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GOVERNMENT OF INDIA i e
Directorate General of Health Services

Central Drugs Standard Control Organization

Office of Drugs Controller General (India)

(Global Clinical Trial Division}

FDA Bhawan, Kotla Road, New Delhi-110002

Tel No; 01123236965, Fax: 01123236971

E-mail: deci@nic.in

File No: CT/26/15 - DCG (1) Date: 09 ]] & J NS

To,
Excel Life Sciences Pvt. Lid.
D-62, First Floor, Sector 2,
Noida-201301, Uttar Pradesh.

Subject: Permission for conducting a clinical trial titled “A Phase 2
Randomized, Double-Blind, Placebo-Controlled Study to Evaluate the
Safety and Efficacy of FG-3019 in Patients with Idiopathic

Pulmonary Fibrosis”- regarding.

Reference: -Your letter no. NIL dated 10Jun 20150n the subject mentioned above,

Sir,
This Directorate has no objection to your conducting the subject mentioned
clinical trial as per the provisions of Drugs & Cosmetics Rules under supervision of
the following investigators  and as per the Protocol No: FGCL-3019-067

Amendment 3.0 dated 28 May 2015 submitted to this Directorate,

1. Dr. Zarir Udwadia, P.D. Hinduja National Hospital and Medical Research
Centre, Pulmonary Department, Veer Savarkar Marg, Mahim, Mumbai -
400016-Maharashtra.

2. Dr. Priya Ramachandran, Dept, of Pulmonary Medicine, St. John's Medical
College & Hospital, Sarjapur Road, Bengaluru - 560034, Karnataka.

3. Dr. Sujeet K Rajan, The Bhatia Hospital, G 2, Ground Floor, Tardeo Road,
Mumbai 400 007, Maharashtra,

4. Dr. Tushar Patel, Sterling Hospital, Sterling Hospital Road Memnagar,
Ahmedabad - 380 052, Gujarat.

5. Dr. Bhanu Pratap Singh, Midland Health Care. & Research Centre, B-55 &
C-42, Mandir Marg, Mahanagar, Lucknow- 226006, Uttar Pradesh.,

6. Dv, Vivek Nangia, Fortis Flt Lt Rajan Dhall Hospital, Sector B, Pocket 1,
Aruna Asaf Ali Marg, Vasant Kunj, New Delhi - 110070,

7. Dr. Sai Kiran Chaudhari, Department of Pulmonology, Critical Care & Sleep
Medicine, Delhi Heart and Lung Institute, # 3, Mandir Marg 1, Panchkuian
Road, Delhi - 110055.

8. Dr. Sulaiman Ladhani, Prince Aly Khan Hospital, Aga Hall, Neshit Road,
Mazagaon, Mumbai — 400010 Maharashtra,

9. Dr. Nandagopal Velayuthaswamy, Sri Bala Medical Centre and Hospital,
901, Trichy Road, Ramanathapuram Coimbatore - 45, Tamil Nadu.

10.Dr. Raja Dhar, Fortis Hospital, 730 Anandapur, Kolkata - 700107, West
Bengal.

oors O R Pavan dvorin, Nizam's Inerfitntie of Medical Soimorns P aea i,

Hyderabad - 500082, Teloneana.
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12.Dr. V. Venkata Ramana Prasad, Krish

Kindly note that the clinical trial permission

Clinical Trial NOC No: SGOT/39/15

na Institute of Medical Sciences, #1-8-
31/1, Minister Road, Secunderabad - 500003, Telangana.

is subject to the following

conditions:

a.

b.

d.

h.

The failure and intolevance to pirfinidone (only approved drug for 1PF)
should be carefully assessed by the investigator hefore including them into
the trial. The reasons for failure shall be explicitly docusnented in source

document.

to the post trial access for the placebo arimn will be

The matter pertaining
deliberated by the teohnical committee and the decision of the committee

shall be abided with.

shall be conducted in compliance with the approved protocols,

Clinical trial
| Practice Guidelines issued by this

requirements of Schedule Y, Good Clinica,
Directorate and other applicable regulations;
Approval of the Ethics Committee shall be obtained before initiation of the

study;

Clinical trials shall be registered at Clinical trials Registry of India before

enrolling the first patient for the study;

Annual status report of each clinical trial, as to whether it is ongoing, completed
or terminated, shall be submitted to the Licensing Authority, and in case of
termination of any clinical trial the detailed reasons for the same shall be

communicated to the said Licensing Authority;

curring during clinical trial study to the
varded within ten days of its occurrence
th the procedures prescribed in

Any report of serious adverse event oc
subject, after due analysis, shall be fory
as per Appendix XI and in compliance wi
Schedule Y;

In case of an injury or death during the study to the subjects, the applicant

shall provide complete medical management and compensation in the case of
trial related injury or death in accordance with rule 122 DAB and the
procedurcs prescribed under Schedule Y, and the details of compensation
provided in such cases shall be intimated to the Licensing Authority within

thirty days of the receipt of the order of the said authority,

The premiscs of Sponsor including their employees, subsidiaries and branches,
their agents, contractors and sub-contractors and clinical trial study sites shall
be open to inspection by the officers authorized by the Central Drugs Standard
Control Organization, who may be accomparntied by an officer of the State Drug
Control Authority concerned, to verily compliance to the requirements of
Schedule Y, Good Clinical Practices guidelines for conduct of clinical trial in

India and other applicable regulations;

The Sponsor inchuding their employees, subsidiaries and branches, their agents,

contractors and sub-contractors and clinical frial study sites and the
ahnld allow officers authorized by the Central Drugs Standard
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Clinical Trial NOC No: -GCT/39/185

contractors and sub-contractors and clinical trial sites to inspect, search and
seize any record, data, document, books, investigational drugs, etc. related to
clinical trial and provide adequate replies to any queries raised by the
inspecting authority in relation to the conduct of clinical trial.
Clinical trial -shall be conducted only at those sites which are
institutes/hospitals having adeguate emergency facilities and duly registered

Institutional Ethics committees.

The sponsor shall ensure that the number of clinical trials an investigator can
undertake should be commensurate with the nature of the trial, facility available
with the Investigator etc. However, under no circumstances the number of trials

should be more than three at a time.

The details of payment/honorarium/financial support/fees paid by the Sponsor
to the Investigator(s) for conducting the study shall be made available to this

directorate before initiation of each of the trial sites.

An audio-video recording of the informed consent process in case of vulnerable
subjects in clinical trials of New Chemical Entity or New Molecular Entity
including procedure of providing information to the subject and his

understanding on ‘such consent, shall be maintained by the investigator for

record. Provided that in case of clinical trial of anti-HIV and anti-Leprosy drugs,
only audio recording of the informed consent process of individual subject
including the procedure of providing information to the subject and his
understanding on such consent shall be maintained by the investigator for

record

It may kindly be noted that merely granting permission to conduct clinical trials
with the drug does not convey or imply that based on the clinical trial data
generated with the drug, permission to market this drug in the country will

autornatically he granted to you.

Yours faithfully,

AL

{Dg. V.G. Somani)
Joint Drugs Controller (India)és
Licensing Authority







