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STUDY TITLE

An open label single arm single centre clinical study to evaluate the safety and efficacy of
Troypofol (Propofol 1% (10mg/ml) injection) in induction of general anesthesia.

Dr. Alvaro Bolafios Clinica Rey David

Cra. 34 # 7-00, Valle del Cauca, Cali,
Colombia
Phone:+57 2 5185000

INTRODUCTION

Propofol is a widely used intravenous anesthetic for induction as well as maintenance of
general anesthesia. In everyday practice, a large inter individual variability in the
induction dose of Propofol is noted with variation in induction dose, time to loss of
consciousness, depth of sedation, incidence and magnitude of respiratory and
hemodynamic side effects.! The literature reported wide variability in induction dose and
induction time of propofol in various clinical trials.! Propofol given according to a preset
regime may result in a higher incidence of adverse effects. Propofol should be
administered to achieve specific induction or maintenance endpoints rather than being
administered at a fixed dose.2

AIM

The objective of present study is to evaluate the safety and efficacy of Troypofol (Propofol
1% (10mg/ml) injection) in induction of general anaesthesia.
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STUDY DESIGN

Open label, single arm, single centre clinical study

INCLUSION CRITERIA

e Patients scheduled for an intravenous induction of anesthesia with propofol

e Patients with American Society of Anesthesiologists (ASA) physical status | and li
who are to undergo elective surgery

e Patients who are capable or willing to give the informed consent

EXCLUSION CRITERIA

e Patients with Allergy to propofol, or its excipients

e Patients with allergies to eggs, egg products, soybeans or soy products

e Pregnant or breastfeeding women

* History of central neurological disorder, epilepsy or brain injury

e Patients receiving psychotropic drugs

e Patient with a pacemaker

e Patients who are participated in any clinical trial within last 1 month

e Any disorder or condition that in the opinion of investigator would prohibit study
participation or affect study outcomes

MATERIALS & METHODS

In this prospective observational study, Troypofol (Propofol 1% (10mg/ml) injection), India
was given for induction by slow IV bolus or as decided as per standard hospital protocol.
Medications considered necessary for the patients before and during the induction of
anaesthesia as decided by the investigator are allowed and recorded in case record form.
‘Dose of propofol (mg/kg) to obtain the induction of anaesthesia’ and ‘Time (seconds) to
induction of anaesthesia after start of propofol administration’ was recorded in CRF.
Induction of anaesthesia was considered on occurrence of loss of verbal responsiveness
(LOV), loss-of-eyelash reflex (LOE), and apnea. Adverse event noted by investigator

during induction of anaesthesia was also recorded in CRF.
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OBSERVATIONS AND RESULTS

Data of total 53 patients enrolled in the study was recorded in CRF. 11 patients were
excluded from analysis due to incomplete CRF data. A total of 42 patients were
undergone statistical analysis for safety and efficacy of propofol injection.

A total of 42 patients completed the study. (Male - 15; Female - 27) Age of the patients
enrolled in the study ranged from 3-99 years, the average age being 41.57 + 26.28 yrs.
(Table 1)

Table 1: Demographic characteristics

No. of Patients 42

Age (yrs) (Mean + SD) 41.57 + 26.28
< 55yrs 29/42 (69.0%)
> 55 yrs 13/42 (31.0%)
Gender

Male 15/42 (35.7%)
Female 27/42 (64.3%)
M:F Ratio 1:1.8

Weight (kg) (Mean + SD) | 66.5 + 15.6
Height (cm) (Mean + SD) |161.0 + 16.9
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The propofol was used in induction of general anaesthesia for various types of surgical
procedures in this study. Out of 42, 18 (42.9%) patients were evaluated for propofol
efficacy & safety in orthopaedic/ musculoskeletal surgeries. Other surgeries were
abdominal (11; 26.2%); oncological (8; 19.0%) and gynaecological (4; 9.5%). In one
patient, propofol was used for induction during intubation procedure.

Overall dose of propofol required to produce induction of general anaesthesia in the
study is 2.38 + 0.51 mg/kg.

Table 2 represents the data obtained in this study in comparison with literature evidence.

Table 2: Study results - Comparison to literature evidence

Outcome This Study Data reported in
Literature

Average induction dose of propofol 162.9 mg 141 mg3 - 195.1 mg 4

Variability in induction dose of propofol (SD) | 46.7 mg 28.3 mg* - 60.9 mg*

Time to induction of anaesthesia after start| 29.75 + 1.0912.2 + 1.3 min3

of propofol administration seconds

As shown in Table 2, the dose of injection propofol 1% (10 mg/mi) required to produce
induction in this study was comparable to those mentioned in literature and prescribing
information of international brands.

Various studies reported wide inter-individual dose variability in induction dose of
propofol, ranging from 1.4 mg/kg to 3.8 mg/kg. Induction dose of propofol reported in
this study, i.e. 2.38 + 0.5] mg/kg, fitted in the similar range. The induction dose of
propofol injection in this study was similar to the induction dose 2.3 + 0.8 mg/kg
reported for other internationally available brand of propofol in literature.3
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The average time to induction of anaesthesia after start of propofol administration
reported in the study was 29.75 + 1.09 s. The time of onset of propofol effect was same
as reported in USFDA approved prescribing information of propofol brands i.e. 30-45
seconds. The time to loss of consciousness reported in literature varied from 0.6 to 5.0
minutes.3 As shown in Table 2, this study showed faster onset of action with propofol
compared to those mentioned in literature.

No adverse effects were reported in the study. All the patients tolerated the procedure
well without any complication during or after completion of procedure.

CONCLUSION

Troypofol (Propofol 1% (10mg/ml) injection) produced induction of general anaesthesia
at the same dose and time as mentioned in the literature and prescribing information of
other internationally available brands. It is found to be effective and safe for induction of
general anaesthesia.
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