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    GOVERNMENT OF INDIA 
CENTRAL DRUGS STANDARD CONTROL 

ORGANISATION (Headquarter) 
(Directorate General of Health Services) 

Ministry of Health & Family Welfare 

                                                                                                                                     FDA Bhavan, Kotla Road,                       
                                                                                                                                          New Delhi-110002 

        Phone No.:91-11-23216367 

                                                                                                                               Fax No.: 91-11-23236973 
                                                                                                                                                                   E-Mail : dci@nic.in 

        

       File No. CT/23/000051 

To 
                        M/s. PPD Pharmaceutical Development (India) Pvt. Ltd., 

                        101, A Wing, Fulcrum, Hiranandani Business Park, 

                        Sahar Road, Andheri East, Mumbai – 400099, India. 

 
Sir, 
      With reference to your application no. GCT/CT04/FF/2023/37455 (GCT/51/23) dated 

10-05-2023, please find enclosed herewith the permission in Form CT-06 for conduct of 

clinical trial titled,“ A PHASE III, RANDOMIZED, DOUBLE-BLIND, PLACEBO-

CONTROLLED, MULTICENTER STUDY TO EVALUATE THE EFFICACY AND SAFETY 

OF ASTEGOLIMAB IN PATIENTS WITH CHRONIC OBSTRUCTIVE PULMONARY 

DISEASE” Protocol No. GB44332, Version 2 dated 09-Nov-2022 with a total of up-to 

80 subjects from India under the provisions of New Drugs and Clinical Trial Rules, 2019. 

The permission granted by the Central Licensing Authority to conduct clinical trial shall be 

subject to following conditions, specifically::- 

 

(i) At least 50% sites & subjects should be from the Govt. sites;  
(ii) 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; 

(iii) 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: 
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: 
Provided further that the approving Ethics Committee and the clinical trial site or the 
bioavailability and bioequivalence 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;  

(iv) 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; 

(v) 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; 
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(vi) 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; 
(vii) 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; 

(viii) 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; 

(ix) Six monthly status report of each clinical trial, as to whether it is ongoing, completed or 
terminated, shall be submitted to the Central Licencing Authority electronically in the 
SUGAM portal; 

(x) 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; 

(xi) 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; 

(xii) 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; 

(xiii) 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; 

(xiv) 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, investigational product, related to clinical trial and furnish reply to query raised 
by the said officer in relation to clinical trial; 

(xv) Where the new drug or investigational new drug is found to be useful in clinical 
development, the sponsor shall submit an application to the Central Licencing 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; 

(xvi) 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; 

(xvii) The Central Licencing Authority 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 eligibility, assessment, conduct and treatment of such 
specific clinical trial; 

(xviii) The sponsor and the investigator shall maintain the data integrity of the data generated 
during clinical trial.  

(xix) The permission to initiate clinical trial granted under rule 22 in form CT-06 or automatic 
approval under rule 23 in Form CT 4A shall remain valid for a period of two years from 
the date of its issue, unless extended by the Central Licencing Authority. 
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(xx) Merely granting permission to conduct the clinical trial with the Investigational Drug 

Product does not convey or imply that, based on the clinical trial study data generated 
with the investigational drug, permission to market this drug in the country will 
automatically be granted to you; 

(xxi) The permission to initiate clinical trial granted under rule 22 in form CT-06 or automatic 
approval under rule 23 in Form CT 4A shall remain valid for a period of two years from 
the date of its issue, unless extended by the Central Licencing Authority. 

 
 

 
Yours faithfully, 

 
 
 

(Dr. Rajeev Singh Raghuvanshi) 
Drugs Controller General (India) & 

Central Licencing Authority 
Stamp 
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FORM CT-06 
(See rules 22,25,26,29 and 30) 

  PERMISSION TO CONDUCT CLINICAL TRIAL OF NEW DRUG OR  
INVESTIGATIONAL NEW DRUG 

 
1. The Central Licensing Authority hereby permits M/s. PPD Pharmaceutical Development 
(India) Pvt. Ltd., 101, A Wing, Fulcrum, Hiranandani Business Park, Sahar Road, Andheri 
East, Mumbai (India) – 400099 to conduct clinical trial of the new drug or investigational new 
drug as per Protocol No. GB44332, Version 2 dated 09-Nov-2022 in the below mentioned 
clinical trial sites [As per Annexure].- 
 
2. Details of new drug or investigational new drug and clinical trial site [As per Annexure]. 
 
3. This permission is subject to the conditions prescribed in part A of Chapter V of the New 

Drugs and Clinical Trials Rules, 2019 under the Drugs and Cosmetics Act, 1940. 

 

Place: New Delhi   

Date _________________                           

 

(Dr. Rajeev Singh Raghuvanshi)  

Drugs Controller General (India) & 

Central Licencing Authority 

Stamp 

 

Note: The permission to initiate clinical trial granted under rule 22 in form CT-06 shall remain 
valid for a period of two years from the date of its issue, unless extended by the Central 
Licencing Authority. 

