F. No. IND/IFORMA44/FFI2018/12762
CDSCO F. No. IND/CT/18/000001
Government of India
Directorate General of Health Services
Central Drugs Standard Control Organization
New Drugs Division

DA Bhawan, Kotla Road
New Delhi.
Dated: { & ¢4 2 cic
To

M/s Cadila Heaithcare Ltd.,
Zydus Tower, Satellite, Satellite Cross Roads,
Ahmedabad-380 015.

Subject: Permission for conducting clinical study entitled, "A Phase 3, Multicenter, Muliti-
country, Open-label, Randomized, Active-controlled Clinical Trial to Evaluate the Efficacy and
Safety of Desidustat versus Darbepoetin for the Treatment of Anemia in Patients with Chronic
Kidney Disease (CKD) who are not on Dialysis" - regarding.

CT NOC No. CT/ND/36/2019
Sir,

This Directorate has no objection to your conducting the subject mentioned clinical trial as per
the provisions of Drugs & Cosmetics Rules under supervision of the following investigator and
as per the Protocol No: DESIL.18.001.01 PROTOCOL, Version No: 1.0, Dated 19.12.2018
submitted to this Directorate.

S. No Investigator and Trial site Ethics Committee Name and
Registration Number
01 Dr. Dilip Kumar Pahari, Clinical Research Ethics Committee,

Medica Institute of Kidney Diseases, | Medica Super Speciality Hospital, 127,
Medica Super Speciality Hospital, | Mukundpur, E. M. Bypass, Kolkata -
127, Mukundpur, E. M. Bypass, | 700099

Kolkata - 700099 ECR/202/Inst/WB/2013/RR-16
02 Dr. Deepak B Varade, Suraksha Ethics Committee, Asian
Asian Institute of Medical Sciences, | Institute of Medical Sciences, MIDC,
MIDC, Dombivii, 421203 - Thane Dombivli, 421203 - Thane
ECR/644/Inst/MH/2014/RR-17
03 Dr. Sanjay A Munde, Institutional Ethics Committee of B J Govt

B. J. Govt. Medical College and ] Medical College and Sassoon General
Sassoon General Hospital, Pune, | Hospital, Pune Station Road, Pune

Station Road, Pune - 411001 411001
) ECR/280/Inst/Mahal/2013/RR-16
04 Dr. Edwin Fernando Mervin, Institutional Ethics Comimittee,

Department of Nephrology, Govt | Department of Nephrology, Govt. Stanley
Stanley Medical College & Hospital, | Medical College & Hospital, Chennai —
Chennai - 600001, Tamil Nadu 600001 Tamil Nadu
ECR/M31/Inst/TN/2013/RR-16
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05 Dr. Dhananjai Agarwal, Ethics Committee of SMS Medical
Department of Nephrology, S.M.S| College & Attached Hospitals, office of
Medical College Hospital, JLN Marg, | Ethics Committee, First Filoor, Allergy
Jaipur — 302004, Rajasthan Clinic, Dhanwantri OPD Block, SMS
Hospital, JLN Marg, Jaipur - 302004,
ECR/26/inst/RJI2013/RR-16
06 Dr. Avinash Ignatius, Noble  FHospital Institutional  Ethics
Noble Hospital Pvt Lid, 153, | Committee, Rcom No. 5, Noble Hospital
Magarpatta City, Hadapsar, Pune | Clinical Research Department, Noble
411013 Annex, Noble Hospital Pvt. Ltd., 153,
Magarpatta City, Hadapsar, Pune
411013,
ECR/259/Inst/MH/2013/RR-16
07 Dr. Parshotiam Koradia, BAPS Pramukh Swami Hospital
BAPS Pramukh Swami Hospital, | Institutional Ethics Committee, Adajan
Adajan Cross Road, Adajan, Surat — | Cross Road, Adajan, Surat — 395009,
395009, Gujarat. Gujarat
ECR/639/Inst/GJ/2014/RR-17
03 Dr. Manisha Sahay, Institutional Ethics Committee, Osmania
Osmania General Hospital, Afzalgunj, | Medical College, Koti, Hyderabad
Hyderabad 500085, T.S. 500095,
ECR/300/Ainst/AP/2013/RR-16
09 Dr. Sanjay Srinivisa, Institutional Ethics Committee, Sapthagiri
Sapthagiri  Institute  of  Medical | Institute of Medical Sciences & Research
Sciences & Research Center, No. 16 | Center, No. 15 Chikkasandra, Hesargatta
Chikkasandra, Hesargatta Main Road, | Main Road, Bengaluru — 560080.
Bengaluru —- 560090 ECR/583/Inst/KA/2014/RR-17
10 Dr. B Sudhakar, Ethics Committee, St. Theresa’s Hospital,

