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Comparing the 12-month patency of low- versus high-pressure dilation in failing arteriovenous fistulae; A prospective multicenter trial (YOROI

study)
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N=71

Consent for participation in the study was obtained
from all subjects.

Low-pressure dilation group
N=34

High-pressure dilation group

N=37

Exclusion due to

unsucceeded PTA N=2

The reason for censoring;
1) closure of AVF due to

| peripheral ischemia N=1

The reason for censoring;
1) surgical revision due to
venous high-pressure N=1
2) death N=2

2) death N=1

Completed study
N=30

Completed study

N=34
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Written informed consent for participation in the study was obtained from 71 patients. After

randomization, 34 patients were allocated to the low-pressure group and 37 to the high-pres-

sure group. Two patients in the low-pressure group underwent unsuccessful percutaneous

transluminal angioplasty. Two patients in the low-pressure group and three patients in the

high-pressure group dropped out of the study. Finally, 30 patients in the low-pressure group

and 34 patients in the high-pressure group were assessed.

AM 1 : Because all information is provided in the figure legends, the notes under the figures

were omitted. Angela Morben, 2017/03/29
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*1 BELTE
Low-pressure High-pressure
dilation group dilation group P value
N=34 N=37
Age (years) 71+13 69+10 0.56
Gender : male (%) 20 (59) 23 (62) 0.81
female (%) 14 (41) 14 (38)
Underlying disease :
non-diabetic (%) 17 (50) 17 (46) 0.81
Diabetes mellitus (%) 17 (50) 20 (54)
Site of anastomosis (%) 18 (53) 16 (43) 0.47
Near the site of anastomosis (%) 15 (44) 20 (54)
Outflow route (%) 1 (3) 1 (3)
Stenosis diameter proximal (mm) 45+1.3 48+26 0.63
Distal (mm) 4.2+1.1 44+18 0.60
site of stenosis (mm) 1.8%1.0 1.7%0.6 0.67
Stenosis length (mm) 12+14 1312 0.67
Residual stenosis none (%) 17 (50) 36 (97) <0.0001
present (%) 17 (50) 1 (3)
Period to first stenosis (days) 229 (91~401) 159 (98~589) 0.97

Data are expressed as number (%) for categorical variables and mean * standard deviation or median
(25th~75th percentiles) for continuous variables.

1.0

0.8

0.6

0.4

0.2

Proportion of Accesses Functioning

Kaplan-Meier method and
log-rank test, P=0.87

—— Low-pressure group (N=32)
- - - - High-pressure group (N=37)

6 9 12

Observation (Months)

Low-pressure group 0.81
Proportion of accesses functioning .

High-pressure group 0.81
Proportion of accesses functioning .

0.64 0.61 0.47

0.58 0.52 0.49
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Comparison between the two groups was carried out using the Kaplan-Meier method and

log-rank test. The black line indicates the low-pressure group, and the dotted line indicates

the high-pressure group. The short bar below the lines indicates censoring. No significant

difference was observed in the 12-month patency rates between the two groups (P=0.87).
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Hazard ratio (95% CI) P value
Age, 1 year 0.96 (0.92~1.01) 0.11
Treatment, Low-pressure dilation group 1.23 (0.57~2.68) 0.60
Stenosis diameter, 1 mm 0.36 (0.19~0.69) 0.002
Stenosis length, 1 mm 1.03 (1.01~1.06) 0.043
Period to first stenosis, 1 year 0.66 (0.41~1.06) 0.085
Diabetes mellitus 0.38 (0.16~0.92) 0.033

95% CI = confidence interval

1.0
08 - o
0.6 -

0.4 -

0.2 1

Proportion of Accesses Functioning

Kaplan-Meier method and
log-rank test, P=0.95

L

—— Complete-dilation group (N=17)
- - - - Incomplete-dilation group (N=15)

6 9 12

Observation (Months)

0 3
Complete-dilation group 0.82
Incomplete-dilation group 0.79

0.76 0.70 0.44

0.50 0.50 0.50
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Comparison between the two groups was carried out using the Kaplan-Meier method and

log-rank test. The black line indicates the complete dilation group, and the dotted line indi-

cates the incomplete dilation group. The short bar below the lines indicates censoring. No

significant difference was observed in the 12-month patency rate between the two groups (P

=0.95).
*x3 ESEBICHTIIRRELEE
Atmospheric pressure (atm) <5 <10 <15 <20 <25 <30 >31
Accumulative Number 2 15 18 28 29 36 1
Proportion of complete expansion (%) 5 41 49 76 78 97 100
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