 
Annexure: 

Details of new drug or investigational new drug: 

Names of the 
new drug or 
investigational 
new drug 

MSTT1041A (Astegolimab or RO7187807) 

Therapeutic 
class: 

Monoclonal Antibody 

Dosage form: Injection 
 

Composition: MSTT1041A = 140.0000 mg/ml In House Specification Active 

Indications: Chronic Obstructive Pulmonary Disease (COPD) 
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Annexure: 

Details of clinical trial site: 

S. No. Name and address of 
clinical trial site 

Ethics Committee Details Name of 
Investigator 

1. 

 

Shree Hospital & Critical 
Care Centrel 799, Om 
Nagar, Opp Tajshree 
Building, Sakkardara Sq, 
Nagpur 440009/ 
Maharashtra./ India 

Shree Hospital Ethics 
Committee, Shree Hospital Unit, 
Plot No.786 A, 3rd Floor Behind 
Shree Hospital & Critical Care 
Centre, Mirchi Bazaar, Umrer 
Road, Sakkardara, Sq,Nagpur-
440009 / Maharashtra / India 

 

ECR/553/Inst/MH/2014/RR-20 

Dr. Akash Lataru 
Balki 

2. Sir Ganga Ram Hospital, 
SGRH Marg, Rajinder 
Nagar, New Delhi-110060, 
India 

Ethics Committee Sir Ganga 
Ram Hospital, Room No. 1643, 
6th Floor, casualty Building, 
Rajinder Nagar, New Delhi-
110060, India 

 

ECR/20/Inst/DL/2013/RR-2019 

Dr. Amit Dhamija 

3. Kothrud Hospital, Plot no.2, 
Bhagyachintamani Nagar, 
Paud Road opp to Hill View 
Park Metro shade, Gadiya 
Estate, Kothrud, Pune 
411038 

Royal Pune Independent Ethics 
Committee, Office No. 13, Srv. 
No.-81/A, Anupam Arcade, 

Opposite Snake Park. Katraj 
Pune , Maharashtra- 411046  

 

ECR/45/Indt/MH/2013/RR-19 

Dr. Pophale 
Himanshu 
Shashikant 

4. Marengo CIMS Hospital, 
Plot No. 67/1, Opp. 
Panchamrut bunglows, Nr. 
Shukan Mall, Off Science 
City Road, Sola, 
Ahmedabad 

Ethics Committee of Care 
Institute of Medical Science, 
Marengo CIMS Hospital, Plot 
No. 67/1, Opp. Panchamrut 
bunglows, Nr. Shukan Mall, Off 
Science City Road, Sola, 
Ahmedabad 

 

ECR/206/Inst/GJ/2013/RR-20 

Dr. Nitesh Shah 

5. Apollo Spectra Hospital 
(Apollo Speciality Hospital 
Pvt. Ltd.), 14/138, Chunni 
Ganj, Kanpur-208001, Uttar 
Pradesh, India 

Apollo Speciality Hospital 
Kanpur Ethics Committee, 
Apollo Spectra Hospital (Apollo 
Speciality Hospital Pvt. Ltd.), 
14/138, Chunni Ganj, Kanpur-
208001, Uttar Pradesh, India 

 

ECR/1327/Inst/UP/2019 

Dr. Sandeep Katiyar 

6. ESIC Medical College & 
Hospital, Room No. 430, 4th 
Floor, Academic Block, 
ESIC Medical College & 
Hospital, NH3, NIT, 
Faridabad-121001, 

Institutional Ethics Committee 
for ESIC Faridabad, Room No. 
301, 3rd floor, Department of 
Physiology, Academic Building, 

Institutional Ethics Committee 
for ESIC Faridabad, ESIC 

Dr. Anil Kumar 
Pandey 
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Haryana, India.  Medical College And Hospital, 
NH-3, NIT, Behind BK Hospital, 
Faridabad, Haryana, India-
121001 

 

ECR/1539/Inst/HR/2021 

7. Jaydeep Hospital, Nr St. 
Xavier's Loyola School, Nr 
Darpan Six Roads, 
Naranpura, Ahmedabad 

380013, Gujarat, India 

Kaizen Ethics Committee, 
Kaizen Hospital, Kiazen 
Hospital, Helmet Circle, 132 feet 
ring road, Memnagar, 
Ahmedabad-380052, Gujarat, 
India 

 

ECR/447/Inst/GJ/2013/RR-19 

Dr Deepali Kamdar 

8.  Maharaja Agrasen 
Superspecialty Hospital, 
Sector-7 Central Spine, 
Vidyadhar Nagar, Jaipur, 
Rajasthan-302039 

IEC Mahraja Agrasen Hospital, 
Maharaja Agrasen 
Superspecialty Hospital, Sector-
7 Central Spine, Agrasen 
Aspatal Marg, Vidyadhar Nagar, 
Jaipur, Rajasthan-302039 

 

