Nil ' File No. FDC/MA/19/000001 Tele. No. : 011-23236965
L ‘ ‘Government of India Fax No. :011-23236973
- B Directorate General of Health Services
Central Drugs Standard Control Organization
- {FDC Division)
FDA Bhawan, Kotla Road
New Delhi-110002
Dated:
To, 1 5 OCT sz

M/s. Akums Drugs & Pharmaceuticals Ltd.,

19

-21, Sector 6A, IIE, SIDCUL, Ranipur,

Haridwar-249403, Uttarakhand.

Subject. Permission for ?conducting phase lll clinical trial with FDC of Cilnidipine IP

CT No.

Sir,

+ Azilsartan Kamedoxomil eq. to Azilsartan Medoxomil (20mg + 40mg &

10mg + 40mg) tablets (Vide Protocol No. ADPL/AZL-CLN/05/18, Version No.
2.0, dated 28.05:2019) -regarding.

CT/Drugs/86/2019

Please refer to your letter no. nil dated 29.11.2018 on the subject mentioned above.

This Directorate has no objection to your conducting clinical trial with the said drug under the
supervision of following investigators mentioned and as per the ADPL/AZL-CLN/05/18,
Version No. 2.0, dated 28.05.2019 submitted to this Directorate.

1.
2.

3.

Dr. R.8. Raman, Maharaja Agrasen Hospital, Punjabi Bagh, New Delhi — 110026,

Dr Rakesh Kumar Aggarwal , Deep Hospital 478-L, Model town, Ludhiana, 141002
Punjab. '

Pr Manish Gutch, Mother and child state Referral Hospital a unit of Dr. Ram Manohar
Lohia Institute of Medical Science, Amar Shaheed Path, Police office Gomti Nayar,
Lucknow- 226002,

Dr Jagadish G, Gadag Institute of Medical Sciences (GIMS), Department of Medicine,
Gadag - 582103, (Karnataka)

Dr Nirmal § Parmar, Prisha Medical Care , 2nd Floor, Nakshatra Complex, I0C Road,
Chandkheda (Opposite Munikrupa School), Ahmedabad — 382424,

Dr. Gouranga Sarkar,, Health Point Hospital , 21, Prannath Pandit Street, Kolkata —
700025. (West Bengal).

Dr. Prakash. S. Ramanagoudar, Dr. $. R. Ramanagoudar Multispeciality Hospital and
Research Institute, Malapur Cross, Dharwad -580008

The clinical trial permission is subject to the following conditions:-

a. Clinical trial shall be conducted in compliance with the approved protocols,
requirements of Schedule Y, Good Cliinical Practice Guidelines issued by this
Directorate and ‘other applicable regulations;

b. Approval of the Ethics Committee duly registered with the office of DCG {0

- shall be obtained before initiating the clinical trial.

c. Clinical trials shall be registered at Clinical trials Registry of India before
enrolling the first patient for the study:

0. Annual status report of each clinical trial, as to whether it is ongoing, compieted
or terminated, shall be submitted to the Licensing Authcrity, and in case of
termination of any clinical trial the detailed reasons for the same shall be
communicated to the said Licensing Authority;

e. Any report of serious adverse event occurring during clinical trial study ‘o the
subject, after due analysis, shall be forwarded within fourteen days of its
occurrence as per Appendix X|I and in compliance with the procedures
prescribed in Schedule Y,

f.In case of an injury or death during the study to the subjects, the applicant shall
provide complete medical management and compensation in the raca ~f trist



Copy to:-

receipt of the ofder of the said authority;

The premises: of Sponsor including their employees, subsidiaries and
branches, theiriagents, contractors and sub-contractors and clinical trial study
sites shall be ppen to inspection by the officers authorized by the Central
Drugs Standard Control Qrganization, who may be accompanied by an officer
of the State Djug Control Authority concerned. to verify compliance to the
requirements of Schedule Y, Good Clinical Practices guidelines for conduct of
clinical trial in India and other applicable regulations:

The Sponsor including their employees, subsidiaries and branches, their
agents, contractors and sub-contractors and clinical trial study sites and the
Investigator shall allow officers authorized by the Central Drugs Standarg
Control Organization, who may be accompanied by an officer of the State Drug
Control Autharity concerned, to enter with or withcut prior notice, any premises
of Sponsor inclyding their employees, subsidiaries and branches, their agents,
contractors and! sub-contractors and clinical trial sites to inspect, search and
seize any record, data, document, books, investigational drugs, etc. related to
clinical trial and provide adequate replies to any queries raised by the
inspecting autharity in relation to the conduct of clinical trial.

In addition to the requirement of obtaining written informed consent, an audio-
video recording bf the informed consent process in case of vulnerable subjects
in clinical trial of New Chemical Entity or New Molecular Entity including
procedure of prbviding information to the subject and his understanding on
such consent, shall be maintained by the investigator for record; provided that
in case of clinical trial of anti-HiV and anti-leprosy drugs only audio recording

shall be Maintairjed by the investigator for record, as per Government of India,
Gazette Notification vide G. S. R. no. 611(E) dated 31.07.2015.

Informed Consent Documents (ICD) viz. Patient Information Sheet (PIS) and
Informed Consent Form (ICF) complete in all respect as per the requirements
specified in Appendix V of Scheduie Y of the Drugs and Cosmetics Rules,
1945 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 hoted that merely granting permission to conduct clinical trials
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
automaticaily be granted to you.

All tests (including Renal function test & serum electrolytes) should be
done on day 7.

Ultrasound abdomen & renal Doppler at baseline should be done prior to
enrolment '

Yours faithfully,

Vo

(Dr. V. G. Somani)
Drugs Controller General (India)

All Zonal/Sub Zonal offices qj_f CDSCO.



