File No. 12-109/2017-DC (Pt-Akums-SND)
Government of India J
Directorate General of Health Services
Central Drugs Standard Control Organisation
(Subsequent New Drugs Division)

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

To 27 JuL 200

M/s. Akums Drugs & Pharmaceuticals Ltd,
305, Mohan Place, L.S.C Block-c, Saragwati Vihar,
New Delhi — 110034.

Subject: Permission to conduct Phase Il Clinical trial of Febuxostat Extended
Release Tablet 40mg/80mg, Title:- “A prospective, Randomized, open-
labelled, multi-centric, Parallel-group, Phase Ill Study to Assess the
Efficacy and Safety of Febuxostat ER Tablet 40/80 mg versus Febuxostat
IR Tablet 40/80 mg for treatment of chronic hyperuricemia in conditions
where urate depression has already occurred (including a_history, or
presence of tophus and /or gouty arthritis)”. (Protocol No. VRL-CT-23-007;
Version 1.0; Date 16/02/2023) - Reg.

CT NQC No.: CT/SND/15/2023
Sir,

With reference to your Application No. 18739 dated 31-07-2017 please find enclosed
herewith the permission in Form CT-06, CT NOC No. CT/SND/1 5/2023 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 fasthfully,

\\ i /Q\

(Dr. Ra}ee mgh Raghu anshl)
Centra Llcensmg Authority

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 Cammittee 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
Committée of another trial site; or an independent Ethics Committee for clinical
trial constituted in accordance with the provisions of rule 7. '



(i)

(iv)

v)

(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:

Provided further that the approving Ethics Committee and the clinical tnal
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 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, A '
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 1O 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,

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 10 the Central Licencing Authority within
thirty working days of such t.errnination; '

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 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 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;

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

intimated to the Central Licencing Authority within thirty working days of.receipt
e



of the order issued by the Central Licencing 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 Licencing Authority who
may be accompanied by officers of the State Licencing Authority or outside
experts as authorised by the Central Licencing Authority, t0 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 geply to query raised by the said officer in

relation to clinical trial;

(xiv) Where the New Drug of 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;
(xv) The Laboratory owned by any person or a co
utilised by that person to whom permission

mpany or any other legal entity and
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 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,

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

generated during clinical trial. *

(xviii) Informed Consent Documents (ICD) viz. Patient Information Sheet (P1S) 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 merely granting

permission to conduct Clinical trial

with the drug does not convey of imply that based on the Clinical trial data
generated with the drug, permission to market this drug in thes country will

automatically be granted to you

(xx) More no. of Government clinical trial sites shall be included in this clinical

trial.

L]



FORM CT-06
(See rules 22, 25, 26, 29 and 30)

PERMISSION TO CONDUCT CLINICAL TRIAL OF NEW DRUG OR
INVESTIGATIONAL NEW DRUG
CT NQC NO.: CT/SND/15/2023

The Central Licensing Authority hereby permits M/S. Akums Drugs & Pharmaceuticals
Ltd, 305, Mohan Place, L S.C Block-c, Saraswati Vihar, New Delhi — 110034 to
conduct clinical trial of the new drug or investigational-new-drug as per (Protocol No.
VRL-CT-23-007; Version 1.0; Date 16/02/2023) — Reg. in the below mentioned clinical
trial sites.

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

I T — i ———— - — e R S—————— e e S -

 Names of the new drug: | Febuxostat Extended Release Tablet 40mg/80mg.

' Therapeutic class:  Antigout R

 Dosage form: | Extended Release Tablet __

' Composition:  Each film coated extended release tablet contains

= ERS— ,,‘ = = S I.F_ebﬁo,s)t_a_, B L A Ao et s io_mglsomg, e i
t Indications: “For the treatment of chronic hyperuricemia in condition where

' urate depression has already occurred (including a history, or
presence of tophus and /or gouty arthritis)

Details of clinical trial sites

I S i NR—— |
fSr. Tl‘lame of Principa Investigator & Trial | Ethics Committee Name/ Registration |
- No. | sites - Number

1

"~ I Dr. Darakh Prashant Purushottam | Ethics Committee of Ishwar Institute of ‘

!IShyvar Institute of Healthcare Ishwar | Health  care, lshwar Institute  of
' Heights,!st floor, plot no.7.gut no 6/1 \ Healthcare Ishwar Heights, 3rd floor, plot
1

' Padegaon Aurangbad-431002, ' Padegaon Aurangabad-

| Maharashtra, India
\ s \ 431002 Maharashtra | India
' ECRIQSBMnsUMHIZO‘I7/RR-20

|

l

l | & : |

\ . | beside Punjabi bhawan, | 5 7, gut no 6/1 beside Panjabi bhawan |
-

|

Dr.Sagar Sudhir Bhalerao - ' TL_?’R' Ethics  Committee,  Lifepoint |
| Liepond ‘Multispecialty Hospital, 3'1 | Multispecialty Hospital, 3rd Floor, Clinical
1 iFloor. Clinical Research Department. | Research Department, 145/1, Mumbai |
| 2 145/1 , Mumbai Bangalore Highway. | Bangalore Highway. Near Hotel Sayalji,

| A

' Near Hotel Sayayl, Wakad, Pune-

| 411087 Maharas}:trja i |Wakad.  Pune-411057, Maharashtra,
| el '

\ INDIA. _
. | ECR/751/INST/MH/Z015/RR-21
1 | Dr Gaura\}.jain ' | 7 ?_institutional Ethics Committee,
| }Dharamshrla Narayana Superspeciality | Dharamshila Narayana Superspeciality
k . \l \F/{g:ﬁirt\zlﬁara En[&)l:lireaml\f:;? e Ar;ﬂ:;i% Hospital, Dharamshila Marg, Vasundhara

: | Enclave, Near New Ashok Nagar Metro

1

T -

Nagar Metro Station, New Delhi 110096 |
sparmetic Blation, Rewoen ' Station, New Delhi 110096
| ECR/226[tnst/DL/20L3/RR-22



| Dr. Mukesh Garg
Sarvodaya Hospital
Centre, Sector-8 YMCA
4 Escorts Mujesar Metro Station, Sector 7,
| Faridabad, Haryana 121006

' Dr. N Subramanian
' Velammal Medical College Hospital and
' Research Institute, Tuticorin Ring road,
5 | Anuppanadi, Madhurai, Tamil
India-625009

& Research |

Nadu, |

| Nadu, India-625009

' Sarvodaya Hospital &Research centre -
Institutional Ethics Committee, Sector- |

Rd.near g yMCA Rd, near Escorts Mujesar Metro

Station,Sector 7, Faridabad, Haryana
121006 '
ECRIQQQ!InsUHR!ZOﬂIRR 20

" Institutional Ethics Committee- - Velammal |
LMedical College Hospital and Research
' Institute, Velammal Medical College
Hospital and Research Institute, Tuticorin
' Ring road, Anuppanadi, Madhurai, Tamil

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 Dru

Place: New Delhi
Date:

nd Cosmetic/:§ Act ;‘1940.
/) i
| ,

(Dr: Smgh
Central

Stamp




