patients, P=0.049),
but no significant difference in recurrent venous thromboembolism was seen over the
24-month follow-up period (12% in the pharmacomechanical-thrombolysis group and

in the control group, P=0.09). Moderate-to-severe post-thrombotic syndrome oc-
curred in 18% of patients in the pharmacomechanical-thrombolysis group versus 24%
of those in the control group (risk ratio, 0.73; 95% CI, 0.54 to 0.98; P=0.04). Severity
scores for the post-thrombotic syndrome were lower in the pharmacomechanical-
thrombolysis group than in the control group at 6, 12, 18, and 24 months of follow-up
(P<0.01 for the comparison of the Villalta scores at each time point), but the improv
ment in quality of life from baseline to 24 months did not differ significantly between
the treatment groups.

CONCLUSIO
Among patients with acute proximal deep-vein thrombosis, the addition of phar-
macomechanical catheter-directed thrombolysis to anticoagulation did not result in
a lower risk of the post-thrombotic syndrome but did result in a higher risk of
major bleeding. (Funded by the National Heart, Lung, and Blood Institute and others;
ATTRACT ClinicalTrials.gov number, NCT00790335.)

The New E nd Journal of Medicine
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Published ATTRACT data
call into question validity
of the Villalta scale

Following the publication of the ATTRACT trial in the New England Journal of Medicine
(NEJM) in December 2017, Venous News spoke to experts in the field to analyse the
data and formulate future research questions. One of the interesting points raised was
yhether the Villalta scale is an altogether valid measure of post-thrombotic syndrome,
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Pharmacomechanical Catheter-Directed
Thrombolysis for Deep-Vein Thrombosis

ABSTRACT
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The post-thrombotic
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Pharmacomechanical Catheter-Directed
Thrombolysis for Deep-Vein Thrombosis

BACKGROUND
The post-thrombotic syndrome frequently develops in patients with proximal deep-vein
thrombosis despite treatment with anticoagulant therapy. Pharmacomechan
directed thrombolysis (hereafter “pharmacomechanical thrombolysis”)
thrombus and is hypothesized to reduce the risk of the post-thrombotic syndrome.

al catheter-
pidly removes
12¢
METHODS

We randomly assigned 692 patients with acute proximal deep-vein thrombosis to re-
ceive either anticoagulation alone (control group) or anticoagulation plus pharmaco-
mediated or device-mediated intrathrombus de-
v of recombinant tissue plasminogen activator and thrombus aspiration or
maceration, with or without stenting). The primary outcome was development of the
post-thrombotic syndrome between 6 and 24 months of follow-
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RESULTS
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GUIDELINES FOR CHRONIC VENOUS DISEASE
Non-thrombotic obstruction
of the iliac veins




Balloon Angioplasty and Stenting

of Left Common lliac Vein




Stenting of the venous outflow in chronic venous
disease: Long-term stent-related outcome, clinical,
and hemodynamic result

Peter Neglen, MD, PhD,® Kathryn C. Hollis, BA,* Jake Olivier, PhD.? and Seshadri Raju, l\«lD,b
Jackson, Miss

Background: Stenting of chronic nonmaligna
sets are now available to perform long-term ar
intervention.

Materials: From 1997 to 2005, 982 chronic
under intravascular ultrasound guidance. Me
2.6:1, and left/right limb symptoms, 2.4:1. (J
primary/secondary etiology was 518:464.
recurrent stenosis ), clinical outcome, quality ¢
Questionnaire (CIVIQ)), and hemodynamics
Result: Monitoring for 94% of patients lasted
no mortality (<30 days) and low morbidity.
days) and during later follow-up (3%). At 72
were 79%, 100%, and 100% in nonthrombe
Cumulative rate of severe in-stent restenosis (
in nonthrombotic limbs). The main risk f:
thrombotic disease; thrombophilia by itself w —o— Assisted-primary - Thrombotic
significantly poststent. Severe leg pain (visual —o— Primary - Thrombotic

prestent to 11% and 18% poststent, respective
62% and 32%, respectively, and ulcer healin
categories. Mean hand-foot pressure differer
limbs with no concomitant reflux. The hemg
superficial reflux in subsets of patients with s T T T T T T T T 1
Conclusions: Venous stenting can be performe 24 30 36 42 48 54 60 66 72
rate of in-stent restenosis. It resulted in maj

consistently reflected in any substantial hes Months

clinical outcome occurred regardless of preg 96 80 65 55 43 34 24 16
obstruction. (J Vasc Surg 2007;46:979-90. 87 72 54 45 16 2 18 1
99 87 74 59 45 35 29 18

