| Nil File No. FDC/MA/20/000062 v/ Tele. No. : 011-23236965
[ - , Government of India Fax No. :011-23236973
Directorate General of Health Services
Central Drugs Standard Control Organization
(FDC Division)

FDA Bhawan, Kotla Road
New Delhi-110002
Dated:
2 315
To, Ué allb 2020

M/s. Akums Drugs & Pharmaceuticals Ltd.,

304, Mohan Place, L.S.C., Block-C,

Saraswati Vihar, Delhi-110034.

&

Subject: Permission to conduct Phase lll clinical trial with the FDC of Azelnidipine IP
+ Olmesartan Medomoxil IP (8mg + 10mg, 8mg + 20mg & 8mg + 40mg) film
coated tablet (Vide protocol no. BRADPL/FDC/CT/AOM/05/20, version no.
1.0, dated: 04.05.2020)-regarding.

Dear Sir,

With reference to your letter No. nil dated 29.08.2019 please find enclosed herewith

the “permission to conduct clinical trial study of new drug” bearing no. CT-06-72/2020 under

the provision of Drugs and Cosmetics Act and Rules. The permission is subject to the

conditions mentioned below.

Kindly acknowledge receipt to this letter and its enclosures.

Yours faithfully,

o
L Jp
(Dr. V. G. Somani)
Drugs Controller General (India)

CONDITIONS OF PERMISSION

| 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;

ll.  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:

HI. 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:

V. 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:



VI.
VIl
VIII.

XI.

XII.

Xl

XIV.

XV.

XVI.

XVIL.

XVIIL.

XIX.
XX.

XXI.
XXIL.

XXIII.
XXIV.

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;

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 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 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 Third 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 medical management
and compensation shall be provided in accordance with Chapter VI 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 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 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 specific
clinical trial;

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

BE study report should be submitted to CDSCO for review before initiating the Clinical
Trial.

KFT (kidney function test) shall be included at the end of one week.

USG abdomen should be included as the screening test to rule out the secondary
hypertension.

Withdrawal criteria should be defined for not responding patients.

Lost to follow up data shall be included.



FORM CT-06

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

PERMISSION TO CONDUCT CLINICAL TRIAL OF NEW DRUG OR
INVESTIGATIONAL NEW DRUG

Permission no.: CT-06-72/2020

1. The Central Licencing Authority hereby permits M/s. Akums Drugs &
Pharmaceuticals Ltd., 304, Mohan Place, L.S.C., Block-C, Saraswati
Vihar, Delhi-110034 (Name and full address with contact details of the
applicant) to conduct clinical trial of the new drug or investigational new drug
as per protocol number BRADPL/FDC/CT/AOM/05/20, version no. 1.0,
dated: 04.05.2020 in the below mentioned clinical trial sites.

2. Details of new drug or investigational new drug and clinical trial site [As per

Annexure].

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: .............
Date: ...cocoeeiii .

g4 AUt 20

Annexure:

\j/\m
N~
Central Licencing Authority

Dr. V. G. SRR
Dr:ugs Controller General (Indiz)
_Die. General of Health Servic-
Mifl.’f “of Health and Family Weliara

FDA Bhawan, Kotla Road, 110,
New Dajhi-110002

Details of new drug or investigational new drug:

Names of the new drug or
investigational new drug:

Azelnidipine IP + Olmesartan Medomoxil IP (8mg +
10mg, 8mg + 20mg & 8mg + 40mg) film coated
tablet

Therapeutic class:

Antihypertensive

Dosage form:

Film coated tablet

Composition:

Azelnidipine IP + Olmesartan Medomoxil IP (8mg +
10mg, 8mg + 20mg & 8mg + 40mg) film coated
tablet

Indications:

For the treatment of hypertension

Details of clinical trial site:

Names and address of clinical trial site |As per annexure- A

Ethics committee details:

As per annexure- A

Name of principal investigator:

As per annexure- A




Permission no.: CT-06-72/2020

Annexure-A

S. Name of PI Site Name

Ethics Committee Name,
Address & EC registration No

1 | Dr. Gauranga Sarkar | IPGME&R/SSKM Hospital,
244, AJC Bose Road, Kolkata-

IPGME&R Research Oversight
Committee, 244, AJC Bose Road,

T

700020. Kolkata-700020.
ECR/35/Inst/WB/2013/RR-19
2 | Dr. D. Anil Kumar Gandhi Institutional Ethics Committee, 2"
Musheerabad, Hyderabad, | Floor, Gandhi Hospital,
Telangana-500003 Musheerabad, Hyderabad,

Telangana-500003
ECR/180/Inst/AP/2013/RR-19

3 | Dr. Partha Saradhi Apollo DRDO Hospital, DMRL,
S.V. X Roads,
Hyderabad-500058

Kanchanbagh,

Institutional ~ Ethics =~ Committee-
Clinical Studies (IEC-CS), 1% Floor,
Medical College Auditorium Building,
Apollo Research & Innovations,
Jubilee Hills, Hyderabad,
TAlangana-500096
ECR/38/Inst/AP/2013/RR-16

Om Sai Onco Institutional Ethics

4 | Dr. Alok Shinde Om Sai
Multispecialty Center, R.S No. | Committee, R.S No. 457/10C, Dr.
457/10C, Dr. Lad Colony, | Lad Colony, Main Road, Kasaba
Main Road, Kasaba Bawada, | Bawada, Kolhapur, Maharashtra-
Kolhapur, Maharashtra- | 416006
416006 ECR/1112/Inst/MH/2018 L
5 | Dr. AKK. Misra King Institutional ~ Ethics ~ Committee,

University Chowk Lucknow-

Research Cell Administrative Block

226003, U.P. King George’s Medical University
Chowk Lucknow-226003, U.P.
ECR/262/INST/UP/2013/RR-19
6 | Dr. Vikram Singh Dr. Ram Manohar Institutional  Ethics ~ Committee,
Institute of Medical Sciences, | Research Cell Office room no. 35,
Vibhuti 2% Floor Administrative  Block
226010 RMLIMS Lucknow-226010, U.P.

ECR/913/INST/UP/2017

i
r
Central Licencing Authority

Stamp
Dr. V. C. SOMANI
Drugs Contoller General (India)

) Dte. Geneiwj alth Services
i\é@stry of Heclth and Family Welfare
FDA Bhawa ) Road, L.T.0.
New Dzlhi-110002




