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Post Graduate Thesis No

Type of Trial Interventional

Type of Study Drug

Study Design Randomized, Parallel Group, Active Controlled Trial

Public Title of Study To see the effect and safety of Atropine sulfate 0.05% eye drops compared to Atropine sulfate
0.01% eye drops to decrease myopia progression in children

Scientific Title of
Study

A Phase III, Multicentre, Randomized, Double-blinded, Parallel group, Comparative, Clinical Study
to Evaluate the Efficacy and Safety of Atropine Sulfate 0.05% ophthalmic solution compared to
Atropine Sulfate 0.01% ophthalmic solution for Controlling Progression of Myopia in Children

Secondary IDs if Any Secondary ID Identifier

BCR-EPL-002 Version 1.0 dated 07 Dec 2021 Protocol Number

CT/SND/007/2022 DCGI

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

Details of Principal Investigator

Name Dr Rohit Saxena

Designation Principal Investigator

Affiliation Dr. Rajendra Prasad Centre of Ophthalmic Sciences,AIIMS

Address Room 377 Third floor, All India Institute of Medical Sciences,Ansari
Nagar, New Delhi-110029, India
New Delhi
DELHI
110029
India

Phone 911126593182

Fax

Email rohitsaxena80@yahoo.com

Details Contact
Person (Scientific
Query)

Details Contact Person (Scientific 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,
Kapurbawdi Junction, Thane west Thane MAHARASHTRA
Thane
MAHARASHTRA
400607
India

Phone 02241006794

Fax

Email drneeta@biospherecro.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,
Kapurbawdi Junction, Thane west Thane MAHARASHTRA

MAHARASHTRA
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400607
India

Phone 02241006794

Fax

Email drneeta@biospherecro.com

Source of Monetary or
Material Support

Source of Monetary or Material Support

> Entod Pharmaceuticals Ltd. Ashirwad building, Opp. Badi Masjid, S V Road, Bandra (W) Mumbai
400050, Maharashtra, India

Primary Sponsor Primary Sponsor Details

Name Entod Pharmaceuticals Ltd

Address Ashirwad building, Opp. Badi Masjid, S V Road, Bandra (W) Mumbai
400050, 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 Pooja H V Adichunchanagiri
Hospital and Research
Centre

Clinical trial center 2nd
floor Room no 001, B G
Nagara-571448,
Nagamangala Taluk,
Mandya, Karnataka,
India
Mandya
KARNATAKA

9481528710

poojahv1410@gmail.co
m

Dr Sucheta Parija All India Institute of
Medical Sciences
Bhubaneswar

Dept. of
Ophthalmology, Sijua,
Patrapada,
Bhubaneswar,
Odisha-751019, India.
Khordha
ORISSA

9437044380

suchetaparija@yahoo.c
om

Dr Sanjeevani V
Ambekar

B J Government
Medical College &
Sassoon General
Hospital

Department of
Ophthalmology, Jai
Prakash Narayan Road,
Near Pune Railway
Station, Pune-411001,
Maharashtra, India
Pune
MAHARASHTRA

9049784962
91206128000
sanjeevani_ambekar@
yahoo.com

Dr Himanshu
Deshmukh

Daulat Deshmukh Eye
Hospital

Daulat
Building,Khaperde
Gardens, Near Irwin
square, Netradan Road,
Amravati, Maharashtra
444601
Amravati
MAHARASHTRA

9823165687

himanshudeshmukh@y
ahoo.com

DrShailja Tibrewal Dr Shroff Charity Eye
Hospital

Department of Pediatric
Ophthalmology,
Strabismus and
Neuro-ophthalmology

9971610491

shailja1408@gmail.com
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5027, Kedarnath Road,
Daryaganj, New
Delhi-110002
New Delhi
DELHI

Dr Rohit Saxena Dr. Rajendra Prasad
Centre of Ophthalmic
Sciences

Room 377 Third floor,
All India Institute of
Medical
Sciences,Ansari Nagar,
New Delhi-110029,
India.
New Delhi
DELHI

911126593182

rohitsaxena80@yahoo.
com

Dr Dharmendra Patil Goverment Medical
College and Hospital,
Jalgaon

Department of
Ophthalmology, Civil
Hospital Campus, Jilha
Peth, Old B J Market,
Jaikisan Wadi, Jalgaon,
Maharashtra, India.
Jalgaon
MAHARASHTRA

