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Protocol Study Design
Type of Study: single center phase 3b study
Method: Comparative Prospective, Randomized

Endpoints: evaluation of the difference in safety, operation time anc

laser time
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INCLUSION CRITERIA

moderate/severe BPH-associated LUTS
LUTS refractory to medical therapy

PTS intolerant to medical therapy
Acute urinary retention PTS
chronic urinary retention PTS
prostate volume of >80 ml

EXCLUSION CRITERIA

prostate volume of >80 ml y
previous surgery
untreated UTI
neurological bladder

severe cardiovascular disease
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PROTOCOL STUDY DESIGN
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PROTOCOL STUDY DESIGN: Surgical Data

» Single experienced operator - 20 years expertise in HOLEF
 All procedure performed with traditional 3 lobes technic
« Same OR setting (video system, endoscope, mor
« Same Laser's Power Setting: 2 Joule, 50 Hz

e Just a difference: Holmium Laser with or wi
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Characteristics of the Enrollec
Population

Group A Group B
HoLEP MoLEP P(0.05)

A ‘-
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Surgical Data

Enucleation Time (mean)
Haemostasis Time
Laser Time (mean)

Morcellation Time

Fiber Consuming (mm)
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Perioperative Data

Hb Variation
Hematocrit Variation

Hospital Stay (days)
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Conclusions

This study shows that MoLEP (HoLEP with Holmium laser pulse modie

) has:

* 5 minutes shorter mean laser timing

* laser duration is shorter due to a brief enucleation time

* maintain the safety guaranteed by HoLEP’s surgical techni
and hospital stay.



(PD56-07) HoLEP vs MoLEP, first prospective randomized trial on 140

vatients

/

\\ e MCACCLERTT
v - 8 T B o . _ —
-4 . .
- 0 . dEbvs

Thank You!



