To

File No. SND/CT/22/000001
Government of India
Directorate General of Health Services
Central Drugs Standard Control Organisation
(Subsequent New Drugs Division)

FDA Bhawan, Kotla Road,
New Delhi-110002
Dated:

28 FEh 2017

Mis. Entod Pharmaceuticals Limited,
Ashirwad Bldg. Opp. Baddi Masjid, S V Road Bandra West,

Maharashtra -400050.

Subject:

Parmission to conduct Phase Il Clinical trial of Atropine Sulphate
ophthalmic solution 0.05% wiv - A Phase lll, 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. (Protocol No.
BCR-EPL-002; Version No. 1.0; Dated 0711 212021) - Reg.

CT NOC No.: CT/SND/007/2022

Sir,

Wwith reference to your Application No SNDICTO4/FF/2021/29734 dated 10012022
please find enclosed herewith the permission n Form CT-08, CT NOC No
CT/SND/007/2022 to conduct the subject mentioned clinical trial under the provisions of
New Drugs and Clinical Tral Rules, 2019

This permission is subject to the conditions, as mentioned below

(1)

(i

Yours faithfully,

\r
(Dr. V. G. Somani)
Central Licensing Authority

Conditions of Permission

Clinical trial at each site shall be initiated after approval of the clinical trial
protocal and other related documents by the Ethics Committee of that site,
registered with the Central Licencing Authority under rule 8

\WWhere a elinical trial site does not have its own Ethics Committee, clinical trial at
that site may be initiated after obtaining approval of the protocol from the Ethics
Committee of another trial site; or an independent Ethics Committee for clinical
trial constituted in accordance with the provisions of rule 7
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Provided that the approving Ethics Committee for chinical trial shall i such
case be responsible for the study at the trial site or the centre, as the case may
be:

Erovided further that the approving Ethics Committee and the clinical trial
site of the bioavailability and bicequivalence centre, as the case may be, shall
be located within the same city of within a radius of 50 kms of the clinical tnal
site,

in case an ethics committee of a clinical trial site rejects the approval of the
protocol, the details of the same shall be submitted to the Central Licensing
Autharity prior to sesking approval of another Ethics Committee for the protocol
far conduct of the clinical trial at the same site,

The Central Licencing Authority shall be informed about the approval granted
by the Ethics Committee within a peried of fifteen working days of the grant of
such approval,

Clinical trial shall be registered with the Clinical Trial Registry of India
maintained by the Indian Council of Medical Research before enrolling the first
subject for the trial;

Clinical trial shall be conducted in accordance with the approved clinical tnal
protocol and other related documents and as per requirements of Good Climeal
Practices Guidelines and the provisions of these rules;

Status of enrolment of the trial subjects shall be submitted to the Central
Licencing Autharity on quarterly basis or as appropriate as per the duration of
ireatment in accordance with the approved clinical trial protocol, whichever 15
earler,

Six monthly status report of each clinical trial, as to whether it is ongoing,
completed or terminated, shall be submitted to the Central Licencing Authority .
electronically in the SUGAM portal,

In caze of termination of any clinical trial the detailed reasons for such
termination shall be communicated to the Central Licencing Authority within
thirty working days of such termination;

Any report of serious adverse event occurring during clinical trial to a subject of
clinical trial, shall, after due analysis, be forwarded to the Central Licencing
Autharity, the chairperson of the Ethics Committee and the institute where the
trial has been conducted within fourteen days of its occurrence as per Table 5 of
the Third Schedule and in compliance with the procedures as specified in
Chapter VI of the New Drugs and Clinical Trials Rules, 201%;

in case of injury during clinical trial to the subject of such tral, complete medical
management and compensation shall be provided in accordance with the
Chapter VI of the said Rules and details of compensation provided in such
cases shall be intimated to the Central Licencing Authority within thirty working
days of the receipt of order issued by Central Licencing Authority in accardance
with the provisions of the said Chapter.

In case of clinical trial related death or permanent disability of any subject of
such trial during the trial, compensation shall be provided in accordance with the
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Chapter VI and details of compensation provided in such cases shall be
intimated to the Central Licencing Authority within thirty working days of receipt
of the order issued by the Central Licencing Authonty in accordance with the
provisions of the said Chapter,

The premises of the sponsor including his representatives and clinical trial sites
shall be open for inspection by officers of the Central Licencing Authorty who
may be accompanied by officers of the State Licencing Authority or outside
experts as authorised by the Central Licencing Authority, to venfy comphance of
the requirements of these rules and Good Clinical Practices Guidelines, to
inspect, search and seize any record, result. document, investigational product,
retated to clinical trial and furnish reply to query raised by the said officer in
relation to clinical trial;

VWhere the New Drug or Investigational New Drug is found to be useful in clinical
development, the sponsor shall submit an application to the Central Licencing
Authority for permission to import or manufacture for sale or for distribution of
new drug in India, in accordance with Chapter X of these rules. unless otherwise
justified;

The Laboratory owned by any person or a company or any other legal entity and
utilised by that person to whom permission for clinical trial has been granted
used for research and development, shall be deemed to be registered with the
Central Licensing Authority and may be used for test or analysis of any drug for
and on behaif of Central Licensing Authority;

The Central Licencing Authority may, if considered necessary, impase any other
condition in wrting with justification, in respect of specific clinical trials, regarding
the objective, design, subject population, subject eligibility, assessment, conduct
and treatment of such specific clinical trial:

(xvii) The sponsor and the investigator shall maintain the data integrity of the data

generated during chinical trial

(xviii}Informed Consent Documents (ICD) viz. Patient Information Sheet (PIS) and

Informed Consent Form (ICF) complete in all respect & must be got approved
from the respective Ethics committee and submitted to CDSCO before enrolling
first subject at the respective site.



