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Directorate General of Health Services
Central Drugs Standard Control Organization
(FDC Division)

FDA Bhawan, Kotia Road
New Delhi-110002

. Dated: 7 7 NOV 2020
0,

M/s. Micro Labs Limited,

No. 27, Race Course Road,

Bangalore-560001.

preservative) + Water for injection IP g.s. per mi ophthalmic
suspension (Vide protocol no. MLTSP/O4/2019, version no. 2.0, dated:
21.09.2020)-regarding.

Dear Sir,'

With reference to your online application submitted in Form CT-21 dated
11.07.2020 please find enclosed herewith the ‘permission to conduct clinical tria| study
Qf new drug” bearing no. CT-06-134/2020 under the provision of Drugs and Cosmetics
Act and Rules. The permission is subject to the conditions mentioned below.

Kindly acknowledge receipt to this letter and its enclosures,
Yours faithfully,

Vo

(Dr. V. G. Somani)
Drugs Controller General (India)

. Provided that the approving Ethics Committee for clinical trial shall in such case be responsible
for the study at the triaj site or the centre, as the case may be:

V. Provided further that the approving Ethics Committee and the clinical trial site or the bicavailability
and bioequivalence centre, as the case may be, shall be located within the same city or within a
radius of 50 kms of the clinical triaf site;



VL.
VII.
VIII.

XI.

XIl.

Xill.

XiV.

XV.

XVI.

XVIL.

XVIII.

XIX.

XX.
XXI.

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 Authority prior to seeking
approval of another Ethics Committee for the protocol for 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 period 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 trial protocol and
other related documents and as per requirements of Good Clinical Practices Guidelines and
the provisions of these rules;

Status of enrolment of the trial subjects shall be submitted to the Central Licencing Authority
on quarterly basis or as appropriate as per the duration of treatment in accordance with the
approved clinical trial protocol, whichever is earlier;

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 case 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 Authority, 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,

In case of injury during clinical trial to the subject of such trial, complete medical
management and compensation shall be provided in accordance with Chapter V1 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
accordance 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 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 Authority 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 Authority who may be accompanied
by officers of the State Licencing Authority or outside experts as authorised by the Central
Licencing Authority, to verify compliance of the requirements of these rules and Good
Clinical Practices Guidelines, to inspect, search and seize any record, result, document,
investigational product, related to clinical trial and furnish reply to query raised by the said
officer in relation to clinical trial;

Where 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 behalf of Central Licensing Authority;

The Central Licencing Authority may, if considered necessary, impose any other condition in
writing 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;

The sponsor and the investigator shall maintain the data integrity of the data generated
during clinical trial.

The formulation intended to be used in the clinical trial study shall be manufactured
under GMP conditions using validated procedures.

Firm shall submit study site details including Principal Investigators undertaking
letter, CV, Medical registration certificates and Ethics committee registration
certificates.



FORM CT-06
(See rules 22, 25, 26, 29 and 30)

PERMISSION TO CONDUCT CLINICAL TRIAL OF NEW DRUG OR
' INVESTIGATIONAL NEW DRUG

Permission no.: CT-06-1 34/2020

1. The Central Licencing Authority hereby permits M/s. Micro Labs Limited,
No. 27, Race Course Road, Bangalore-560001 (Name and full address
with contact details of the applicant) to conduct clinical trial of the new drug
or investigational new drug as per protocol number MLTSP/04/2019,
version no. 2.0, dated: 21.09.2020 in the below mentioned clinical trial

sites.
2. Details of new drug or investigational new drug and clinical trial site [As per

Annexure].

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.
-

Place: ZTNOV ZUZU Central Licencing Authority
ate: ................ Dr v ét% AN

Drugs Conirol!ér Generzl i
ind
!?{e. General of Health Ser(vice?

Annexure: _ FDA Bhawan,

Details of new drug or investigational new drug:

Names of the new drug or Brimonidine IH 2.0 + Brinzolamide IP 10.0mg +
investigational new drug: Timolol eq. to Timolol Maleate |P 5mg +
| Benzalkonium chloride solution IP°0.2mg (as
|| preservative) + Water for injection IP g.s. per mi

lophthalmic suspension

,TT]erapeutic class: Anti Glaucoma

e I I |
||Dosage form: Eye drops- |
_—_— e =,
‘Composition: Brimonidine IH 2.0 + Brinzolamide [P 10.0mg + |

’Timolol eq. to Timolol Maleate |P Smg +
| Benzalkonium chloride solution IP 0.2mg (as
I |preservative) + Water for injection IP g.s. per ml
__|ophthalmic suspension

In patients with open angle glaucoma/ocularj
lypertension not responding to dual drug therapy.

