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A PROSPECTIVE, NON-RANDOMIZEDR,,CLINICAL STUDY TO EVALUAT [ ND EFFICACY
OF MANTRA & SAFE D PERFORMANCE OF MANTRA 2.0 IN: RMINED SURGICAL PROCEDURES

SITUATIONAL ANALYSIS: An Indian company plans to leverage in-house

developed Robotic Surgery System to assist surgeries for a better quality-of- \}l
life and affordable for patients
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Clicebo supported the client in providing end-to-end solutions
iN conducting the feasipility study of a medical device

iNncluding:
O1 MM O2 MM O3 N 04 i 05 06 07 08
Regulatory Study Design Identification of Medical Ethics Project Data Clinical

Investigators writing Committee management management Study Report
Submission & Monitoring & Biostatistics



Notable features:

Completed the

study in 1year
and 5 months

The completeness 16 volunteers
and accuracy of underwent soft
data entered in the tissue surgeries
CRFs were verified
against original
source documents.

All the 16

volunteers
completed the
No device related study FU
adverse event



e Clinical study report was generated within the timeline

e Procedure on 16 subjects were done with MANTRA & MANTRA 2.0 without any complications

e Multi-arm robotic system -Mantra & MANTRA 2.0 is safe, effective and feasible in the
predetermined surgical procedures

e SSInnovations has successfully completed 50 complex surgical cases and already the system is
present in 3 hospitals

Reach out to info@clicebo.com
for conducting medical device evaluation studies.

www.clicebo.com
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