FORM CT-06

(See rules 22, 25, 26, 29 and 30)

PERMISSION TO CONDUCT CLINICAL TRIAL OF NEW DRUG OR
INVE G

CT NOC NO.: CT/SNDI007/2022

The Central Licensing Authority
Ashirwad Bldg. Opp. Baddi Masjid, SV R

hereby permits M/s Entod Pharmaceuticals Limited,
oad Bandra West, Maharashtra -400050

to conduct clinical trial of the new drug or-investigational-new-drig as per Protocol No.
BCR-EPL-002: Version No. 1.0; Dated 07/12/2021 in the below mentioned clinical trial

sites.

2. Details of new drug of invastigational new-drug;

Names of the new drug: | Afropine Sulfate Ophthalmic Solution USP 0.05% wiv '
Therapeutic class: Antimuscarnic . .
' Dosage form: Ophthalmic Solution -
Composition: Each ml contains:
Atropine Sulfate..............c 0.05mag
Stabilized Oxychloro Complex ... .......0.005%
: {As Preservative)
' Indications: | Slowing down the progression of myopia in children,

Details of clinical trial sites

T i i E—
Sr. | Name of Principal Investigator & Trial | Ethics Committee Name/
No. | sites Registration Number

' - Dr. Dharmendra Patil, Institutional Ethics Committee.

| MBBS, MS (Ophthalmology) Governmenl Medical College, Civil
1 Governmeni Medical College. Civil Hospital Hospital, Jilha Peth, Old B J Market.
Campus, Jilha Peth, Old B ] Market, Jaikisan Iaikisanwadi, Jalgaon, Maharashira,
Wadi, Jalgaon, Maharashtra, India, India.
: - ECR/1420/nstMH/2020 N
' Dr. Sunjeevan V. Ambekar, Institutional Ethics Commitiee. B, ]
MBES, M5 (Ophihalmology) Government Medical College & Sassoon '
5 B J Government Medical College & Sassoon | Gieneral Hospital, Department of
General Hospital, Jai Prakash Narayan Road, | Pharmacaology, Sassoon Road  Pune-
Near Pune Railway Station, Pune-341 LU0, 411001, Maharashira, Indua,
| Maharashtra, India. ECR/280/nst/Maha2013/RR1Y
[3r. Rohit Saxens, Institute Ethics Committee, Room no. |
MBHBS, MDD, PhD 102, First Floor, O1d 0. T, Block. AlINIS,
5 Dir. Rajendra Prasad Centre for Ophthalmic Ansari Nagar, New Delhi-110029. India. |
Sciences, All India Institate of FOR/S3%/Inst/DL/2014/PRR-20
Medical Sciences. All India Institute of Medical
| Seiences{AlIMS), New Diethi-1 10029, India. )
Dr. PoojaHV Institutional Ethics Commitiee.
MBRS, M5 (Ophthalmology], Adichunchanagiri Hospital & Research
Adichunchnagiri Hospital & Research Centre, B | Centre, B (i Magara5 71448,
4 (i Nagara, Nagamangala Taluk, Madhya-

71448, Karnataka, India.

Nagamangala Taluk, Madhya-3 71445,
Karnataka, India
ECR/ 1456/ nstk A/2020




Dir. Sucheta Parija,

MRBRES, MS (Ophthalmology )

All India Institute of Medical Sciences, Sijua,
Patrapada. Bhubaneswar, Odisha-751019,
India,

Institutional Ethics Committee. All India |
Institute of Medical Sciences, Sijun,
Patrapada, PO-Dumduma, Bhubaneswar-
751019, Odisha, India,

ECR/S34 Inst/ 0D/ 201 4/RR-20

3. Sumitha Muthu,

MBBS, MS (Ophthahnology).

Marayana Methralaya, 121/C, Chord Road. 1" B
Block. Rajaji Nagar, Banglore- 5600110,
Karnataka, India.

Narayana Nethralaya Ethics Commities,
MNarayana. Nethralaya, 121/C, Chord
Road. 1" K Block, Rajaji Nagar,
Banglore-5600110, Karnataka, India.
ECR/187Inst/Kar/201 3/RR-19

D, Jaspreet Sukhija,
MBRS, M3 (Ophthalmelogy )
Post Graduate Institute of Medical Education &

Research (PGINIER), Madhva Marg, Sector 12,

Chandigarh- 160012, India.

Mew Delhi
Date:

) 17ER 7077

Institute Ethics Commiliee, Post
Graduate [nstitute of Medical Education
& Research (PUNIER), Madhya. Marg,
Sector |12, Chandigarh-160012, India.
ECRA25nsuCHI12013/RR-20

3 This permission is subject to the conditions prescribed in part A of Chapter V of the
New Drugs and Clinical Trials Rules, 2019 under the Drugs and Cosmetics Act, 1940,

f
e
{Dr. V. G. Somani)
Central Licensing Authority
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