St. Theresa's Hospital, Sanathanagar,
Hyderabad - 500018, Telangana
State.

Sanathanagar, Hyderabad - 500018,
Telangana State.

ECR/230/Inst/AP/2013/RR-16

Kindly note that the clinical trial permission is subject to the following conditions:-
a) Clinical trial shall be conducted in compliance with the approved protocols, reguirements
of Schedule Y, Good Clinical Practice Guidelines issued by this Directorate and other

applicable reguiations.

b) Approval of Institutional Ethics Committee duly registered with CDSCO (under Rule
122DD of Drugs & Cosmetics Rules) should be obtained and submitted to this

Directorate before initiation of the study.

Clinical trials shall be registered at Clinical trials Registry of India hefore enrolling the first

patient for the siudy.

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

Licensing Authority.

Any report of serious adverse event occurring during clinical trial study to the subject,
after due analysis, shall be forwarded within fourteen days of its occurrence as per
Appendix Xi and in compliance with the procedures prescribed in Schedule Y.
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f)

g)

h}

)

k)

F. No. IND/IFORMA4/FF/2018/12762
CT NOC No: CT/ND/36/2019

In case of an injury or death during the study to the subjects, the applicant shall provide
complete medical management and compensation in the case of frial related injury or
death in accordance with rule 122 DAB and the procedures prescribed under Schedule
Y, and the details of compensation provided in such cases shall be intimated to the
Licensing Authority within thirty days of the receipt of the order of the said authority.

The premises of Sponsor including their employees, subsidiaries and branches, their
agents, contractors and sub-contractors and clinical trial study sites shall be open to
inspection by the officers authorized by the Central Drugs Standard Control
Organization, who may be accompanied by an officer of the State Drug 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 Standard Control Organization, who may
be accompanied by an officer of the State Drug Control Authority concerned, to enter
with or without prior notice, any premises of Sponsor including their employees,
subsidiaries and branches, their agents, contractors and sub-contractors and clinicat 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 authority in relation to the conduct of clinical trial.

Clinical trial shall be conducted only at those sites which are institutes/hospitals having
adequate emergency facilities and duly registered Institutional Ethics committees.

The sponsor shall ensure that the number of clinical trials an investigator can undertake
should be commensurate with the nature of the ftrial, facility available with the
Investigator etc.

The details of paymenthonorarium/financial support/fees paid by the Sponsor to the
Investigator(s) for conducting the study shall be made available to this directorate before

initiation of each of the trial sites.

In addition to the requirement of obtaining written informed consent, an audio-video
recording of the informed consent process in case of vulnerable subjects in clinical trial
of New Chemical Entity or New Molecular Entity including procedure of providing
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 of the informed consent process of individual subject
including the procedure of providing information to the subject and his understanding on
such consent shall be maintained by the investigator for record, as per Government of
India, Gazette Notification vide G. S. R. no. 611(E) dated 31.07.2015.
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m) Investigational products shall be manufactured under GMP conditions using validated

n)

P

procedures and shall have ongoing stability programme.

if the clinical trial batches are different from that of the primary batches for which data
have been submitted, stability reports for clinical frial batches are to be submitted as per
Appendix IX of schedule Y of drugs and Cosmetics Rules for Drug substances and
formulation along with Clinical study Report.

It may kindly be noted that merely granting permission to conduct clinicaf 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 automatically be granted to you.

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 Schedule Y of the Drugs and cosmetics Rules, 1945 must got approved from the
respective Ethics Committee and Submitted to CDSCO before enrolling first subject at

the respective site.

Yours faithfully,

EA

(Dr. S. Eswara Reddy)
Drugs Controller General (India)
and Licensing Authority
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