Nil File No. FDC/MA/23/000232 fele. No.:011-23236965
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:

To, £ D ooey
M/s. Zydus Healthcare Limited (Unit 11), 2 7 DEC m
967(P), 968(P), 970(P), Duga Circle,

Kamarey Bhasmay, Kumrek, Sikkim- 737132.

Subject: Permission to conduct Phase Il clinical trial with the FDC of Vilanterol
Trifenatate eq. to Vilanterol 12.5meg + Glycopyrrolate IP eq. to
Glycopyrronium P 25mcg + Fluticasone Furoate 100mcg metered dose
inhalation (Vide protocol no. 23-03 version no. 00, dated 27.07.2023) -
regarding.

Dear Sir,

With reference to your online application submitted in Form CT-21 dated 02.08.2023

please find enclosed herewith the- ‘permission to conduct clinical tria study of new drug”
bearing no. FDC-CT-06-65/2023 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,

T

Ly

o) _
(Dr. Rajeev Singh R ghuvanshi)
Drugs Contraller General dia)

CONDITIONS OF PERMISSION

I 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;

Il 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:

fii. "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: T T

iv. Provided further that the approving Ethics Committee and the clinical trial site or the bioavailability
and bioequivalefnce 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; T R

M. 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 - '

\VA 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;
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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 Autharity 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; : L 15§

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, investigationa,l 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

spohsor shall submit an application to the Centr’alv'Licencihg 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'AUth()rity 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 eligibi_lity,.,as_sessment, 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.

it may kindly be noted that merely granting permission to conduct CHnical trials/Bioavailability or
Bioequivalence study with the drug does not convey of imply that, based on the C!inical' trial
data/ Bioavailability or Bioequivaience study data generated with the drug, permission to market this

drug in the country will automatically be granted to you.



FORM CT-06
(See rules 22, 25, 26, 29 and 30)
PERMISSION TO CONDUCT CLINICAL TRIAL OF NEW DRUG QR

‘Permission no.: FDC-CT-06-65/2023

1. The Central Licencing Authority hereby permits M/s. Zydus Healthcare Ltd.,(Unit Il),
967(P), 968(P),, 9790(P), Duga -Ciréle_ Kamarey Bhasmay, Kumrek, Sikkim 737132, Tel:

No: 9733004842, Fax No:- 03592246187, Email: ;mi»ttal.r@zy_ duslife.com to.conduct

Annexure].

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

Place: New Delhi

75 BES

Annexure:

Details of new drug or investigational new drug:
Vilanterol Trifenatate eq.: to Vilanterol 12.5mcg +
Glycopyrrolate IP eq. to - Glycopyrronium 1P 25mcg +

ames of the new drug
or investigational new
drtug. ' ;;__q__ | Fluticasone Furoate 100mcg metered dose inhalation
Therapeutic class: Bronchodilators and Corticosteroid
Dosage form:

Composition:

Metered Dose Inhalation

Each actuation delivers:
Vilanterol Trifenatate

eq. to Vilanterol .. 12.5mcg
. Glycopyrrolate 1P
eq. to Glycopyrronium 1P 25mcg
Fluticasone Furoate ... 100mcg
Indications: ~ ["Maintenance treatment of asthma in patients aged 18

years and oider

Details of clinical trial site;

Names and address of clinical frial site: {s per annexure- A

] - _'_“-__\_"_‘-_—.———- . ——
thics committee detaiis: S per annexure- A

ame of principal investigator:

P\s per annexure- A
W e ey




