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Clinical Trial Details (PDF Generation Date :- Mon, 07 Aug 2023 04:08:49 GMT)
 

CTRI Number CTRI/2020/02/023372 [Registered on: 17/02/2020] - Trial Registered Prospectively

Last Modified On 11/05/2021

Post Graduate Thesis No

Type of Trial Interventional

Type of Study Surgical/Anesthesia

Study Design Randomized, Parallel Group Trial

Public Title of Study A Clinical study to compare the effect and safety of Ropivacaine Hydrochloride in dextrose and
Bupivacaine Hydrochloride in dextrose injection in lower limb orthopaedic surgeries under spinal
anaesthesia.

Scientific Title of
Study

A Phase III, Multicentre, Randomized, Double Blind, Parallel group, Comparative Clinical Study to
evaluate Efficacy and Safety of Ropivacaine Hydrochloride 0.75% (7.5mg/mL) in Dextrose 8%
(80mg/mL) injection compared to Bupivacaine Hydrochloride 0.5% (5mg/mL) in Dextrose 8%
(80mg/mL) injection for subjects undergoing lower limb orthopaedic surgeries under spinal
anaesthesia.”

Secondary IDs if Any Secondary ID Identifier

BCR-RPD-01 Version 2.0 dated 19 Sep 2019 Protocol Number

CT/Drugs/110/2019 DCGI

Details of Principal
Investigator or overall
Trial Coordinator
(multi-center study)

Details of Principal Investigator

Name Dr Bharati Kondwilkar

Designation Sponsors Principal Investigator

Affiliation Neon Laboratories Ltd

Address 140 Damji Shamji Industrial Complex Mahakali Caves Rd. Andheri
East
Mumbai
MAHARASHTRA
400093
India

Phone 02268307000

Fax 02226873502

Email bhartik2009@gmail.com

Details Contact
Person (Scientific
Query)

Details Contact Person (Scientific Query)

Name Dr Neeta Joshi

Designation Manager Formulation and Development

Affiliation Neon Laboratories Ltd

Address 140 Damji Shamji Industrial Complex Mahakali Caves Rd. Andheri
East
Mumbai
MAHARASHTRA
400093
India

Phone 02268307000

Fax 02226873502

Email neeta@pl.neongroup.com

Details Contact
Person (Public Query)

Details Contact Person (Public Query)

Name Dr Neeta Nargundkar

Designation Managing Director

Affiliation Biosphere Clinical Research Pvt.Ltd

Address Office No. 02, 03 & 04, 2nd Floor Highland Corporate Center,
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Kapurbawdi Junction,
Thane
MAHARASHTRA
400607
India

Phone 02241006794

Fax

Email drneeta@biospherecro.com

Source of Monetary or
Material Support

Source of Monetary or Material Support

> Neon Laboratories Ltd 140, DamjiShamji Industrial Complex, Mahakali Caves Rd.,
Andheri(East), Mumbai-400093, Maharashtra, India.

Primary Sponsor Primary Sponsor Details

Name Neon Laboratories Ltd

Address 140, DamjiShamji Industrial Complex, Mahakali Caves Rd.,
Andheri(East), Mumbai-400093, Maharashtra, India.

Type of Sponsor Pharmaceutical industry-Indian

Details of Secondary
Sponsor

Name Address

NIL NIL

Countries of
Recruitment

List of Countries

India

Sites of Study Name of Principal
Investigator 

Name of Site Site Address Phone/Fax/Email

Dr Prajwal Patel H S Adichunchanagiri
Hospital and Research
Centre

Department of
Anaesthesiology
Adichunchanagiri
Hospital and Research
Centre,
Adichunchanagiri
University, B.G Nagara
Nagamangala Taluk,
Dist- Mandya(Dt)-
571448,Karnataka
Mandya
KARNATAKA

