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GOVERNMENT OF INDIA
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 Delhij-110002
Te No: 01123236965, Fax: 01123236971
E-mail: dci@nb.nic.in,

File No: CT/64/12 - DCG (I) Dated: 65/65/1M

To
M/s.Cliantha Research Limited,
Opp. Pushparaj Towers,
Near Judges Bungalows, Bodakdev,
Ahmedabad - 380054
Subject: Permission for conducting a Phase II clinical trial entitiled “A
Randomized, Double-blind, Multicentric, Parallel-group, Active and
Placebo Controlled, Three Arm Clinical Study to Compare the Efficacy
and Safety of Clindamycin Phosphate 1.2% / Benzoyl Peroxide 5% Gel
(of Cadila Healthcare Limited, India) versus DUAC® Gel (of Stiefel
Laboratories, USA) versus Placebo (Vehicle Gel) in the ratio of 2:2:1
respectively, in Patients with Acne Vulgaris)”, - regarding.

Clinical Trial NOC No.:- GCT/12/14

Reference:- Your letter no. CRL.GN.14.22 dated 24 Apr 2014 on 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: CRL/CT/09/ 11-12, version
No. 1.0, dated 28 February 2012 submitted to this Directorate.

I. Dr. Abhishek De, Department. Of Dermatology, Institute of Post Graduate
Medical Education and Research (IPGMER}), 244 AJC Bose Road, Kolkata-
700020, West Bengal. _

2. Dr. Amit S. Mistry, Department Of Dermatology, Venereology and Leprosy,
AMC-MET Medical College, Sheth L.G.General Hospital, Maninagar,

Ahmedabad — 380008, Gujarat.
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3. Dr, A J. Kanwar, Department. of Derm__atologf, Postgreduate Institute of
Medical Education & Research (PGIMER), Sector-12, Chandigarh -~ 160012

4. Dr. Dipak D. Umrigar, Department of Dermatology, OFD No. 24, New Civil
Hospital and Government Medical College, Ring Road, Majura gate, Surat -
395001, Gujarat. ‘

5. Dr. Jayadev B. Betkerur, Department of Skin & STD, JSS Hospital Ramanuja.
Road, Mysore — 570004, Karnataka.

6. Dr. M. G. Gopal, Department of Dermatology, Kempegowda Institute of Medical
Sciences, (KIMS Hospital), K. R. Road, V V Puram, Bangalore-560004,
Karnataka. _

7. Dr. Putta Srinivas, Osmania General Hospital, Afzulgunj, Hyderabad — 500012,
Andhra Pradesh.

8. Dr. Ranjan C Raval, Department of Dermatology, Sheth V 5 General Hospital,
Smt. NHL Municipal Medical College, Ellisebridge, Ahmedabad - 380006,
Gujarat. ' :

9. Dr. Sharmila Patil, Department of Dermatology, OPD No. 54, 1 floor, Dr. D Y

Patil Medical College and Research Center, Sector 5, Nerul, Navi Mumbai- =~ =~

400706, Maharashtre.

10.Dr. Vijay Kumar Garg, Department of Dermatology & STD, Maulana Azad
Medical College & Lok Nayak Hospital, Bahadur Shah Zafar Marg, New Delhi-
110002 |

11.Dr. Yogesh Marfatia, OPD-1, Department of Skin —VD Baroda Medical College,
Vadodara - 390001 Gujarat

12.Dr. Bela J. Shah, Room No. 139, Department of Dermatology, Leprosy and STI,
OPD Building, 1st floor, wing no. 3, BJ Medical College, Civil Hospital, Asarwa,
Ahmedabad - 380016, Gujarat

13.Dr. Chitra Nayak, Department of Dermatology, TN Medical College and BYL
Nair Hospital, Dr AL Nair Road, Mumbai - 400008, Maharashtra.

14.Dr, Manoj kumar H Parekh, Bhagawan Mahaveer Jain Hospita,l Millers Road,
Vasanth nagar Bangalore - 560052, Karnataka.
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15.Dr. Sushil Pande, Department of Dermatology, NKP Salve Institute of Medical
Sciences and Lata Mangeshkar Hospital, Digdoh Hills, Hingna, Nagpur-
440019, Maharashtra.

16.Dr. Seema Jain, Sanjivani Super Speciality Hospitals Pvt. Ltd, 1, Uday Park
Society, Near Sunrise Park, Vastrapur, Ahmedabéd - 380015, Gujarat.

17.Dr. S.C. Bharija, Sir Ganga Ram Hospital, Sir Ganga Ram Marg, Rajinder
Nagar, New Delhi- 110060, |

18.Dr. Srinivas. C, Sapthagiri Institute of Medical Science and Research Centre,
#15, Chikkasandra Hesargatia Main Road, Bangalore-560090, Karnataka. '

19.Dr. Geeta Kiran, Department of Dermatology, 5t Floor, Gandhi Hospital and
Medical College, Musheerabad, Secunderabad, Hyderabad-500003, Andhra
Pradesh.

20.Dr. P. Guruprasad, Department of Dermatology, King George Hospital;
Maharanipeta, Vishakhapatnam-530002, Andhra Pradesh. .

21.Dr. Grandhi Sudhakar rao Venkata, Medipoint I—fospitals Pvt. Ltd., 241/1 New
D. P. Road, Aundh, Pune-411007, Maharashtra.

___22.Dr. Rajesh_P._Singh, Department-of Skin, VD & Leprosy;-Govt.- Medical College o

and Hospital, Medical College square road, Nagpur-440003, Maharashtra.

Kindly note that 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 Committee shall be obtained before initiation of the study:

v. 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 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; '

«. Any report of serious adverse event occurring during clinical trial study to the

subject, after due analysis, shall be forwarded within ten days of its occurrence as
per Appendix XI and in compliance with the procedures prescribed in Schedule Y;
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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 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 accompanied by an officer of the State Drug Control
Authority concerned, to verify compliance to the requirements of Schedule Y, Good
Clinical Practices guidelines for 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 Investigator
shall allow officers authorized by the Central Drugs Standard Control Organization,
who may be accompanied by an officer of the State Drug Control Authority
concerned, to enter with or without prior notice, any premises of Sponsor including
their employees, subsidiaries and branches, the1r agents, 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.

Chmcal trial shall be conducted only at those sites which are institutes/hospitals
having adequate 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.

You are also informed that audio visual recording of the informed consent process
of each trial subject, including the procedure of providing information to the subject
and his/her understanding on such consent is required to be done duly adhering to

‘the principles of confidentiality. Such audio-visual recording and related

documentation shall be preserved. All the sponsors /investigators
/institutes/Organizations and other stake holders involved in conduct of clinical
trials in the country are hereby directed to adhere to the above requirement of
audio-visual recording of informed consent process of trial subjects with immediate

effect.
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m. 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 to you.

Yours faithfully,

(Dr. G|N. Singh)
Drugs Controller General (India)
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