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File No. FDC/CT/20/000056~"_ Tele. No.:011-23236965
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To,

Government of India Fax No. :011-23236973
Directorate General of Health Services _
Central Drugs Standard Control Organization
(FDC Division)

FDA Bhawan, Kotla Road
. New Delhi-110002

Dated: .-‘—: JUN 202’

M/s. GlaxoSmithKline Pharmaceuticals Ltd.,
Dr. Annie Besant Road, Worli, Mumbai-400030.

Subject: Permission to conduct Phase IV clinical trial with the FDC of Fluticasone

Furoate 100mcg + Umeclidnium Bromide 62.5mg + Vilanterol Trifenatate
25mcg powder for inhalation (Vide protocol no. 212655, version no. 02, dated:
30.03.2021)-regarding.

Dear Sir,

With reference to your online application submitted in Form CT-04 on dated 18.08.2020

please find enclosed herewith the “permission to conduct clinical trial study of new drug” bearing
no. CT-06-84/2021 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.

M.

Yours faithfully,

\1&.

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

CONDITIONS OF PERMISSION

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

Where a clinical 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: -

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

ii.  Provided further that the approving Ethics Committee and the clinical trial site
or the bioavailability 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 trial 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 Authority prior to
seeking approval of another Ethics Committee for the protocol for conduct of the
clinical trial at the same site;



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-06-84/2021

1. The Central Licencing Authority hereby permits M/s. GlaxoSmithKline
Pharmaceuticals Ltd., Dr. Annie Besant Road, Worli, Mumbai-400030.
(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 (Vide.
protocol no. 212655, version no. 02, dated: 30.03.2021 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.
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Place; New Delhi Central Licencing Authority
Date: ."1.0. )} Stamp
Annexure:

Details of new drug or investigational new drug:

Names of the new drug Fluticasone Furoate 100mcg + Umeclidnium Bromide
g:dg\_/estlgatlonal New  62.5mg + Vilanterol Trifenatate 25mcg  powder for
] inhalation

Therapeutic class: Chronic obstructive pulmonary disease (COPD).

Dosage form: powder for inhalation

Composition: Fluticasone Furoate 100mcg + Umeclidnium Bromide
62.5mg + Vilanterol Trifenatate 25mcg  powder for

fe = o inhalation

Indications: It is indicated for maintenance treatment to prevent and
relieve symptoms associated with chronic obstructive

B pulmonary disease (COPD). B

Details of clinical trial site:

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

Ethics committee details: As per annexure- A

Name of principal investigator: As per annexure- A




Permission no.: CT-06-84/2021

A

‘J"_ z
Annexure-A R

S. No. | Name of P1

Site Name

Ethics Committee Name, |
Address & EC registration No

Institutional Ethics Committee

ECR/49/Inst/AP/2013/RR-19 |

Maharashtra - 400008 India

3 Dr. Deepak

Metro Center Respiratory

1 Dr. Venkata Yashoda Hospital, Raj
Nagarjuna Bhavan Road, Somajiguda, | Yashoda Acadamey of Medical
Maturu Hyderabad, Telangana Education and Research,
500082, India Yashoda Hospital, Alexander
Road, Behind Hari Hara
Kalabhavan, Secunderabad-
500 003, Telangana State, India.
2 Dr. Priti | Grant Govt Medical College, | GGMC, MUMBAI
Meshram JJ Road, Mumbai, Grant Govt Medical College

JJ Road, JJ Hospital compound
Mumbai Central Mumbai Mumbai
City Maharashtra - 400008 India.
ECR/382/Inst/MH/2013/RR-19
Metro Ethical Review Board,
Metro Hospitals and Heart

Place: New Delhi

Date: ... JUN- 2071

Anandapur, Eastern
Metropolitan Bypass,
Kolkata- 700107, West

Bengal- India

Talwar Disease, Metro Hospitals
and Heart Institute, L-94, Institute, L-94, Sec 11, Noida,
Sec. 11, Noida, UP- 201301 | UP-201301.
| ECR/335/Inst/UP/2013/RR-~16
4 | Dr. Raja Dhar Fortis Hospital, 730

Fortis Hospital Ethics Committee
730 Anandapur, Eastern
Metropolitan Bypass, Kolkata-
700107, West Bengal- India.
ECR/240/Inst/WB/2013/RR-19

-

Central Licencing Authority
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