ND/CTO04/FF/2023/39570 Tele No. 91-22-43244324
Dated: 11.09.2023 FAX: 91-22-43244343

F. No. ND/CT/23/000074
Government of India
Directorate General of Health Services
Central Drugs Standard Control Organization
New Drugs Division

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

To

M/s Zenara Pharma Private Limited,
Plot No 83/B,84 & 87-96, Phase I,
IDA Cherlapally Hyderabad (India) - 500051

Subject: Grant of Permission for conducting Phase [V clinical study entitled “An
observational, Prospective, Multicenter Study to evaluate safety of cannabidiol 100 mg/ml
oral solution as add-on therapy in patients with for Seizures Associated with Lennox-
Gastaut Syndrome (LGS) or Dravet Syndrome (DS)” -Regarding.

Sir,

With reference to your Application No. ND/CT21/FF/2020/22564 dated 11.09.2023, please
find enclosed herewith the permission in Form CT-06, No. CT/ND/06/2024 to conduct the
subject mentioned clinical trial under the provisions of New Drugs and Clinical Trial Rules,
2019.

This permission is subject to the conditions as mentioned below.

Yours faithfully,

Digitally signed by RAJEEV SINGH RAGHUVANSHI
DN: c=IN, o=CENTRAL DRUGS STANDARD CONTROL

OH.GKNISIM'IDN, ou=CENTRAL DRUGS STANDARD CONTROL
ORGANISATION,

2542042071891 c0981bb5a26324a730025M4b 1 1680201
fﬂ&??3480400 43eed6 b, postalCode=110002, st=Dalhi,
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Conditions of Permission

(i) 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 Licensing Authority under rule 8;

(ii)  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
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(iii)

Committee of another ftrial 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;

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 Licensing 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;

Clinical trial shall be conducted in accordance with the approved clinical ftrial
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
Licensing Authority on quarterly basis or as appropriate as per the duration of
treatment in accordance with the approved clinical trial protocol, whichever is
earlier;

(viii) Six monthly status report of each clinical trial, as to whether it is ongoing,

(xii)

completed or terminated, shall be submitted to the Central Licensing 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 Licensing 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 Licensing
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 of the New Drugs and Clinical Trials Rules, 2019;

In case of injury during clinical trial to the subject of such trial, complete medical
management and compensation shall be provided in accordance with the
Chapter VI of the said Rules and details of compensation provided in such cases
shall be intimated to the Central Licensing Authority within thirty working days of
the receipt of order issued by Central Licensing 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 ftrial, compensation shall be provided in accordance with the
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Chapter VI and details of compensation provided in such cases shall be
intimated to the Central Licensing Authority within thirty working days of receipt of
the order issued by the Central Licensing Authority in accordance with the
provisions of the said Chapter;

(xiii) The premises of the sponsor including his representatives and clinical trial sites,
shall be open for inspection by officers of the Central Licensing Authority who
may be accompanied by officers of the State Licensing Authority or outside
experts as authorized by the Central Licensing 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;

(xiv) 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 Licensing
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;

(xv) 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;

(xvi) The Central Licensing 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;

(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 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.

(xix) It may kindly be noted that granting permission to conduct Clinical Trial study
with the drug doesn’'t convey or imply that based Clinical Trial data generated
with the drug, permission to market this drug will automatically be granted to you.
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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

The Central Licensing Authority hereby permits M/s Zenara Pharma Private Limited,
Plot No 83/B,84 & 87-96, Phase lll, IDA Cherlapally Hyderabad (India) - 500051
Telephone No.: 9701110046 FAX: 04027260849 E-Mail:
bhanuprakash@zenara.co.in to conduct clinical trial of the new drug or investigational
new drug as per Protocol Number: ND/MA/22/000140; Version No. 00; Dated 09-SEP-
2023 in the below mentioned clinical trials sites.

