Comparison between the 0- and 30-s balloon dilation time
in percutaneous transluminal angioplasty for restenosed
arteriovenous fistula among hemodialysis patients: a
multicenter, prospective, randomized trial (CARP study)
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Tablel:Baselinecharacteristicsofthepatients

All The0-secinflation The30-secinflation Pvalue
(n=50) (n=19) (n=31)

Age(year) 73[67-82] 77[63-81] 77[68-82] 0.54
Gender

Male(%) 36(72) 16(84) 20(65) 0.13
Diabetesmellitus,Present(% 24(48) 9(47) 15(48) 0.94
Ageofaccess(day) 764[480-1528]  705[414-1425] 997[590-1585] 0.44
Stenosisdiameter

Siteofstenosis(mm) 1.3[1.0-2.0] 1.2[0.94-2.3] 1.4[1.1-2.0] 0.69

Proximal(mm) 5.2[4.0-6.7] 5.4[4.0-6.0] 5.0[4.0-7.1] 0.94

Distal(mm) 4.0[3.0-5.0] 4.0[3.1-4.9] 4.0[2.8-5.7] 0.88
Stenosislength(mm) 14.5[5.1-28.1]  22.0[10.0-30.7] 12.0[5.0-25.0] 0.11
Residualstenosis

Present(%) 13(26) 5(26) 8(26) 0.90
Degreeofstenosis

Mild(%) 11(22) 5(26) 6(19) 0.56

Moderate(%) 10(20) 6(31) 4(12) 0.11

Highgrade(%) 29(58) 8(42) 21(67) 0.075

Technicalvariable

Balloonpressure(atm)  20[18-22] 20[18-22] 20[16-22] 0.25

Continuous data are summarized as the median [interquartile range] and categorical data as an

absolute value (percentage).



Table2:Clinicalfactorsassociatedwith3-monthpatencyrate

Hazardratio[95%CI] Pvalue

Age(perone-yearincrease) 0.93[0.84-1.03] 0.15
Diabetesmellitus,presence 1.05[0.08-13.92] 0.97
Treatment,30-secondgroup 0.027[0.002-0.38] 0.0072
Stenosisdiameter

Siteofstenosis(perone-mmincrease) 0.20[0.02-0.95] 0.081

Proximal(perone-mmincrease) 0.32[0.08-0.80] 0.031

Distal(perone-mmincrease) 1.25[0.74-2.04] 0.35
Stenosislength(perone-mmincrease) 1.01[0.95-1.07] 0.77
Pressure(perone-atmincrease) 0.63[0.38-0.86] 0.014

Continuous data are summarized as the median [interquartile range] and categorical data as an

absolute value (percentage). CI, confidence interval
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Figure 1. Flow diagram of patient progression through the phases of the present randomized trial.

Written informed consent was obtained from a total of 51 patients who participated in this study.
After randomization, 19 patients were allocated to the 0-sec dilation group and 32 to the 30-sec
dilation group. All patients successfully underwent PTA. One patient was excluded from the 30-
sec dilation group due to not undergoing prior PTA. Two patients in the 0-sec dilation group were

censored due to deaths. Finally, 17 patients in the 0-sec group and 31 patients in the 30-sec dilation

group were completely followed up. PTA: percutaneous transluminal angioplasty.
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Figure 2. Comparison of 3- and 6-month patency rates between 0- and 30-sec dilation groups.

The comparison was performed using the Kaplan-Meier methods and the log-rank test. The solid
line represents the 0-sec dilation group, and the dotted line represents the 30-sec dilation group.
The shorter vertical bars indicate censoring. The analysis revealed a significant difference in the
3-month patency rate (P = 0.0050). However, there was no significant difference in the 6-month

patency rate between the two groups (P = 0.28).
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Figure 3. Comparison of dilation pressure between previous and present PTA in both 0- and 30-sec
dilation groups.

The comparison of dilation pressure between 0-sec (A) and 30-sec (B) dilation groups was
conducted using the Wilcoxon sighed-rank test. There was no significant difference in dilation
pressure between previous and present groups within both the 0-sec (A) and 30-sec (B) dilation

groups (P=0.15, P=0.16, respectively). PTA: percutaneous transluminal angioplasty.
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Figure 4. Comparison of 3- and 6-month patency rates between the previous and the present PTA

in both the 0- and 30-sec dilation groups.

The comparison of 3- and 6-month patency rates between 0-sec (A) and 30-sec (B) dilation groups

was performed using the Kaplan-Meier methods and the log-rank test. The solid line indicates the

present PTA group, and the dotted line indicates the previous PTA group. The shorter vertical

bars indicate censoring. (A) The 0-second dilation group appeared to exhibit a slightly lower 3-

month patency rate without significant differences (P= 0.18). However, the 6-month patency rate

did not show significant differences between the two groups (P = 0.63). (B) The 30-second

dilation did not significantly improve 3-month patency rate (P = 0.65). On the other hand, the 6-

month patency rate in present PTA was significantly better than that in the previous PTA (P =

0.015). PTA: percutaneous transluminal angioplasty.
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Figure 5. Comparison of Visual Analogue Scale (VAS) between the 0- and 30-sec dilation groups.
The comparison of Visual Analogue Scale (VAS) between 0- and 30-sec dilation groups was

carried out using the Mann-Whitney U test. There was no significant difference between the two

groups (P=0.51).



