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The comparison of operative time and results in patients who undergo
percutaneous nephrolithotomy with and without splitting amplatz sheath

Protocol summary

Summary
The objective of the present study is to determine the
impact of splitting amplatz sheath on the operative
time.Design: First for the pilot study, 10 patients were
chosen and with their full consent, they underwent
Percutaneous Nephrolithotomy with and without splitting
Amplatz sheath. After assessing and making sure of the
primary results, a not blinded randomized clinical trial
was designed. Method: Patients are randomly divided
into two groups of 36. The first group undergoes
Percutaneous Nephrolithotomy with longitudinal split in
Amplatz sheath, while for the second group, Amplatz
sheath is kept intact. Operative time, fluoroscopic time,
hemoglobin decline and residual stone will be compared
between the two groups. Inclusion criteria: Patients who
are candidate for Percutaneous Nephrolithotomy with
kidney stones larger than 2cm in diameter or stones
resistant to extracorporeal shock wave lithotripsy
(ESWL). Exclusion criteria: Patients with multiple stones,
cardiac problems, liver or renal failure and supine
position. Intervention:The first group undergoes
Percutaneous Nephrolithotomy with longitudinal split in
Amplatz sheath , while for the other group Amplatz
sheath is kept intact. Main outcome measures
(variables): Operative time, fluoroscopic time, and
residual stone.
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The comparison of operative time and results in patients
who undergo percutaneous nephrolithotomy with and
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Public title
The impact of longitudinal splitting of Amplatz sheath on
the results of Percutaneous Nephrolithotomy

Purpose
Treatment




Inclusion/Exclusion criteria
Inclusion criteria: Patients who are candidate for
Percutaneous Nephrolithotomy with kidney stones larger
than 2cm in diameter or stones resistant to
extracorporeal shock wave lithotripsy (ESWL). Exclusion
criteria: Patients with multiple stones, cardiac problems,
liver or renal failure and supine position.

Age
From 10 years old to 80 years old

Gender
Both

Phase
0
Groups that have been masked
No information
Sample size
Target sample size: 72
Randomization (investigator's opinion)
Randomized
Randomization description
Blinding (investigator's opinion)
Not blinded
Blinding description
Placebo
Not used
Assignment
Parallel
Other design features
Sampling method is based on Archive number. For even
Archive numbers, amplatz sheath was kept intact and for
odd numbers, amplatz sheath was split.
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Health conditions studied
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Description of health condition studied
kidney stone

ICD-10 code
N20.0

ICD-10 code description
NEPHROLITHIASIS nos

Primary outcomes
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Description
duration of surgery
Timepoint
During surgery
Method of measurement
Length of time between prone position to supine position
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Description
Duration of Fluoroscopy
Timepoint
during surgery
Method of measurement
Fluoroscope recordings

3

Description
residual stone
Timepoint
one day after surgery
Method of measurement
ultrasonography and plain abdominal x-ray

Secondary outcomes

1

Description
Size of primary stone
Timepoint
Before surgery
Method of measurement
The longest longitudinal side x the longest width side
(cm”2)
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Description
Hemoglobin
Timepoint
one day before surgery,the day after surgery and at
discharge time
Method of measurement
Laboratory test (CBC)

Intervention groups
1

Description
Control group: 36 patients undergo Percutaneous




Nephrolithotomy using 30 French(f.) Amplatz sheath
without splitting.

Category
Treatment - Surgery

2

Description
intervention group:36 patients undergo Percutaneous
Nephrolithotomy using 30 French (f.) Amplatz sheath
with splitting

Category
Treatment - Surgery
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Phone
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