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Abstract

Background: Percutaneous nephrolithotomy (PCNL) has been established as a minimally invasive treatment option for removal of
kidney stones. The aim of this research was to compare complications and surgical outcomes of standard PCNL with tubeless PCNL.
Methods: In this double-blind randomized controlled trial, 50 consecutive patients with kidney stone were randomly assigned
to intervention and control groups. In the control group, a nephrostomy was placed at the end of PCNL and in the intervention
group, nephrostomy was omitted. Incidence of fever, hospital stay, analgesic requirement, blood transfusion, urinary leakage, and
patient’s satisfaction were compared between the 2 groups.

Results: Pain score was significantly lower in the tubeless group in comparison with the control group (P < 0.001). Analgesic use
among patients of the tubeless PCNL group was significantly lower than the control group (P value < 0.02). Eight percent of the
control group and 20% of the intervention group had a transient fever (P value < 0.05). Hemoglobin levels did not show any sig-
nificant difference between the 2 groups (P value > 0.78). The number of patients with “low urine leakage” was significantly higher
in the tubeless group than in the control group (P < 0.002). Hospital stay was significantly lower while patient satisfaction was
significantly higher in patients, who underwent tubeless PCNL in comparison with the control group (P < 0.02).

Conclusions: The evidence from this study provides some support for application of tubeless percutaneous nephrolithotomy for
patients with renal stone, regardless of the stone size and type.
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1. Background

Prevalence of kidney stone has increased worldwide
(1). With the popularity of percutaneous renal surgeries in
the past 2 decades, percutaneous nephrolithotomy (PCNL)
isnow considered the gold standard surgical technique for
the treatment of large renal stones (2, 3). Based on the cur-
rent Cochrane review, PCNL is more effective than other
less aggressive techniques, such as extracorporeal shock
wave lithotripsy (ESWL) (2). Furthermore, PCNL is a the
procedure of choice for patients with large kidney and up-
per ureteral stones and it has the greatest success rate for
the treatment of large renal stones. Drainage of the kid-
ney, using a 20- to 24-Fr nephrostomy tube is the usual rec-
ommendation at the end of the operation to reduce post-
operative bleeding; however, there is no strong consensus
in this regard and some authors recommend avoidance of

a nephrostomy tube placement in cases with small stone
burden without a residual stone. These authors claim that
post-operative pain and hospital stay would be decreased
with this technique, while blood loss would not change
significantly (4). Safety and feasibility of this technique
has been proved for elderly patients without major intra-
operative bleeding (5, 6). To the best of the author’s knowl-
edge, there is no controlled blind study comparing stan-
dard PCNL with tubeless PCNL. The purpose of this study
was to compare post-operative pain, urinary leakage, hos-
pital stay, and blood loss among patients with and with-
out nephrostomy placement after standard fluoroscopic
supine position PCNL.
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2. Methods

2.1. Trial Design and Population

For this double-blind randomized controlled trial, 50
consecutive patients, who were candidates for PCNL at the
Golestan hospital, Ahvaz, Iran were enrolled. Exclusion cri-
teria were poor performance status, simultaneous ureteral
stone, age below 18 or more than 70, perforation of pyelo-
calyceal system, major hepatic or cardiac dysfunction, atri-
oventricular cardiac block, and opium addiction.

2.2. Randomization and Blinding

Participants were randomly allocated to 2 groups us-
ing a computer-based randomization program (n = 25 in
each group) (Figure 1). This was a double-blind study, in
which participants and outcome assessors were blinded
yet blinding of investigators could not be achieved due to
the nature of the interventions. Patients were randomly
assigned to the control group (with a 20-Fr nephrostomy
tube) or intervention group (without nephrostomy tube).
Percutaneous nephrolithotomywas performed under gen-
eral anesthesia by the same surgeon and the anesthetist
and all of the patients had ureteral 5-Fr stent at the end of
the operation.

2.3. Outcomes

The primary outcome of this study was post-operative
pain, which was measured 24 hours after the surgical pro-
cedure, using the visual analogue (VAS) scale. As secondary
outcomes, fever, blood loss (g/dL hemoglobin before and
after the procedure), and urine leakage were also evalu-
ated. Regarding urine leakage, patients were categorized
to one of the following groups: high leakage (extra ordi-
nary, which needed secondary operation), moderate leak-
age (needed daily dressing change because of urinary leak-
age), and low leakage (no urinary leakage or does not need
dressing change during admission). Hospital stay, anal-
gesic requirements after surgery, and patients’ satisfac-
tion with the surgery were also assessed.

2.4. Sample Size

Based on a previous study (6), sample size was calcu-
lated as 25 for each group (Power =80% and o =5%).

2.5. Ethical Considerations

This study was conducted under supervision of the eth-
ical committee of Ahvaz Jundishapur University of Medical
Sciences (Ref No. IR AJUMS.REC.1395.582). The study proto-
col conformed to the ethical guidelines of the 2008 decla-
ration of Helsinki and it has been registered at the Iranian
registry of clinical trials (IRCT2017041033343N1). Informed
written consents were obtained from all participants.

2.6. Statistical Methods

All statistical analyses were performed using the SPSS
version 22 software. All main outcomes are presented as
mean (SD) and frequency (%) for continuous and categori-
cal variables, respectively. Statistical significance level was
set at a two-tailed type I error of 0.05, and deviation from
normal distribution was examined by calculating skew-
ness and by the Kolmogorov-Smirnov test. Chi-square test,
paired-t-test, and independent t-test were used to evaluate
categorical variables, comparison within groups and be-
tween groups, respectively.