9423187486

patileye@gmail.com

Dr T Jyothirmai Government Medical
College and
Government General
Hospital (Old
RIMSGGH)

Department of
Ophthalmology,1st
Floor, Balaga
Srikakulam-- 532001,
Andhra Pradesh, India
Srikakulam
ANDHRA PRADESH

9848458225

drjyothirmai.ggh@gmail
.com

Dr Surbhi Agarwal GSVM Medical College
Kanpur

Laser room,Department
of
Ophthalmology,GSVM
Medical College,
Swaroop Nagar,
Kanpur-208002, Uttar
Pradesh, India
Kanpur Nagar
UTTAR PRADESH

6394326376

surbhiagarwal002@gm
ail.com

Dr C N Madhusudhan Mysore Medical College
& Research Institute
and Associated
Hospitals, K R Hospital,

Department of
ophthalmology, Mysore
Medical College and
Research Institute,KR
Hospital. Irwin Road
Mysuru (Mysore)
Karnataka - 570001
Mysore
KARNATAKA

9110456233

drcnms@yahoo.com

Dr Sumitha Muthu Narayana Nethralaya 121/C, Chord Road, 1st
R Block, Rajaji Nagar,
Banglore-560010,
Karnataka, India
Bangalore
KARNATAKA

8884550075

muthusumitha03@gmai
l.com

Dr Kishore Pahuja Natasha Eye Care
Hospital

Department of
Ophthalmology, Retina
Division, Room no. 1,
Shiv Sai Lane, Building
A Sai Saheb, Pimple
Saudagar,
Pune-411027

9890086862

kishorepahuja@gmail.c
om
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Pune
MAHARASHTRA

Dr Krishnapada Baidya Nil Ratan Sircar
Medical College &
Hospital

Department of
Ophthalmology, 138,
Acharya Jagdish
Chandra Bose Road,
Kolkata-700014, West
Bengal, India
Kolkata
WEST BENGAL

9830292615

drkpbaidya@gmail.com

Dr Jaspreet Sukhija Post Graduate Institute
of Medical Education &
Research, Chandigarh

Pediatric
Ophthalmology Clinic,
Advanced Eye Centre,
PGIMER,Madhya Marg,
Sector 12,
Chandigarh-160012
Chandigarh
CHANDIGARH

9876118740

jaspreeetsukhija@yaho
o.com

Dr Krishna Prasad
Kudlu

Prasad Netralaya-
Super Speciality Eye
Hospital

Research Department,
AJ Alse Rd, behind
Alankar Theatre, ,
Udupi, Karnataka
576101
Udupi
KARNATAKA

9845102334

krishprasad73@yahoo.
com

Dr Mohita Sharma Tirupati Eye Centre &
Research Institute

C-53C,
Sector-33,NTPC
Township,
,Noida-201301,
Uttarpradesh, India.
Gautam Buddha Nagar
UTTAR PRADESH

9560889495

dr.mohita@tirupatieye.o
rg

Dr Chandrashekhar
Wavikar

Wavikar Eye Institute Level 4 & 5, Amber
Arcade, Bhiwandi
Bypass Road,
Majiwada,
Thane-400601,
Maharashtra, India
Thane
MAHARASHTRA

7738097716

drcmwavikar@wavikare
ye.com

Details of Ethics
Committee

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

Dr.Shroff Charity Eye
Hospital Ethics
committe

Submittted/Under
Review

No Date Specified No

Ethics Committee,
N.R.S. Medical College
& Hospital Kolkata

Approved 19/12/2022 No

Ethics Committee,
Tirupati Eye Centre &
Research Institute

Approved 05/07/2022 No

Insitutional ethics
Committee,
Government Medical
College, Jalgaon

Submittted/Under
Review

No Date Specified No

Institute Ethics
Committee ,AIIMS, New
Delhi

Approved 18/07/2022 No
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Institute Ethics
Committee AIIMS,
Bhubaneshwar

Approved 21/09/2022 No

Institute Ethics
Committee, Post
Graduate Institute of
Medical Education &
Research (PGIMER),
Chandigarh