=
|Indlcat|ons:
|

Details of clinical trial site:

Names and address of clinical trial site .!rc\s per annexure- A _|‘
Etﬁlrcﬁommittee details: —P\s per annexure- A j
|Na_m_e of prﬁi'pﬁinvestigaToT - lAS per annexure- A [

— ]

e S



Permission no.: CT-06-134/2020

Annexure-A

S. No. | Name of Pl | Site Name Ethics Committee Name,
| Address & EC registration No
1 Dr. R Krishna Das, Aravind Eye Hospital Post Graduate ECR/182/Inst/TN/2013/RR-19
MBBS, DO, DNB Institute of Ophthalmology, Madurai — 625
020 |
2 Dr. Ganesh V Raman, | Aravind Eye Hospital, Aravind Eye Hospital, | ECR/252/Inst/TN/2013/RR-19
MBBS, MS, DNB Avinashi Road, Coimbatore — 641014
3 Dr. Ronnie Jacob Sankara Nethralaya (A unit of Medical ECR/162/Inst/TN/2013/RR-19
George, DO, DNB, Research Foundation)
MS New No. 41/0Id 18, College Road,
Nungambakkam, Chennai-600006 o
4 Dr. Reji Koshy St. Johns Medical College Hospital ECR/238/Inst/KA/2013/RR-18
Thomas MBBS, MS Sarjapur Road Koramangala Bangalore, |
Karnataka- 560034 | B o
5 Dr. Sirisha Senthil, LV Prasad Eye Institute-Kallam Anji Reddy | ECR/468/Inst/AP/2013/RR-19
MS Campus, L.V Prasad Marg,
Banjara Hills, Road No:2 Hyderabad —
500034,Telangana
6 Dr. Aparna Rao, LV Prasad Eye institute, MTC Campus, ECR/496/Inst/OR/2013/RR-19
M.B.B.S, DNB Patia, Bhubaneshwar-751024, Odisha,
India
7 Dr. Sumit Chaudhary, Eye Care and Research Centre ECR/882/Inst/WB/2016
MBBS, DO, MS 12A, Dr. Biresh Guha Street,Kolkata —
700017
8 Dr. Suneeta Dubey, Dr. Shroff's Charity Eye Hospital ECR/64/Inst/ND/2013/RR-19
MS 5027, Kedarnath Road, Daryaganj Delhi -
110002 -
9 Dr. Binita S Thakore, Shalby Hospital Opp Karnavati Club, SG ECR/711/Inst/GJ/2015/RR-18
M.B.B.S, DO, MS Highway, Ahmedabad — 380015
10 Dr. Amit Achyut | Shalby Multispeciality Hospital,’ ECR/1213/Inst/GJ/2019 i
Pandey, M.B.B.S, [ Nr Navyug College, Rander Road,
D.N.B Adajan,Surat — 395 009 Gujarat.
11 Dr. G. Chandrashekar, | Free Opthalmic Hospitals Society's ECR/919/inst/MH/2017
MS, DOMS K.B.H. Bachoall Charitable Opthalmic &
ENT Hospital 58/60, Jehangir Merwanju
Street, Parel, Mumbai — 400 012
12 Dr. Susan Philip Trivandrum Govt Medical College, ECR/370/Inst/Ker/2013/RR-20
Thiruvanthapuram
13, Dr. S.K. Bhasker King George's Medical University, Lucknow | ECR/262/Inst/UP/2013/RR-19
14 Dr. K.V.V. Government Regional eye Hospital, ECR/197/Inst/KGH/2013/RR-16
Satyanarayana Visakhapatnam
15 Dr. DnyanobaDarade BJ Government Medical College and ECR/280/InstMaha/2013/RR-17
Sassoon General Hospitals, Pune
16 Dr. TayabShahinur Sri ShankaradevaNethralaya, Guwahati ECR/699/Inst/AS/2015/RR-18
17 Dr. Suresh Babu Government Medical College & ECR/492/Inst/AP/2013/RR-20
Government General Hospital , Srikakulam
18 Dr. Swati Jain Shalby Hospital, Indore ECR/1012/InstMP/2017
*{f\y’ |
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