File No. SND/CT/22/000008
Government of India
Directorate General of Health Services
Central Drugs Standard Control Organisation
(Subsequent New Drugs Division)

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

To 08 JuL 2022
Mis. Clinexel Life Science Private Limited,
B-1104, Gunina, Sector 16A, Sanpada,
Near Moraj Residency Navi Mumbai (india) - 400705.

Subject: Permission to conduct Phase Il Clinical trial of Fosfomycin Trometamol
Powder 3gm - A Multicentric, Randomized, Open Label, Controlled, Phase
Il clinical trial to evaluate the Efficacy, Safety and Tolerability of
Fosfomycin (Trometamol) Powder 2 g versus Ciprofloxacin Tablets 750mg
in patients with chronic bacterial prostatitis (Protocol No. Clinexel-SRS-

001, Version No.: 1.0, Date: 21.02.2022) - Req.

CT NOC No.: CT/ISND/014/2022

Sir,

With reference to your Application No. SND/CTO4/FF/2022/30754 dated 22-02-2022
please find enclosed herewith the permission in Form CT-06, CT NOC No.
CT/SND/D14/2022 to conduct the subject mentioned clinical trial under the provisions of

MNew Drugs and Chinical Trial Rules, 2019,

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

Yours faithfully,
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(Dr. V. G. Somani)
Central Licensing Authority

Conditions of Permission

() Clinical trial at each site shall be initiated after approval of the clinical trial
protocal and other related documents by the Ethics Committee of that site,

registered with the Central Licencing Authority under rule 8

(i) 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

tnal constituted in accordance with the provisions of rule 7
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Provided that the approving Ethics Committee for clinical trial shall in such
case be responsible for the study at the tnial 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 Cammittee for the protocol
far 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 tnal,

Clinical trial shall be conducted in accordance with the approved climical 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 subrmitted 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 1s
earlier;

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
tarmination shall be communicated to the Central Licencing Authority within
thirty working days of such termination;

Any repart of serious adverse event accurring 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 V| of the New Drugs and Clinical Trials Rules, 2019,

In case of injury during climical trial to the subject of such trial. complete medical
management and compensation shall be provided in accordance with the
Chapter V| of the said Rules and details of compensation provided in such
cases shall be intimated to the Central Licencing Authaority within thirty working
days of the receipt of order issued by Central Licencing Authority in accordance
with the provisions of the said Chapter,

in case of chinical trial related death or permanent disability of any subject of
such trial during the trial, 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 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 Authornty or outside
experts as authorised by the Central Licencing Authority, to verify compliance of
the requirements of these rules and Good Clinical Practces Guidelines, to
nspect. 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 tnal 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 ohjective, design, subject population, subject eligibility, assessment, conduct
and treatment of such specific climcal trial,

(xwii) The sponsor and the investigator shall mantain the data integrity of the data

generated during clinical tnal

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

{aix)

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/D14/2022

The Central Licensing Authorty hereby permits Mis Clinexel Life Science Private
Limited, B-1104, Gunina, Sector 16A, Sanpada, Near Moraj Residency Navi
Mumbai {India) — 400705 to conduct clinical trial of the new drug errveshgational-new
drug as per Protocol No. Clinexel-SRS5-001, Version No.: 1.0, Date: 21.02.2022 in the

below mentionad clinical trial sites,

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

'Names of the new drug:

Fosfomycin Trometamol Powder 3gm

_Therapeutic class: | Antibacterial -
'Dosage form: | Powder =
Compaosition: Each sachet contains:

Fosfomycin

Indications:

Details of clinical trial sil:as

Ehrunuc Bacterlal F'mstatmﬁ

Fosfomyein Trometamol eq. to

MNo.

Name of _F'rinr:ipal Investigator &

Trial sites
Dr. Sudheer Kumar Dewana,
Pathgological Laboratory PGIMER,
1 | Dean office Sector 12, Chandigarh,
MNot Availlable, Chandigarh India
Chandigarh-160012
Dr. Alok Jain,
Pathological Laboralory Apex
2 | Hospital, SP-4 & 6, Central road,
Malviya Nagar Industrnal Area, Malviya
- Nagar, Jaipur, Rajasthan - 302017,
| Dr. Priyabrata Das,
Institute of Medical Sciences (IMS)
and SUM Hospital, Institute of Medical
3  Sciences (IMS) and SUM Haospital
K8, Kalinga Nagar, Bhubaneswar
Khordha Orissa - 751003,

Dr. Arun Chinchole,

Pathological Laboratory United

CIGMA Institute of Medical Sciences
4 | Pvt Ltd., 3" Floor, Plot No_ 6, 7

Survey No. 10, Shahnoorwadi,

Dargah Road. Aurangabad,

Maharashtra {India) — 431001.

Ethics Committee Name/ Hegiﬁtratinn'
Number

Institutional Ethics Committee.

Insttutional Ethics Committee.

IEC-CRS

Ethics Enmr‘nittee,mited CHGMA Institute
of Medical Sciences Pvt. Ltd.,



| Dr. Ajit Sawant, Institutional Ethics Committee Lokmanya
Lokmanya Tilak Municipal General Tilak.

Hospital, Lokmanya Tilak Municipal

5 | General Hospital and Medical College
Sion Hospital RB2 Central Railway
Quarters, Jain Society, Sion, Mumbai,
Maharatshtra — 400022

Dr. Ashok Gupta, Maharaja Agrasen Hospital Institutional
Maharaja Agrasen Hospital, Jain Muni | Ethics Committee.

Guru Ramkrishan Marg, Near Metro
Station Jain Muni Guru Ramkrishan
Marg, Block C, Shivaji Park, Punjabi
Bagh, Delhi, 110026, West Delhi.

Dr. Suresh Kadli, Institutional ethics committee, BMCH.
Basaveshwara Medical College,
7 | Basaveshwara Medical College, SJM |
Campus, NH4 Bypass Chitradurga,
Karnataka — 577502.

Dr. ¥ Gnana Sundara Raju, | IEC King George Hospital,
King George Medical College '

Hospital, KGH Down Road, Opp. KGH

of gate, Maharani Peta,

Visakhapatnam, Andhra Pradesh -

231011,

Dr. S Joseph Philipraj, | Institutional Human Ethics Committee.
Mahatma Gandhi Medical College and

Research Institute, Mahatma Gandhi |

Medical College and Research |

Institute Pondicherry, Pondicherry-
Cuddalore Road, ECR,
Pillayarkuppam, Puducherry -
607402,

Dr. Padmaraj Hegde, MAHE Ethics Committee.
Kasturba Medical College, Manipal,
10 | Tiger Circle Road, Madhav Nagar,

| Manipal, Karnataka — 576104, Udupi,
| Karnataka — 576104

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, 1840
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(Dr. "H’h Somani)

Place: New Delhi Central Licensing Authority
Date: Stamp
08 Jul piiyL Dr. V. G. SOMANI
Crugs Controfler Goneral {Indz)
Ota, Geperal of Health Senices
{iinistry of Haalth and Family Wellane

FEIA Bhowan, Kelis Foad, | 7.0
Ierwy Dl 11 0002