N 99 87 74 59 45 35 29 18
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Safety and Effectiveness of Stent Placement for Iliofemoral
Venous Outflow Obstruction

Systematic Review and Meta-Analysis

Mahmood K. Razavi, MD: Michael R. Jaff, DO: Larry E. Miller, PhD

Background—E... - ~ecanalization of iliofemoral stenosis or occlusion with angioplasty and stent placement has
been increasingly use. “~o-ferm venous patency in patients with iliofemoral venous outflow obstruction. The
purpose of this systematic rc eis was to determine safety and effectiveness of venous stent placement
in patients with iliofemoral venous *

Methods and Results—We s~
placement in patients v . .
nonthrombotic, acute t} 37 stu d Ies, 2869 p atients
complications, sympto ) :
SINERERTRNS  (non-thrombotic, 1122; acute thrombotic, 629;
vatients (nonthrombot . .

Siccess rates were con and chronic post-thrombotic, 1118)
among groups for maj

mortality, and from .|

year, p 'y and seco . .

and 94% for chronic p Periprocedural mortality: 0.1% - 0.7%

Conclusions—Stent plac

pasavileeianl  © Early thrombosis: 1.0% to 6.8%
SLlLALY * Major bleeding: 0.3% - 1.1%
Primary patencies: 79-96% at 1 year
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Eur J Vasc Endovasc Surg (2016) 51, 100—120

REVIEW

Editor’s Choice — A Systematic Review of Endovenous Stenting in Chronic
Venous Disease Secondary to lliac Vein Obstruction

M.J. Seager, A. Busuttil, B. Dharmarajah, A.H. Davies ’

Department of Surgery and Cancer, Imperial College London, Charing Cross Hospital, London, UK

WHAT THIS PAPER ADDS

This review demonstrates that quality of evid=
chronic venous disease is weak. However
that it should be considered as an acce’

gl © \/|dence from 16 studies to
Objectives: Deep endovenous stenting Su p p (@) I"[ th e use Of Ste N t| f g

non-thrombotic iliac vein obstruction it . .

reported systematic reviews on the top

analysis of the available data, reportec Ve n O u S O b St r u Ct I O n S I S Weak
Analyses guideline.

Methods: MEDLINE, EMBASE, and the

references were searched. = = = =
s Stentin giss afe promising an d
case series) . )

thrombotic limb.

should be considered

of life. Persistent ulcer he

management. Primary and s.
major complication rate ranged . aC C e p t ab I e t reat m e n t fo r
of the evidence for five outcomes 1.
Conclusions: The quality of evidence t = I b =
currently weak. The treatment does how p ro X I m a V e n O u S O St r u Ct I O n
a treatment option while the evidence b
© 2015 European Society for Vascular Surg.
Article history: Received 7 June 2015, Accepted £ scpioiniue 2uis, Avanawic UINIC 19 ULWULSI 2ULo
Keywords: Venous insufficiency, Iliac vein compression syndrome, Post-thrombotic syndrome, Stents,

Angioplasty, Systematic review




Guidelines of the American Venous Forum on
Endovascular Reconstruction for lliac Veln
Obstruction

Guldeline
NO.

4.17.1
4.18.1
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We recommend
endovenous stenting as

the current “method-of-

choice, ” for treatment
of symptomatic primary
and post-thrombotic
Illac vein obstruction

GRADE of:
recommendation

1

LL.evel of
evidence

B




Challenges for iliofemoral stenting

°* Poor inflow — poor result
(consider femoral
endophlebectomy)

* Size with IVUS, avoid undersizing
Or excessive oversizing of stents



Avoid covering the contralateral iliac vein!
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SCIENTIFIC EVIDENCE
FOR BEST TREATMENT?

Physician’s
Clinical
Experience

Guidelines
Scientific Evidence
and Assessment of
Harms and
EERES

Patient’s
Values and
Preference

Best
Treatment

Cost-
effectiveness
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