9886787773

prajwal.patel83@gmail.
com

Dr Prasanta Kumar Das All India Institute of
Medical Sciences

Department of
Anaesthesiology,4th
Floor,All India Institute
of Medical Sciences,
Sijua, Patrapada,
Bhubaneshwar-751019,
Odisha, India
Khordha
ORISSA

9312677007

docdas.aiims@gmail.co
m

Dr Pradnya Bhalerao B.J. Govt. Medical
College and Sassoon
General Hospital

Department of
Anaestheiology,1st
Floor ,Block 11, B.J.
Govt. Medical College
and Sassoon General
Hospitals, Jai Prakash
Narayan Road, Near
Pune Railway Station,
Pune-411001,
Maharashtra, India
Pune
MAHARASHTRA

8806664773

dr.pradnyabhalerao@g
mail.com
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Dr Naresh G Tirpude Government Medical
College Nagpur

Department of
Anaesthesia,Ground
floor,
OT-G,Government
Medical College &
Hospital , Nagpur-
440003,Maharashtra,
India
Nagpur
MAHARASHTRA

9823361099

ngtirpude@yahoo.com

DrUsha Badole Grant Medical College
& Sir JJ Hospital

Department of
Anaesthesiology, 6th
Floor ,Grant Medical
College & Sir JJ
Hospital,J J Marg,
Nagpada, Mumbai
Central,
Mumbai-400008
Maharashtra
Mumbai
MAHARASHTRA

9869624637

usharatan28@gmail.co
m

Dr Apurva Agarwal GSVM Medical College Department of
Anaesthesiology,GSVM
Medical College
Swaroop Nagar,
Kanpur-208002 Uttar
Pradesh, India.
Kanpur Nagar
UTTAR PRADESH

9415368678

drapurva.agarwal@gma
il.com

Dr Prerna Biswal Institute of Medical
Sciences and SUM
Hospital

Department of
Anaesthesiology,4th
Floor, IMS and SUM
Hospital K-8, Kalinga
Nagar,Ghatikia
Bhubaneswer-751003,
Odisha, India
Khordha
ORISSA

9078671478

prerna.biswal@gmail.co
m

Dr Sarabari Swaika Institute of Post
Graduate Medical
Education & Research

Department of
Anaesthesiology,Critical
care and Trauma
Centre,Institute of Post
Graduate Medical
Education &
Research,244 AJC
Bose Road, Kolkata –
700020, West Bengal,
India
Kolkata
WEST BENGAL

9434021722

dr.s.swaika@gmail.com

Dr Alok Khare Jeevan Jyoti Hospital &
Research Centre

Department of
Anaesthesiology,Jeeva
n Jyoti Hospital &
Research Centre ,162,
Bai Ka Bagh, Lowther
Road, Allahabad–
211003 ,Uttar
Pradesh,India
Allahabad
UTTAR PRADESH

9415338522

dralok1954@gmail.com
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Dr Vasanti Prabhakar
Kelkar

Mahatma Gandhi
Mission’s Medical
College and Hospital

Department of
Anaesthesia,Mahatma
Gandhi Mission’s
Medical College and
Hospital, N-6 CIDCO,
Aurangabad- 431003,
Maharashtra, India.
Aurangabad
MAHARASHTRA

9370668196

vasantikelkar70@gmail.
com

Dr H G Manjunath Mysore Medical College
and Research Institute,
KR Hospital

Department of
Anaesthesia, KR
Hospital , Mysore
Medical College &
Research Institute and
Associate Hospitals
Irwin Road, Mysore
,Karnataka, India
-570021
Mysore
KARNATAKA

9448054368

drhgmanjunath@hotmai
l.com

Dr Maroti Gaikwad PCMCs PGI
Yashwantrao Chavan
Memorial Hospital

Department Of
Anaesthesia, PCMCs
PGI Yashwantrao
Chavan Memorial
Hospital , Sant
Tukaram Nagar, Near
D.Y.Patil Medical
College Vallabhnagar
,Pimpri, Pune - 411018,
Maharashtra, India
Pune
MAHARASHTRA

9993226907

mrg20767@gmail.com

Dr Puneet Kumar Mital Pushpanjali Hospital
and Research Centre
Pvt. Ltd.

