To

File No. SND/MA/22/000353
Government of India
Directorate General of Health Services
Central Drugs Standard Control Organisation
(Subsequent New Drugs Division)

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

15 FEB 203

M/s. Ravenbhel Healthcare Pvt. Ltd.,
16-17, EPIP, SIDDCO, Kartholi,
Bari Brahmana Jammu - 181133.

Subject: Permission to conduct Phase lll Clinical trial of Dydrogesterone Sustained

Release Tablet 30 mg - “A Phase lll, Randomized, Double Blind, Single
Dummy, Active Controlled, Prospective, Parallel Group, Comparative,
Multicentric Clinical Study to Evaluate the Efficacy, Safety and
Tolerability of Dydrogesterone Sustained Release Tablets 30 mg
versus Dydrogesterone Tablets 10 mg for the Treatment of
Endometriosis in Women”. (Protocol No. CT/2022/44, Version No.0.0,
Dated 01.12.2022) - Reg.

CT NOC No.: CT/SND/03/2023

Sir,

With reference to your Application No. SND/CT21/FF/2022/34064 dated 15-12-2022
please find enclosed herewith the permission in Form CT-06, CT NOC No.
CT/SND/03/2023 to conduct the subject mentioned clinical trial under the provisions of ,
New Drugs and Clinical Trial Rules, 2019.

This permission is subjéct to the conditions, as mentioned below.

1

(ii)

Yours faithfully,

\b-
/
(Dr. V. G. Somani)
Central Licensing Authority

Conditions of Permission *
Clinical trial at each site shall be initiated after ap‘pro‘\?allof the clinical trial
protocol and other related documents by the Ethics Committee of that site,
registered with the Central Licencing Authority under rule 8;

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:



(iii)

(iv)

(v)

(vi)

(vii)

(viii)

(ix)

(x)

(xi)

(xii)

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:

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:

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:

earlier; 2

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;

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:

Chapter VI of the New Drugs and Clinical Trials Rules, 2019;

In case of injury during clinical trial to the subject of such trial, complete medical
Mmanagement and compensation shall be provided in Accordance with the
Chapter VI of the said Rules and details of compensation provided in such

days of the receipt of order issued by Central 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
such trial during the trial, compensation shall be provided in accordance with the
Chapter VI and details of compensation provided in such cases shall be



(xiii)

(xiv)

(xv)

(xvi)

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;

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;

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;

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;

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 speqific clinical trial;

(xvii) The sponsor and the investigator shall maintain the data integrity of the data

generated during clinical trial.

(xviii)Informed Consent Documents (ICD) viz. Patient Information Shect (PIS) and

(xix)

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.

It may kindly be noted that merely granting permission to conduct Clinical trial
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.



FORM CT-06

(See rules 22, 25, 26, 29 and 30)

PERMISSION TO CONDUCT CLINICAL TRIAL OF NEW DRUG OR

INVESTIGATIONAL NEW DRUG

CT NOC NO.: CT/SND/03/2023

The Central Licensing Authority hereby permits M/s. Ravenbhel Healthcare Pvt. Ltd.,
16-17, EPIP, SIDDCO, Kartholi, Bari Brahmana Jammu - 181133 to conduct clinical

trial of the new drug er-investigational-new—drug as per Protocol No. CT/2022/44,

Version No. 0.0, Dated 01.12.2022 in the below mentioned clinical trial sites.

2. Details of new drug or investigational-new-drug:

Names of the new drug:

Dydrogesterone Film Coated Sustained Release Tablet 30mg

Therapeutic class:

Pregnadien derivative Progestogens

Dosage form:

Film Coated Sustained Release Tablet

Composition:

Dydrogesterone

Each film-coated Sustained release tablet contains:

Indications:

For the treatment of endometriosis in women

Details of clinical trial sites

Sr. | Name of Principal Investigator & | Ethics Committee Name/ Registration
No. | Trial sites Number
Dr. Nidhi Chandil, Vidhya Hospital & Trauma Centre Ethics
Vidhya Hospital & Trauma Centre, Committee,
1 Harikansh, Mohanalalganj, Raebareli | Vidhya Hospital & Trauma Centre,
" | Road, Lucknow-226301, Uttar Harikansh, Mohanalalganj, Raebareli
Pradesh. Road, Lucknow-226301, Uttar Pradesh.
Reg. No. ECR/1579/Inst/UP/2021
Dr. Raja Bhattacharya, Institutional Ethics Committee for Human
Department of Medicine, Medical Research,

2. | College and Hospital, Kolkata, MCH Medical College and Hospital, Kolkata, 88
Building, 4™ Floor, 88 College Street, | College Street, Kolkata, West Bengal.
Kolkata, West Bengal Reg. No. ECR/287/Inst/WB/2013/RR-19
Dr. Archana Sinha, Institutional Ethics Committee,
Department of Obstetrics & Indira Gandhi Institute of Medical Sciences

3. | Gynaecology, Indira Gandhi Institute | (IGIMS), Sheikhpura, Raja Bazar, Patna-
of Medical Sciences (IGIMS), 800014, Bihar.

Sheikhpura, Patna-800014, Bihar Reg. No. ECR/640/Inst/BR/2014/RR-20
Dr. Rahul Chandrakant Kumbhar, Prakash Medical College Institutional
Prakash Institute of Medical Sciences | Ethics Committee,

& Research (PIMS&R), Urun- Prakash Institute of Medical Sciences &

4 Islampur, Islampur-Sangali Road, Research (PIMS&R), Urun-Islampur,

Islampur, Tal-Walwa, Dist-Sangali-
415409, Maharashtra

Islampur-Sangali Road, Islampur, Tal-
Walwa, Dist-Sangali-415409, Maharashtra.
Reg. No. ECR/1052/Inst/MH/2018/RR-21




Dr. Shah Ami Mukeshbhai,
GCS Medical College, Hospital and
Research Centre, Opp. DRM Office,

Institutional Ethics Committee,
GCS Medical College, Hospital and
Research Centre, Opp. DRM Office, Nr.

> Nr. Chamunda Brige, Naroda Road, Chamunda Brige, Naroda Road,
Ahmedabad-380025, Gujarat Ahmedabad-380025, Gujarat
Reg. No. ECR/339/Inst/GJ/2013/RR-19
Dr. Isukapalli Vani, Institutional Ethics Committee,
Department of Gynaecology, Government Medical College &
6 Government Medical College & Government General Hospital (Old

Government General Hospital (Old
RIMSGGH), Srikakulam-532001,
Andhra Pradesh.

RIMSGGH), Srikakulam-532001, Andhra
Pradesh.
Reg. No. ECR/492/Inst/AP/2013/RR-20

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:

15 FEB 2073

Vhe
e
(Dr. V. G. Somanji)

Central Licensing Authority
Stamp

Dr. V. G. SOMANI
Drugs Controller General (India)
Dte. General of Health Services
Ministry of Health and Family Welfare
FDA Bhaw=an, Kotla Road, L.T.O.
New Delhi-110002