2. Details of new drug or investigational new drug and clinical trial site:
Names of the new drug er| Cannabidiol oral solution, 100 mg/ml

vesticational newdea:

Therapeutic class: Antiepileptics
Dosage form: Oral Solutions
Composition: Each ml contains
Cannabidiol ......... 100 mg
Indications: Cannabidiol oral solution is indicated for the

treatment of seizures associated with Lennox-
Gastaut syndrome (LGS), Dravet syndrome
(DS), or tuberous sclerosis complex (TSC) in
patients 1 year of age and older

Details of clinical trial sites-
Sr. | Name of Principal Investigator & | Ethics Committee Name/ Registration
No. | Trial Sites Number
01 | Dr. Paras R. Borse Institutional Ethics Committee Noble Hospitals
Noble Hospital & Research Centre, | Pvt. Ltd., Room No 5, Clinical Research
153, Magarpatta Rd, Magarpatta, Department Noble Annex, 153-A, Magarpatta

Hadapsar, Pune, Maharashtra- City Road, Hadapsar (India) - 411013 India.
411013 EC Reg. No.: ECR/259/Inst/MH/2013/RR-19
02 | Dr. Ajit Singh Baghela Artemis Health Sciences IEC Artemis Hospital
Artemis Hospital, Sector-51 Gurugram Haryana - 122001 India.
Sector 51, Gurugram, Bindapur, EC Reg. No.: ECR/53/Inst/HR/2013/RR-19
Haryana-122001
03 | Dr. Laxmi Khanna Ethics Committee Sir Ganga Ram Hospital,

Sir Ganga Ram Hospital, Sir Ganga | old Rajinder Nagar, New Delhi, Delhi —
Ram Hospital Marg, Rajinder Nagar, | 110060 India.

New Delhi, Delhi - 110060. EC Reg. No.: ECR/20/Inst/DL/2023/RR-19
04 | Dr. Smilu Mohanlal Aster Hospital Institutional Ethics Committee,

Aster MIMS Hospital, Kuttisahib Road Cheranelloor, South Chittoor,

Kuttisahib Road Cheranelloor, Kochi, Kerala 682027 India.

South Chittoor, Kochi, Kerala EC Reg. No.: ECR/737/Inst/KL/2015/RR-21

682027 India.
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05

Dr. Rajesh B lyer

Sparsh Super Speciality Hospital,
No.146, Infantry Road, Opp to
police commissioner office,
Bangalore -560001 India

Vagus Institutional Ethics Committee,

6-8, Malleshwaram 18 Cross Vagus Super
Specialty Hospital Private Limited, Bangaluru,
Karnataka-560055

EC Reg. No.: ECR/1181/Inst/KA/2019/RR-22

06 | Dr. Prasad Rao G Ethics Committee Asha Hospital,
Asha Hospital, Road No. 14, 8-2-316/12/A, Road No. 14 Banjara Hills,
Banjara Hills, Hyderabad- 500034 Hyderabad- 500034 India.
India. EC Reg. No.: ECR/177/Inst/AP/2013/RR-20
07 | Dr. Ashish Mukhopadhyay Ethics Committee NRS Medical College and

NRS Medical College and Hospital,
138, Acharya Jagdish Chandra Bose
Rd, Sealdah, Raja Bazar, Kolkata,
West Bengal 700014

Hospital, 138, Acharya Jagdish Chandra Bose Rd,
Sealdah, Raja Bazar, Kolkata, West Bengal
700014.

EC Reg. No.: ECR/609/Inst/WB/2014/RR-22

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.

New Delhi

Digitally signed by RAJEEV SINGH RAGHUVAMSHI
: c=IN, o=CENTRAL DRUGS STANDARD CONTROL

DN: c=IN,
ORGAMISATION, ou=CENTRAL DRUGS STANDARD CONTROL
ORGAMISATION,

254204271890 1098 1bb5a263a4a73d02 5740 1 1b680201
ﬁJS??]mOOatﬂee%]b postalCode=110002, st=| Delh

RAGH Py REESHuicRaghavanshi):

Centra! Licensing-Authority
Stamp
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