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Directorate General of Health Services
Central Drugs Standard Control Organization
(FDC Division)

FDA Bhawan, Kotla Road
New Delhi-110002
Dated:
To,

M/s. Hetero Labs Ltd., 13 JAN 2020

Hetero Corporate, H. No. 7-2-A2, Industrial Estates,
Sanathnagar, Hyderabad-500055.

Subject: Permission for conducting Phase lli Clinical Trial with FDC of Mirabegron
+ Solifenacin Succinate tablets (25mg + 5mg & 50mg + 5mg) (Vide
Protocol No. HCRI/II/MIRSOLOB/08/2018, Version No. 2.0, dated
30.04.2019)-regarding. ’

CT No. CT-06-02/2020

Sir,

Please refer to your letter no. HLL/DCGI/NDA/19-035 dated 27.11.2019 on the
subject mentioned above. This Directorate has no objection to your conducting clinical
trial with the said drug under the supervision of following investigators mentioned and as
per the Vide Protocol No. HCR/II/MIRSOLOB/08/2018, Version No. 2.0, dated
30.04.2019 submitted to this Directorate. ’

1. Dr. Vinay Tomar, M.S, M.Ch (Urology), Professor and HOD - Urology, SMS
Hospital, Jaipur, Rajasthan

2. Dr. A. Appalaraju, M.S, M. Ch (Urology), Assistant Professor — Urology, Rajiv
Gandhi Institute of Medical Sciences Srikakulam, Andhra Pradesh.

3. Dr. Ravi Jahgirdar, MS, M.Ch (Urology), Professor and HOD - Urology, Gandhi
Hospital Secunderabad, Telangana !

4. Dr. Tapan Kumar Mandal, MS, M.Ch (Urology), Professor and HOD — Urology, NRS
Medical College & Hospital Kolkata, West Bengal.

5. Dr. Ajit Sawant, MS, DNB, M.Ch (Urology), Professor and HOD - Urology,
Lokmanya Tilak Muncipal Medical College and General Hospita!, Mumbai,
Maharashtra. '

6. Dr. Ravimohan S. Mavuduru, MS, M.Ch (Urology), Additional Professor — Urology,
Postgraduate Institute of Medical Education & Research, Chandigarh.

7. Dr. Pragnesh Bharpoda, M.S, M.Ch (Uralogy), Consultant Urologist, Aman Hospital
and Research Center Vadodara, Gujarat'

8. Dr. Ramen Kumar Baishya, MS, DNB (Urology), Consultant Urologist, Down Town
Hospital, Dispur, Guwahati, Assam f

9. Dr. Vikram Prabha, MS, M.Ch (Urology), Associate Professor ~ Urology, KLES
Dr. Prabhakar Kore Hospital Belagavi, Karnataka

10.Dr. Anil Kumar Sanwal, MS, M.Ch (Urology), Senior Consultant Urologist, Nirmal
Hospital Jhansi, Uttar Pradesh.

The clinical trial permission is subject to the following conditions:-

a. 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;

b. Where a clinical trial site does not have lits 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:



i 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:

i 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 oriwithin a radius of 50 kms of the clinical trial
site;

" 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;

. 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; i

. 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;

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; ,

. Status of enrolment of the trial subjects shall be submitted to the Central Licerncing

Authority on gquarterly basis or as appropriate as per the duration of treatment in

accordance with the approved clinical trial protocol, whichever is earlier;

. Six monthly status report of each clinical trial, as to whether it is ongoing, completed

or terminated, shall be submitted to the Centraf Licencing Authority.

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; -

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 Thirc

Schedule and in compliance with the procedures as specified in Chapter Vi,

. In case of injury during clinical trial to the subject of such trial, complete medica
management and compensation shall be provided in accordance with Chapter VI anc
details of compensation provided in such cases shall be intimated to the Mentra
Licencing Authority within thirty working days of the receipt of order issued by -2ntra
Licencing Authority in accordance with the provisions of the said Chapter;

In case of clinical trial related death or permanent disability of any subject of suct

trial during the trial, compensation shall be provided in accordance with Chapter V

and details of compensation provided in such cases shall be intimated to the Centra

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;

. The premises of the sponsor incIudiﬁag his representatives and clinical trial sites, sha
be open for inspection by officers of the Central Licencing Authority who may b
accompanied by officers of the State Licencing Authority or outside experts a
authorised by the Central Licencing Authority, to verify compliance of th
requirements of these rules and Good Clinical Practices Guidelines, to inspec
search and seize any record, result, document, investigational product, related t
clinical trial and furnish reply to query raised by the said officer in relation to clinic:
trial;

. The laboratory owned by any person or a company or any other legal entity an

utilised by that person to whom permission for clinical trial has been granted used fc

research and development, shall be deemed to be registered with the Centr:

Licensing Authority and may be used for test or analysis of any drug for and ¢

behalf of Central Licensing Authority;

_ The Central Licencing Authority may, if considered necessary, impose any oth

condition in writing with justification,';in respect of specific clinical trials, regarding tr



AN

objective, design, subject population, subject eligibility, assessment, conduct and
treatment of such specific clinical trial; :

. The sponsor and the investigator shall maintain the data integrity of the data
generated during-clinical trial.

. Informed Consent Documents (ICD) viz. Patient Information Sheet (PIS) and
Informed Consent Form (ICF) complete in all respect & must be got approved from
the respective Ethics committee and submitted to CDSCO before enrolling first
subject at the respective site. ‘

In addition to the requirement of obtaining written informed consent, an audio-video
recording of the informed consent process in case of vulnerable subjects in clinical
trial of New Chemical Entity or New Malecular 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,
as per Government of India, Gazette: Notification vide G. S. R. no. 611(E) dated
31.07.2015; |

. Ethics committee registration certificates, undertaking by principal investigator
and details of principal investigator shall be submitted to this office before
initiation of clinical trial. | )
Firm should submit BE study report before initiation of the clinical trial.

Yours faithfully,

b
(Dr. V. G. Somani)
Drugs Controller General (India)

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