 ECR/1222/Inst/RJ/2019/RR-22 

Dr. Manish Kumar 
Jain 

9. Jawaharlal Nehru Medical 
College, Department of 
Tuberculosis and Chest 
Disease, Jawaharlal Nehru 
Medical College, Aligarh 
Muslim University, Aligarh, 
Uttar Pradesh 202002, India 

Institutional Ethics Committee 
Jawaharlal Nehru Medical 
College and Hospital, Aligarh 
Muslim University Civil Line Koil 
Aligarh Utar Pradesh - 202002 
India 

 

ECR/1418/Inst/UP/2020 

Dr. Mohammad 
Shameem 

10. Paarthiv lung care centre, 
Opp. To Gokul Theatre, 
Czech Colony, Sanath 
Nagar, Hyderabad-50018, 
Telangana State, India 

Institutional Ethics Committee, 
Neelima Hospitals Private 
Limited, 7-2-1735, Czech 
Colony, Sanath Nagar, 
Hyderabad-50018, Telangana 
State, India 

 

ECR/807/Inst/TG/2016/RR-19 

Dr. Boyilla Nagaraju 

11. Meditrina Institute of 
Medical Sciences, 278, 
Central Bazar Road, 
Ramdaspeth, Nagpur, 
Maharashtra-440010, India 

Meditrina Institute Ethics 
Committee, Meditrina Institute of 
Medical Sciences, 278, Central 
Bazar Road, Ramdaspeth, 
Nagpur, Maharashtra-440010, 
India 

 

ECR/608/Inst/MH/2014/RR-20 

Dr. Nainesh Patel 

12. Aakash Healthcare Super 
Specialty Hospital, Hospital 
Plot, Road No. 201, Sector-
3, Dwarka, New Delhi-
110075 

Aakash Healthcare Super 
Specialty Hospital, Institutional 
Ethics Committee, Service 
Floor, Aakash Healthcare, 
Hospital, Hospital Plot, Road 

Dr. Prabhat Ranjan 
Sinha 



File No. CT/51/23-DCG (I) 

Page 7 of 8 
 

No. 201, Sector-3, Dwarka, New 
Delhi-110075 

 

ECR/1265/Inst/DL/2019 

13. Sushruta Multispeciality 
Hospital & Research Centre 
Pvt. Ltd., P.B. Road, 
Vidyanagar, Hubballi-
580021,Karnataka, India  

Sushruta Hospital Ethics 
Committee, C/o Sushruta 
Multispeciality Hospital & 
Research Centre Pvt. Ltd., P.B. 
Road, Vidyanagar, Hubballi-
580021,Karnataka, India 

 

ECR/372/Inst/KA/2013/RR-19 

Dr. Raghavendra N. 
Belgaonkar 

14. Karnataka Institute of 
Medical Sciences, 
Vidyanagar, Hubballi - 
580022 

Institutional Ethics Committee 

Karnataka Institute of Medical 
Sciences, Vidyanagar, Hubballi - 

580022 

 

ECR/486/Inst/KA/2013/RR-20 

Dr. Ram S. Kaulgud 

15. M.V. Hospital and Research 
Centre, 314/30, Mirza 
Mandi, Chowk, Lucknow-
226003, Uttar Pradesh, 
India 

Institutional Ethics Committee 

For M.V. Hospital and Research 
Centre, 314/30, Mirza Mandi, 
Chowk, Lucknow-226003, Uttar 
Pradesh, India 

 

ECR/13/Inst/UP/2013/RR-19 

Dr. Sandeep Kumar 
Gupta 

16. Government Medical 
College and Government 
General Hospital, 
Srikakulam, Andhra 
Pradesh, -532001, India 

Institutional Ethics Committee, 
Government Medical College 
and Government General 
Hospital, Srikakulam, Andhra 
Pradesh, -532001, India 

 

ECR/492/Inst/AP/2013/RR-20 

 

Dr. K. Sunil Naik 

17. Yashoda Hospital, Yashoda 
Healthcare Services Pvt. 
Ltd., Hitech City, Cyber 
Towers to JNTU Road, 
Hyderabad-500084, 
Telangana, India 

Institutional Ethics Committee, 
Yashoda Academy of Medical 
Education and Research,  
Yashoda Hospital, Behind Hari 
Hara Kala Bhavan, S.P. Road, 
Secunderabad-500003, 
Telangana, India 

 

ECR/49/Inst/AP/2013/RR-22 

Dr. Venkata 
Nagarjuna Maturu 

18. Criticare Hospital and 
Research Institute, 4th Floor, 
Dhanshree Complex, Near 
Hotel Hardeo, Sitalbudi, 
Nagpur, Maharashtra, India-
440012 

Criticare Hospital and Research 
Institute Ethics Committee, 4th 
Floor, Dhanshree Complex, 
Near Hotel Hardeo, Sitalbudi, 
Nagpur, Maharashtra, India-
440012 

 

ECR/1011/Inst/MH/2017/RR-20 

Dr. Vivek Gupta 
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