3. Results

Table 1 shows the patient characteristics in the inter-
vention and control groups. The Clinical data of partici-
pants and surgical outcomes of the 2 groups are listed in
Table 2. Comparison of surgical outcomes of the interven-
tion and control groups at 24 hours did not show any sig-
nificant difference in hemorrhage yet pain score and anal-
gesic use in the intervention group was significantly lower
than the control group.

Table 1. Baseline Characteristics of Participants in the Intervention and Control
Group (N=25)

Variable Intervention Control PValue
Age,y 48.8 £9.75 45.84 +12.08 > 022
Gender
Female 10 (40) 12(48) > 032
Male 15 (60) 13 (52) > 0.58

Values are expressed as mean =+ SD or No. (%).

Table 2. Clinical Data of Participants and Surgical Outcomes of the Intervention and
Control Group (N =25)°

Variables Intervention Control P Value
Pain levels 636 £ 0.181 7.68 £ 0.15 < 0.001
Transient fever 5(20) 2(8) < 0.05
Blood loss 0.33£0.09 037+ 0.1 > 0.78
Urine leakage
G2 21(84) 23(92) > 0.9
G3 4(16) 2(8) < 0.002
Hospital stay, h 47.04 £ 2.585 55.68 1 2.673 < 0.02
Transfusion 1(4) 3(12) > 0.6
Analgesic requirements 212 £ 11.28 296 £ 21 < 0.001
(Pethidine)
Satisfactory 7.68 + 0.8 636 £ 0.21 < 0.001

Values are expressed as mean =+ SD or No. (%).
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Figure 1. Flow diagram of the study

4. Discussion

The present study was a double-blind randomized
controlled trial, which was designed to compare post-
operative complications and outcomes of PCNL, with and
without nephrostomy tube. The results of this study in-
dicate that pain score is significantly decreased in the
tubeless PCNL in comparison to standard PCNL (P value <
0.001). Also, analgesic use during this procedure is signif-
icantly lower when the nephrostomy tube is omitted (P
value < 0.02). Lower pain complaint in this group might
be the reason for greater patient satisfaction after surgery
(P value < 0.001). In a trial on 35 patients with simple,
isolated renal pelvis or lower pole calyceal stones and no
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significant hydronephrosis, the mean postoperative anal-
gesic requirement was significantly lower in the tubeless
group in comparison with standard PCNL (7), which is in
line with the current results.

Karami et al. (2004) evaluated tubeless PCNL and
demonstrated that this method is safe and feasible in pa-
tients during their sixties. In their study, analgesia require-
ment was reduced using the tubeless approach (P < 0.01)
(8). In their study, the mean age of patients was 67.7 years
and in the current study, the mean age was 47.3 years, yet
the current results are in line with their results.

In a trial by Cormio et al., the relationship between

nephrostomy tube size and outcomes of percutaneous
nephrolithotomy was investigated and the authors con-
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cluded thatapplication of nephrostomy tube size > 18 Frin
comparison with nephrostomy tube size <18 Fr, would sig-
nificantly decrease overall complication rate (hemorrhage
and fever) (9). Another study with the aim of evaluation of
the requirement for routine placement of a ureteral stent
and a nephrostomy tube following PCNL was performed
on 43 patients. The researchers claimed that there were no
significant complications and analgesia requirement after
surgeries in the tubeless group (in comparison to standard
PCNL) and patients in this group could return to their nor-
mal activities faster (10). These findings proved further
support for the current results.

Omitting the percutaneous nephrostomy tube and re-
moving ureteral catheter at the end of surgery in Gholam-
rezaie et al.’s and Malcolm et al.’s study was proved to re-
duce postoperative discomfort, the length of hospitaliza-
tion, and analgesic requirements (8, 11). The current find-
ings are in agreement with these results.

The current study found that 8% of people in the con-
trol group and 20% of the intervention group had tran-
sient fever and this difference was significant (P value <
0.05). In Kara’s study, fever was seen in 6.6% of patients in
the tubeless PCNL group and 10% of patients in the stan-
dard PCNL group (this difference was not significant) (8).

Changes in serum hemoglobin levels, as an indicator
of hemorrhage, did not show any significant difference be-
tween the 2 groups of the study (P value > 0.78). The find-
ings of the current study are consistent with those of Is-
tanbulluoglu (2010), who found no significant difference
in serum hemoglobin changes between totally tubeless,
tubeless, and standard PCNL groups, and the researcher
concluded that the tubeless approach is safe for patients
with no major intraoperative hemorrhage and calyceal
perforation. In another study on 25 patients, the results
showed that tubeless PCNL makes no significant difference
in hemorrhage and hemoglobin and serum parameters in
comparison to standard PCNL (12). This result is also in ac-
cordance with the current observations.

In the current study, the number of patients with
“low urine leakage” in the tubeless group was significantly
higher than the control group (P < 0.002). However; this
result has not been previously described by researchers
and in Bhangu et al.’s study (2017), which was very similar
to the current study, none of the patients had urine leakage
from the skin wound after surgery (4).

Hospital stay in patients, who underwent tubeless
PCNL, was significantly lower than those in the control
group (P< 0.02). InKara’s (2004 ) and Tefekli’s study (2007)
hospitalization time in patients, who underwent tubeless
PCNL was reduced compared to standard PCNL (1.5 versus
3.2 days, Pvalue < 0.001).

4.1. Conclusions

The findings of this study have a number of impor-
tant implications for future practice. These findings do not
support strong recommendations to omit the nephros-
tomy tube for all patients and the decision should be taken
with caution based on the surgeons expert opinion and pa-
tient’s condition during the surgery.
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