Clinical Research
Room, Ground
floor,Pushpanjali
Hospital and Research
Centre Pvt. Ltd.
Pushpanjali Palace
Near Delhi Gate, Agra
,Uttar Pradesh - 282002
India
Agra
UTTAR PRADESH

09837027086

puneet.mital@gmail.co
m

Dr Harishchandra
Sakhare

Rao Nursing Home Department of
Anaesthesiology,Rao
Nursing Home,Sr. No.
691A-1,CTS, NO.
1897-B, Pune-Satara
Road,Next to Big
Bazaar, Bibwewadi,
Pune - 411037,Mahara
shtra,India
Pune
MAHARASHTRA

9881719891

harish.sakhare@gmail.
com

Dr Jagdish Hegde Sparsh Super Speciality
Hospital

Department of
Anaesthesiology,Spars
h Super Speciality
Hospital, 4/1, Tumkur
Road, Yeshwantpur,
Bangalore-560022

9954275066

jagguhegde@gmail.co
m
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Bangalore
KARNATAKA

Details of Ethics
Committee

Name of Committee Approval Status Date of Approval Is Independent Ethics
Committee?

Ethics Committee
G.S.V.M Medical
College

Approved 23/06/2020 No

Ethics Committee Rao
Nursing Home

Submittted/Under
Review

No Date Specified No

Institutional Ethics
Committee and
Independent Review
Board , Jeevan Jyoti
Hospital And Research
Centre

Submittted/Under
Review

No Date Specified No

Institutional Ethics
Committee at All India
Institute of Medical
Sciences

Approved 04/11/2020 No

Institutional Ethics
Committee GGMC
Mumbai

Approved 10/02/2021 No

Institutional Ethics
Committee IMS and
SUM Hospital

Submittted/Under
Review

No Date Specified No

Institutional Ethics
Committee of B J Govt
Medical College and
Sassoon General

Approved 28/02/2020 No

Institutional Ethics
Committee Sparsh
Hospital

Approved 21/02/2020 No

Institutional Ethics
Committee
Yashwantrao Chavan
Memorial Hospital

Approved 11/01/2021 No

Institutional Ethics
Committee,
Adichunchanagiri
Institute of Medical
Sciences

Approved 09/01/2021 No

Institutional Ethics
Committee, Mysore
Medical College &
Research Institute and
Associated Hospitals

Approved 25/01/2020 No

Institutional Ethics Com
mittee,GMC,Nagpur

Submittted/Under
Review

No Date Specified No

IPGMEandR Research
Oversight Committee

Submittted/Under
Review

No Date Specified No

MGM Ethics Committee
for research on Human
Subjects
(MGM-ECRHS)

Approved 06/02/2020 No

Pushpanjali Hospital
Ethics Committee

Approved 18/02/2020 No

page 5 / 7 68



PDF of Trial
CTRI Website URL - http://ctri.nic.in

Regulatory Clearance
Status from DCGI

Status Date

Approved/Obtained 04/12/2019

Health Condition /
Problems Studied

Health Type Condition

Patients Administration

Intervention /
Comparator Agent

Type Name Details

Intervention Ropivacaine Hydrochloride
0.75% (7.5mg/mL) in Dextrose
8%(80mg/mL) injection.

A single dose of maximum up to
3 mL will beadministered to the
subject through intrathecal route
at L3-L4 or L4-L5 intervertebral
level in aseptic conditions with
the help of spinal kit provided by
sponsor. The exact dose of IP
to be administered will be
ascertained by the Principal
Investigator.

Comparator Agent Bupivacaine Hydrochloride
0.5% (5mg/mL) in Dextrose
8%(80mg/mL) injection.

