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from “
” to “ ”

“Bitrack 

description”.

“endoscopic 
manipulation of tissue”
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“calculated from day of  admission”  
“calculated from surgery 

day”.

and PN “
” and 

“

”

“

”.
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“

procedure” 
corrected to “

”
“

” 

summary section “Expected Duration of 
the study” 
“

” “ 

” “

corresponding ESE/NESE instruments”.

“Table 7
Nephrectomy (PN)” was corrected for 
“

”

“… ” was 
corrected to “… ”.
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which operates exclusively under surgeon’s 



(performance score scale ≥ 3) during the intervention

•

•

•

•

•

• To assess the duration of subject’s hospitalization as the Length of Stay

•

•

•
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Subjects with a BMI ≥ 40
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is, which increases patients’ quality of life

surgeon’s muscles in the sensitive areas like the neck, 



•

•

•

•

•

https://clinicaltrials.gov/
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Further information about the device and device accessories can be found in the Investigator’s Brochure

’
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•

•
•

•
•
•
•
•

•

•

•
•

•

•
•



•
•
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Hospital’s technical staff. 
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: If “ System” or “ ” evaluated does not perform the intended

: If “Bitrack System” or “ESE/NESE instruments” evaluated perform the intended function

: If “Bitrack System” or “ESE/NESE instruments” evaluated perform the intended function

: If “Bitrack System” or “ESE/NESE instruments” evaluated perform the intended function easily
: If “Bitrack System” or “ESE/NESE instruments” evaluated perform the intended function

≥ 3 
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•

•

•

•

•

•

•
•
•
• To assess the duration of subject’s hospitalization as the Length of Stay (LoS) in hospital calculated from

•
•

•

•
•

•
•
•
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stablishing as hypothesis that they perform as intended by the surgeon (performance score scale ≥ 3) during 

: If “Bitrack System” or “ESE/NESE instruments” evaluated does not perform the intended

: If “Bitrack System” or “ESE/NESE instruments” evaluated perform the intended function

: If “Bitrack System” or “ESE/NESE instruments” evaluated perform the intended function

: If “Bitrack System” or “ESE/NESE instruments” evaluated perform the intended function easily
: If “Bitrack System” or “ESE/NESE instruments” evaluated perform the intended function

To accomplish with the hypothesis stablished in our primary endpoint, the performance score needs to be ≥ 3 

•

•

•
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• To assess the duration of subject’s hospitalization as the Length of Stay (LoS) in hospital calculated

•
•
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•
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•
•



required by applicable regulations and the center’s 
subject on all aspects of the clinical investigation that are relevant to the subject’s decision to participate, such 

on the subject and will respect subject’s legal rights. Financial incentives will not be given to the subject. Subjects 

er’s 

the subject’s hospital

Sponsor within 5 working days and to the reviewing center’s according to the EC’s reporting requirements.

•

• –



• –

Subjects with a BMI ≥ 



however, a subject’s participation in any clinical investigation is voluntary and the subject has the right to 

•
•
•

as defined by their institution’s 
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•
•
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•
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•
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personnel became aware of the event or as per the investigative site’s local 
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of the investigator’s 

investigative site’s local requirements, if the requirement is more stringent than 
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The main performance hypothesis will be that verification units will be ≥ 3 for each unit of Bitrack System

α=0.05.
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Mireia, és una introducció d'aquest apartat. No entenc perquè es tapa i després posem tota l'explicació de ITT, PP etc
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≥
test with alpha=0.05 and Cohen’s d=0.25 (mu0=2.5, mu1=3 and standard deviation=1.75). The 
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•

•

•

compliance, as determined by the Sponsor, a Sponsor’s monitor or company 

•
•
•

investigation may result in further escalation in accordance with the Sponsor’s written procedures, including 
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accessible only to and processed only on a ‘need to know’ basis, including periodic review of access rights, and 
revocation of access when an individual’s employment is terminate

The Sponsor requires the investigational sites to transfer into Sponsor’s data management systems only 

patient’s medical condition, treatment, dates 
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subjects’

’

Regulations and GCP require the Investigator to maintain information in the subject’s original medical records 

•

•

•
•

•

•

• Subject’s condition upon completion of or withdrawal from the clinical investigation
•
•
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the Investigator’s Brochure and in the Instructions for Use.

usability program, a list of potential risks coming from “Notes”, “Cautions” and “Warnings” of main competitor 
device “Da Vinci Xi” 
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•

1 risks related to errors on instrument’s handling regarding sterility

After the evaluation of the individual benefit risk analysis, it’s proven that during design stage proactive 
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written approval obtained prior to implementation, according to each institution’s requirements. 
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approved by the Sponsor in a timely manner to enable Sponsor review in compliance with the Sponsor’s 
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http://clinicaltrials.gov/
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