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OBJECTIVE Figure 1. Overview of the Versius Surgical System g y g Patient Demographics
* To perform an interim safety analysis of the first-in-human clinical A. Schematic representation of the setup of Versius Day 0 Day of discharge Day 30 Day 90 * The first 15 cholecystectomy procedures performed using Versius were
trial of a new robotic surgical system, Versius, when performing Screening visit Day 1 Follow-up Follow-up included for analysis. Patient demographics and primary diagnoses are
cholecystectomy procedures. Procedure telephone/clinic visit telephone/clinic visit presented in Table 1.
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\ Pre-operative Hospitalization Post-operative wide range of body mass indices (BMls), 22.6-41.5 kg/m? (median: 27.4
kg/m?). 73.3% (11/15) patients were female.

* Versius is a new tele-operated robotic surgical system designed to assist ' 1 Patient Outcome Data
surgeons in performing minimal access surgery (MAS) (Figure 1). o
_ , a = « All procedures were completed as planned and without recorded
* The '_f,u.rgmal system has been dgveloped t.o meet én unmet need in the S Figure 3. Patient outcome data complications (Figure 3).
provision of MAS. For example, it was designed with surgeons to ensure
enhanced ergonomics, instruments mimic the articulation of the human o o « Median stay in hospital was 3 days (range: 2-10 days), operating time

wrist and the bedside units support the maximum maneuverability.' Primary Endpoint Secondary Endpoints

ranged between 60-275 mins (median: 150 mins) and all patients had an
estimated blood loss <500 ml (Figure 3).

@ 2/1 5 (1 3.3%) « Two patients were readmitted within 30 days following surgery with

patients were readmitted within 30 days* acute gastroenteritis. Both were unrelated to Versius and made a full
recovery; all patients completed the study.

* The clinical development program is broadly in line with
recommendations from the IDEAL-D (ldea, Development, Exploration,
Assessment, Long-term study) collaboration for surgical research.®’ This
recognizes the difficulty in introducing a complex surgical system to
clinical practice.
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* Procedures were completed at the Deenanath Mangeshkar Hospital and
Research Center, Erandawne, Pune, Maharashtra 411004, India, between
March 8 and April 19, 2019. BSU: bedside unit.

*Both readmissions were unrelated to Versius. 'For all procedures, no notable difficulties were recorded; extended operating times reflect the degree of caution taken by the surgical team as they gained familiarity with A(?Idltlonal recruitment and analySIS will ensure FontanEd a“gnment
the system and instrumentation. MAS: minimal access surgery; OR: operating room. with the IDEAL-D Framework Stage 2b: Exploration.
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