A single dose of maximum up to
3 mL will beadministered to the
subject through intrathecal route
at L3-L4 or L4-L5 intervertebral
level in aseptic conditions with
the help of spinal kit provided by
sponsor. The exact dose of IP
to be administered will be
ascertained by the Principal
Investigator.

Inclusion Criteria Inclusion Criteria

Age From 18.00 Year(s)

Age To 65.00 Year(s)

Gender Both

Details To be eligible for the study, Subjects must meet all the following
criteria: <br/> 1.Male and female subjects of age between 18 to 65
years (both inclusive).<br/> 2.Subjects belonging to ASA Grade I to
II.<br/> 3.Subjects undergoing lower limb orthopaedic surgeries of
duration <3 hours under spinal anaesthesia.<br/> 4.Subjects willing
to sign informed consent for participation in the study.<br/>

Exclusion Criteria Exclusion Criteria

Details Subjects will be excluded from the study for any of the following
reasons:
1.Subjects with known hypersensitivity to the investigational
medicinal products.
2.Subjects with contraindications for spinal anaesthesia.
3.Subjects receiving treatment with MAO inhibitors, Phenothiazines
and Tricyclic antidepressants within 14 days prior to participation in
the trial.
4.Subjects with concurrent participation in another clinical trial or any
investigational therapy within 30 days prior to signing informed
consent.
5.Subjects with suspected inability to comply with the study
procedure.
6.Female subjects who are pregnant or lactating.
7.Female subjects who are not ready to use acceptable
contraceptive methods during the course of study.

Method of Generating
Random Sequence

Computer generated randomization
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Method of
Concealment

Sequentially numbered, sealed, opaque envelopes

Blinding/Masking Participant and Investigator Blinded

Primary Outcome Outcome Timepoints

Mean difference in
1. Time required to reach sensory block up to
T10.
2. Peak level of sensory block.
3. Time taken for two segment regression from
peak level of sensory block.
4.Total duration of sensory block from time of
injection to first demand for analgesia.
5. Time required for onset and complete
recovery of motor block as measured by
modified Bromage scale.
6. Time required for first micturition,achieve
independent mobility.

48±6 Hours

Secondary Outcome Outcome Timepoints

1. Mean change in vital parameters (Heart Rate,
BP, Respiratory rate& SPO2).
2.The assessment of safety will be based on the
frequency of adverse events and change in
laboratory values.

48±6 Hours

Target Sample Size Total Sample Size=230
Sample Size from India=230
Final Enrollment numbers achieved (Total)=217
Final Enrollment numbers achieved (India)=217

Phase of Trial Phase 3

Date of First
Enrollment (India)

17/02/2020

Date of First
Enrollment (Global)

No Date Specified

Estimated Duration of
Trial

Years=1
Months=0
Days=0

Recruitment Status of
Trial (Global)

Not Applicable

Recruitment Status of
Trial (India)

Completed

Publication Details NIL

Brief Summary The Study is A Phase III, Multicentre, Randomized, Double Blind, Parallel group, Comparative Clinical Study to evaluate Efficacy and Safety of Ropivacaine Hydrochloride 0.75% (7.5mg/mL) in Dextrose 8% (80mg/mL) injection compared to Bupivacaine Hydrochloride 0.5% (5mg/mL) in Dextrose 8% (80mg/mL) injection for subjects undergoing lower limb orthopaedic surgeries under spinal anaesthesia.

Efficacy Parameters:

Mean difference in 

• Time required to reach sensory block up to T10. 

• Peak level of sensory block. 

• Time taken for two segment regression from peak level of sensory block. 

• Total duration of sensory block from time of injection to first demand for analgesia.

• Time required for onset and complete recovery of motor block as measured by modified Bromage scale.

• Time required for first micturition,achieve independent mobility.

Safety Parameters: 

•  Mean change in vital parameters (Heart Rate, BP, Respiratory rate& SPO2).

• The assessment of safety will be based on the frequency of adverse events and change in laboratory values.
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