File No. FDC/MA/19/000101 | Tele. No.:011-23236965
i ] Government of India L@(_yg._gg 13:1&3937_;

FDA Bhawan, Kotla Roag
New Delhi-11 0002

Dated:
To,

M/s. Glenmark Pharmaceuticals Ltd., _ 3 0 DEC 2019

7D, Atmaram House, Tolstoy Marg,
New Delhi-110001.

Subject: Permission to conduct clinicaj trial with the FDC of Remogliﬂozin Etabonate
100mg + Vildagliptin S0mg  film Coated taplets (Vide Protocol ng.
GPLICT!2019/006HII, version no. 1.0, dated: 07.08.2019)-regarding.

Kindly acknowfedge receipt to this letter and jts énclosures.

Yours faithfully,

V‘" b
(Dr. v. é Somani)
Drugs Controller General (India)

CONDITIONS OF PERMISSION



VI
VII.

VIILL

Xl.

XII.

Xl

XIV.

XV.

XVI.

XVII.

XV

XIX.

»

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 VI 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.



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-Drugs/122/2019

1. The Central Licensing Authority hereby permits M/s. Glenmark
Pharmaceuticals Ltd., Village Kishanpura, Baddi Nalagarh Road, Tehsil
Baddi, Dist. Solan, Himachal Pradesh-173205. (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 GPL/CT/2019/006/111,
version no. 1.0, dated: 07.08.2019 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.

Annexure:

VA
Central Licensing Authority
 Stamp.

Details of new drug or investigational new drug:

INames of the new drug or
investigational new drug:

Remogliflozin Etabonate 100mg + Vildagliptin 50mg
[ffilm coated tablets

Therapeutic class:

"Anti-diabetic

IlDosa'ge form:

Film Coated Tablet

IComposition:

[film coated tablets

bl i
Remogliflozin Etabonate 100mg + Vildagliptin 50mg

Indications:

| Vilgagliptin,

Wwith type 2 diabetes mellitus:
! to improve glycaemic control when Metformin

It is indicated in adults aged 18 years and older

and one of the mono-components of fixed
dose combination of Remogliflozin
Etabonate & Vildagliptin do not provide
adequate glycaemic control,

» when already being treated with the !
free combination of Remogliflozin Etabonate|

Details of clinical trial site:

=)

Names and address of clinical trial site As per annexure- A sy

tthics committee details:

B T per annexure- A |

Name of principal investigator:

As per annexure- A




Annexure-A -

S. | Name of PI | Site Name [ Ethics Committee Name | Ethic committee

No. | | & Address | registration no.

i PRMEHEG o |
| 1 Dr. Pravin Dinkar Supe Heart & Diabetes Supe Hospital Ethics ECR/RENEW/IN/ST/2019/34

5; | Supe Hospital & Research | Committee, Supe Heart L

i | Centre, Nashik | Diabetes Hospital &

Research centre, i
Opposite Adharashram,
Gharpure Ghat, Near
' Rungtha School, Ashok
Stambh, Nashik-422002,
| Meharashtra. bl i TR e 0 |
2 | Dr. Brij Mohan Brij Medical Centre, " Ethics Committee, Bru ECR/642/INST/UP/2014/RR-
' Kanpur | Medical Centre, 94-E, | 17
j Near Panki Police Station,
| 3 Kanpur, U.P. 208020 T e
{3 | Dr. Paramesh | Bangalore Diabetes Medisys Clinisearch ECR/RENEW/INST/2019/360
| | Shamanna Centre, Bangalore | Ethical Review Board, 3
, Bangalore Diabetes |
, Centre, No. 426, 4"
' ' Cross, 2" Block, Kalyan 3
e st _Nagar, Bangalre-560043 | _
4 | Dr. Manoj Chawla | BSES Municipal General | "BSES Municipal General | ECR/IRENEW/INST/2019/388
' | Hospital, Mumbai . Hospital Ethics | B
Committee, S. V. Road,
Opp. Railway Station,
Andheri, West, Mumbai-
. Sl i R P L D e s N 400058 5151 Vit 700 1 SN
e Dr. Arthur Joseph | Arthur Asirvatham " Institutional Ethics | ECR/IRENEW/INST/2018/253
Asirvatham | Hospital, Madurai Committee, Arthur | 4
: | Asirvatham Hospital, 42-

5 A, Kuruvikaran Salai, Near
' | Anna Bus Stand, Madurai- |
| 625020, Taminadu | e
' 6 | Dr. Pradnya Kadam | CIMETs Inamdar . Ethics Commtitee Inamdar | ECR/354/INST/MH/2013/RR-
Multispeciality Hospital, | | Multispeciality Hosptial, | 16
Pune Hospita Building, Sr. No.
'! | 15, Fatima Nagar, Pune- —
il e AN e T
7 | Dr. Surendra Diabetes Thyroid & | Human Welfare Ethical ECR/36/INST/RJ/2013/RR-

' Kumar Sharma Endocine Centre, Jaipur | Committee for Human 16

Sciences and Research
| | A1, Madrampur, ;
‘ - Ajmerpur Road, Near 4 !
| ' No ESI Hospital, Ajmer
' . Road, Scdala. Jaipur-
30_2_005 Rajashtan

'8 | Dr. Hemant Premaji | Bhatia Hospital Mumbai 1 Clinical Trial Ethics | ECR/3718/Bhatia/iINST/MH/20
| Thacker ' Committee, Bhatia | 13/RR-186
; ; | Hosptial, G-1 Block,
I ' Tardeo Road, Mumbai-
B2 | 400007 sy e
9 | Dr. SR Aravind Diacon Hospital, Diacon Hosplta1 Ethics ECR/449/INST/KA/2013/RR-
(Diabetes Care and | Committee 359-360, 19" | 16
Research centre) Main 1% Block,
| - i Rajajinagar, Bangalore-
e 5o 1560010 :
;. SOMAN
Rlage: .o v\k“

Central Licensmg Author:ty
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