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Office of Drugs Controller General (India)
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FDA Bhawan, Kotla Road
New Delhi-110002
Dated:
To,
MJs. Ajanta Pharma Ld,, i L DEC 2011
Plot No. 43 AB & 44 BCD, Charkop,
Kandivali (W), Mumbai-400067

Subject:  Permission for conducting phase I clinical trial with FDC of Tadalafil
20mg/20mg/10mg + Dapoxetine 60mg/30mg/30meg film coated tablets (Vide
Protocol No, APL/CT/17/01, Version No. 01, dated 21.09.2017) -regarding,

CT No.  CT/Drugs/109/2017

Sir,

Please refer to your letter no. APL/DRA/DCGI/17/661 dated 28.10.2017 on the subject
mentioned above. This Directorate has no objection to vour conducting clinical trial with the said
drug under the supervision of following investigators mentioned and as per the Vide Protocol No.
APL/CT/17/01, Version No. 01, dated 21.09.2017 submitted 1o this Directorate.,

I Dr. H. Krishna Moorthy, Lourdes Hospital, Pachalam, Kochi-682012. Kerala.

2. Dr. Kapadia Kalpesh Kantilal, Dept. of Urology, B. J. Medical College & Civil Hospital.

Asarwa, Ahmedabad-380016. Gujarat.

Dr. Rajeev Sood. Room No. 31. OPD Building. Urology Department. Dr. Ram Manohar

Lohia Hospital & PGIMER. New Delhj-] 10001

4. Dr. Kumar Rohit Chandradip Roy. Urology Department, Indira Gandhi [nstitute of

Medical Science. Sheikhpura. Patna-800014. Bihar.

Dr. Ashok Kumar Gupta, Maharaja Agrasen Hospital. West Punjabi Bagh. New Delhi-

110026

6. Dr. Vinay Kumar, Department of Surgery. GSVM Medical College. Swaroop Nagar.
Kanpur-208002. Uttar Pradesh.

7. Dr. Satyen Dobhada. KMRF's Nikop Hospital. Ring Road. Phaltan-413523. Dist. Satara.
Maharashtra.

8. Dr. Siddalingeshwar Ishwarappa Neeli. KLES Dr. Prabhakar Kore Hospital & Medical
Research Centre, Nehrunagar, Belgavi-590010

9. Dr. A. Appalaraju, Department of Surgery, Rajiv Gandhi Institute of Medical Sciences &
RIMS Government General Hospital, Srikakulam-532001. Andhra Pradesh,

10. Dr. Dilip Kumar Pal. Department of Urology, IPGME&R. SSKM Hospital. 244, AJC Bose
Road. Kolkata-700020, West Bengal,

I'T. Dr. Nayan Kumar Mohanty. North DMC Medical College & Hindu Rao Hospital.
Malkaganj. New Delhi-110007
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The clinical trial permission is subject to the following conditions:-

a. Clinical trial shall be conducted in compliance with the approved protocols.
requirements of Schedule Y. Good Clinical Practice Guidelines issued by this
Directorate and other applicable regulations:

b. Approval of the Ethics Commitiee duly registered with the office of DCG (1) shall
be obtained before Initiating the clinical trial.

¢. Clinical trials shall be registered at Clinical trials Registry of India before enrolling
the first patient for the study:

d. Annual status report of each clinical wial, 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:



Copy to:-
All Zonal/Sub Zonal offices of CDSCO.

Any report of serious adverse event occurring during clinical wtial study 1o the
subject, after due analysis, shall be forwarded within fourtcen davs of its
occurrence as per Appendix XI and in compliance with the procedures prescribed
in 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 procedures
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 premises ol 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 accompanied by an officer of the State Drug Control
Authority concerned. to verify compliance to the requirements of Schedule Y.
Good Clinical Practices guidelines tor conduct of clinical trial in India and other
applicable regulations:

The Sponsor including their employees. subsidiaries and branches. their agents.
contractors and sub-contractors and clinical trial study sites and the Investivator
shall allow officers authorized by the Central Drugs Standard Control Organization.
who may be accompanied by an officer of the State Drug Control Authoriny
concerned, to enter with or without prior notice. any premises of Sponsor including
their employees. subsidiaries and branches. their agents. contractors and sub-
contractors and clinical trial sites to inspect. search and scize 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 o the
conduct of clinical trial.

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
automatically be granted (o you.

In addition to the requirement of obtaining written informed consent. an audio-
video recording of the informed consent process in case ol vulnerable subjects in
clinical trial 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 ¢linical trial ot
anti-HIV and anti-leprosy drugs. only audio recording of the informed consent

Process of individual subject including the procedure of providing information 1o

the subject and his understanding on such consent shall be maintained by the
investigator for record. as per Government of India. Gazette Notification vide (. S.
R.no. 611(E) dated 31.07.2015.

Informed Consent Documents (ICD) viz. Patient Information Sheet (PIS) and
Informed Consent Form (ICF) complete in all respect as per the requirements
specified in Appendix V of Schedule Y ol the Drugs and Cosmetics Rules. 1943
must be gol approved from the respective Ethics committee and submitted to
CDSCO before enrolling first subject at the respective site.

Yours Eathfully.

(Dr. (4. N. Singh)
Drugs Controller Genleral (India)