Approved 22/10/2022 No

Institution Ethics
Committee, B. J. Govt.
Medical College and
Sassoon General
Hospitals

Submittted/Under
Review

No Date Specified No

Institutional Ethics
committee GMC
Srikakulam

Approved 12/12/2022 No

Institutional Ethics
committee,
Adichunchanagiri
Hospital & Research
Centre

Approved 17/05/2022 No

Institutional Ethics
Committee, GSVM
Medical College Kanpur

Approved 21/09/2022 No

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

Approved 23/04/2022 No

Mangala Institutional
Ethics Committee

Approved 26/12/2022 Yes

Narayana Nethralaya
Ethics Committee

Submittted/Under
Review

No Date Specified No

Niramaya Hospital
Institute Ethics
Committee

Approved 18/06/2022 No

V Care Independent
Ethics Committee,

Approved 21/03/2022 Yes

Veracity Ethics
Independent Ethics
Committee

Approved 15/04/2022 Yes

Regulatory Clearance
Status from DCGI

Status Date

Approved/Obtained 28/02/2022

Health Condition /
Problems Studied

Health Type Condition

Patients Myopia

Intervention /
Comparator Agent

Type Name Details

Intervention Atropine Sulfate 0.05% w/v
ophthalmic solution

One drop to be instilled once a
day preferably at night in each
eye for 12 months

Comparator Agent Atropine Sulfate 0.01% w/v
ophthalmic solution

One drop to be instilled once a
day preferably at night in each
eye for 12 months

Inclusion Criteria Inclusion Criteria
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Age From 6.00 Year(s)

Age To 12.00 Year(s)

Gender Both

Details 1. Male and female child subjects of age between 6 to 12 years (at
the time of consenting). <br/> 2. Subjects with normal ocular health
other than myopia. <br/> 3. Refractive error of spherical equivalent
(SE) range of –0.50 D to ?6.00 D in both eyes. <br/> 4.
Best-corrected distance visual acuity (BCDVA) 0.20 logMAR or
better in both eyes. <br/> 5. The Investigator believes that the
subject and subject’s parent(s) or Legally Acceptable
Representative(s) (LAR(s)) will comply with the requirements of the
protocol. <br/> 6. Written informed consent /assent obtained from the
subject and parent(s)/LAR(s) of the subject for participation in the
study.

Exclusion Criteria Exclusion Criteria

Details 1.Current or previous myopia treatment with non-study atropine,
pirenzepine or other topical anti-muscarinic agent.
2.Astigmatism of more than -1.5 D in either eye measured by
cycloplegic autorefraction.
3.Allergy or hypersensitivity to atropine sulfate or excipients.
4.Abnormality of the cornea, lens, central retina, iris or ciliary body.
5.Current or prior history of ocular diseases (e.g., cataract,
congenital retinal diseases, amblyopia, and strabismus.
6.Medical conditions predisposing patient to degenerative myopia,
abnormal ocular refractive anatomy, and/or history of any other
ocular diseases or ocular surgery.
7.History of any systemic diseases (e.g. cardiac, respiratory,
endocrine, neurological, kidney or urinary disease or dysfunction).
8.Presence of a severe/serious ocular condition or any other
unstable medical condition that in the investigators opinion may
preclude study treatment or follow-up.
9.Participation in any study of an investigational, interventional
product within 30 days prior to Screening Visit.

Method of Generating
Random Sequence

Computer generated randomization

Method of
Concealment

An Open list of random numbers

Blinding/Masking Participant, Investigator, Outcome Assessor and Date-entry Operator Blinded

Primary Outcome Outcome Timepoints

Mean change in spherical equivalent refractive
error from baseline to 12 months, measured by
cycloplegic autorefraction

12 Months

Secondary Outcome Outcome Timepoints

1.The proportion of subjects showing less than
0.50 D (spherical equivalent) myopia progression
compared to baseline measured using
cycloplegic autorefraction.
2.Mean change in ocular axial length from
baseline to 12 months.
3.Mean change in pupil size from baseline to 12
months.
4.Mean change in accommodation amplitude (D)
from baseline to 12 months
5.Mean change in visual acuity from baseline to
12 months.

12 months
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