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                GOVERNMENT OF INDIA 

           Directorate General of Health Services 

            Central Drugs Standard Control Organization 

 (Global Clinical Trial Division) 

 FDA Bhawan, Kotla Road, New Delhi-110002  

          Te No: 01123236965, Fax: 01123236971 

          E-mail: dci@nic.in  

 

File No: CT/18/000023 

 

To,  

     M/s Excel Life Sciences Pvt Limited,  

     D-62 FIRST FLOOR Sector-2 Noida, 

     Noida (India) - 201301 

   

Subject:  Clinical Trial Titled “Topaz: A Randomized, Masked, Controlled Trial to Study the Safety and 

Efficacy Of suprachoroidal CLS-TA in Combination with an Intravitreal ANTI-VEGF Agent in Subjects with 

Retinal Vein Occlusion.”– regarding. 

Reference: Your online application reference No: GCT/Form44/FF/2018/7018(GCT/20/18) dated 01/03/2018 

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 investigators mentioned in below and as per the Protocol No: 

CLS1003-302, version: Protocol Amendment 1.1 dated: 25 January 2018 submitted to this Directorate. 

1. Dr. Jignesh Gosai, Oculoplasty Department, A-2,M & J western Regional Institute of ophthalmology, Civil 

Hospital campus, Asarwa, Ahmedabad, Gujarat- 380016, India. 

2. Dr. Divya Balakrishnan, Smt. Kanuri Santhamma centre for vitreo retinal diseases, LV Prasad Eye Institute, 

Kallam Anji Reddy campus, L.V. Prasad Marg, Banjara hills, Hyderabad-500034, Telangana, India. 

3. Dr. Sucheta Kulkarni, Retina Department, PBMA’s H.V. Desai Eye Hospital, Retina Department, S. No. 93, 

Tarawade Vasti, Mohammadwadi Road, Hadapsar, Pune - 411060, Maharashtra, India. 

4. Dr. Bibhuti Prassan Sinha, Regional Institute of Ophthalmology, Indira Gandhi Institute of Medical Sciences 

Sheikhpura, Patna-800014, Bihar, India. 

5. Dr. Soumen Mondal, Disha Eye Hospitals Private Limited, room no: 312, 2nd floor, 88 (63A), Ghoshpara Road, 

Barrackpore, Kolkata-700120, West Bengal, India. 

6. Dr. Ronel Soibam, Department of Retina, Sri Sankaradeva Nethralaya, 96, Basistha Road, Beltola, Guwahati 

781028, Assam, India. 

7. Dr. Umesh Chandra Behera, L.V. Prasad Eye Institute, MTC Campus, Patia Road, Bhubaneswar, Odisha 

751024, India. 

8. Dr. Aparna  Mahendru , Department of Ophthalmology, J.L. Rohatgi Memorial Eye Hospital, 117/52, G.T. 

Road, Sarvodaya Nagar, Kanpur 208005, Uttar Pradesh, India. 

9. Dr. Manisha Agarwal, Vitreo -Retina Department, Dr. Shroff's Charity Eye Hospital, 5027, Kedarnath Road, 

Daryaganj, New Delhi - 110002, India. 

10. Dr. Poornachandra. B, Narayana Nethralaya, 121/C, 1st R Block, Chord Rd, Rajajinagar, Bangalore, Karnataka 

560010, India. 

11. Dr. Vishal Agrawal, Charak Bhawan, Department of Ophthalmology SMS Medical College and Hospital, JLN 

Marg, Jaipur - 302004, Rajasthan, India. 
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12.  Dr. K. Naresh Babu, Department of Retina & Vitreous, Aravind Eye Hospital and Postgraduate Institute of 

Ophthalmology No. 1, Anna nagar, Madurai-625020, Tamilnadu, India. 

13. Dr. V. R. Saravanan, Arvind Eye Hospital, 87/22 A, Avinashi Road, Civil Aerodrome (PO), Coimbatore - 641 

014, Tamilnadu, India.  

14. Dr. Minija C K , Sankara Eye Hospital, Varthur Main Road, Kundalahalli Gate, Bengaluru, Karnataka 560037, 

India.   

15. Dr. Avinash Pathengay, L. V. Prasad Eye Institute, GMR  Varalakshmi Campus,  Hanumanthuwaka Junction, 

Visakhapatnam, Andhra Pradesh 530040, India. 

16. Dr. Usha Subhash Nikumbh, B J Government Medical College & Sassoon General Hospitals, Pune, Maharashtra 

411001, India. 

17.  Dr. Deepak Bhojwani, Iladevi Cataract & IOL Research Centre, Gurukul Road, Memnagar, Ahmedabad, 

Gujarat – 380052, India.  

18. Dr. Saroj Sahdev, Department of Ophthalmology,  T.N Medical College and BYL Nair Charaitable hospital, 

Dr.A.L.Nair Road, Mumbai- 400008 Maharashtra India.  

19. Dr. Atul Kumar , Department of Medical Ophthalmology, Retina& Uvea, Dr. Rajendra Prasad Centre for 

Ophthalmic Sciences, AIIMS, Aurobindo marg, Ansari nagar, New Delhi-110029, India. 

                   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. 

c. 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. 

e. Any report of serious adverse event occurring during clinical trial study to the subject, after due analysis, shall 

be forwarded within 14 days of its occurrence as per Appendix XI and in compliance with the procedures 

prescribed in Schedule Y. 

f. 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. 

g. 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. 

h. 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, their 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. 

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

facilities and duly registered Institutional Ethics committees.  
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j. 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. 

k. 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. 

l. 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. 

m. 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 of the drugs and 

Cosmetics Rules, 1945 must be got approved from the respective Ethics committee and submitted to CDSCO 

before enrolling first subject at the respective site. 

 

Yours faithfully, 

 

 

(Dr. S. Eswara Reddy) 

Drugs Controller General (I) 
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