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GOVERNMENT OF JINDIA
Directorate General of Health Services
Central Drugs Standard.Control Organization
Office of Drugs Controller General (India}
(Global Clinical Trial Division)

FDA Bhawan, Kotla Road, New Delhi-110002
Tel No: 01123236965, Fax: 01123236971
E-mail; degmic.in

File No: CT/58/14 — DCG (1) Date: 0

To.
M/s AstraZeneca Pharma [ndia Lid,,
P.B. No. 4525, Block N1, 12t Floor,
Manyata Embassy Business Park,
Rachenahalli, Quter Ring Road,
Bangalore-560 045,

Subject: Permission for conducting a clinical trial entitled “A Phase 3,
Multicenter, Randomized, Open-Label, Active-Controlled Study of
the Safety and Efficacy of Roxadustat in the Treatment of Anemia in

Dialysis Patients”— regarding.

_Reference: -Your letter No. REG/2014/CT/DGHS/028dated 1% Dec 2014on the
subject mentioned above.

Sir,
This Direclorate has no objection Lo your conducting the subject imentioned
clinical trial as per the provisions of Drugs & Cosmetics Rules under supervision of
the following investigators and as per the Protocol No: DP5740C00002edition No.

4.0dated 26Sept 2014submitted to this Directorate:

1. Dr. N. K. Hase, 344, Department of Nephrology, Seth GS Medical College &
KoM Hospital, Parel, Mumbai-400 012,
2. Dr. Vinay Malhotra, Department of Nephrology, SMS Medical Coilege &
Hospital, J.L.N. Marg, Jaipur — 3072 004. : '
3. Dr. Rana Gopal Singh, Sir Sunderlal Hospital, Institute of Medical Sciences,
Banaras Hindu University, Varanasi - 221005, Uttar Pradesh,
¥ Dr. Suceena  Alexander, Department of MNephrology, Christian Medical
College, Vellore - 632 004, Tamil Nadua,
5. Dr. Umapati Narasinha Hegde Muljiibhai Patel Urological Hosmial, L.
Virendra Desai Road, Nadiad - 387001,
6. Dr. Ashwani Gupla, Sir Ganga Ramn Hospital, Sir Ganga Ram Hospital Ma
Rajinder Nagar, New Dethi-110 060.
7. Dr. C.S. Chetan, Jagadguru Sri ShivarathreeshwaraHospital, Mahathma
' Gandhi Road, Mysore, Karnatalia- 570004, :
8. Dr. Renuka Satish, Department of Nephrology, St John’s Medical College
Hospital, Sarjapur Road, Bangalore — 560 034, :
9. Dr. Rahul Grover, Max Super Specialty Hospital, (West Block], 1-press
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12.Dr. Sandip Kumar, The Calcutia Medical Research institute 7/2 diaznond
Harhour Road Kolkata-700027, West Bengal.

13.Dr. G. Prasad, Department of Nephvology, Superspeciality Block, King
George Hospital, Maharanipeta, Visakhapatnam, Andhrapradesh-530002.

14.Dr, Narinder Pal Singh, Pushpanjali Crosslay Hospital, W3, Sector 1,
Vaishali, Ghaziabad UP-201012

15.Dr. Nikhil Sunil Kumar Badnekar, Dept. of Nephrology, Sassoon General
Hospital, Near Punc raihvay station, Pune-411001, Maharashtra.

16.101. Avinash lgnatius, Noble Hospital Pvt. Ltd, 153, Magarpatta city road,
pune, 411013, Maharashtra.

17.0r. B. Sudhakar, St Theresa’s Hospital Sanathnagar, Hyderabad-500018,
Telangana. : '

18.Dr. Kalpana Mehata, Depl. of Nephrology, OPD building, 7% floor, TN
Medical college, and B.Y.L, Nair charitable hospital, Dr. A.L. Nair Road
Mumbai Central East, Mumbai-400008.

Kindly note that the clinical trial permission is subject to the following
conditions:

a. Clinical triai shall be conducted in compliance with the approved prolocols,
requiremertts of Schedule Y, Good Clinical Practice Guidelines issued by this

Directorate and other applicable regulations;

b. Approval of the Ethics Comrnittee shall be ohtained before initiation of the
study;

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

d. 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 fhe detailed reasons for the same shall be
communicated o the said Licensing Authority; ‘

¢. Any report of serious adverse event occurring during clinical trial study o the
subject, after due analysis, shall be forwarded within ten days of 1ls ocowrence
as. per Appendix Xl and in compliance with the procechwres prescribed In
Schedule Y;

£ I case of an injury or death during the study fo the subjects, the applicant
shiall provide conplete medical manageraent and corn e sation i the rase af
frial velated npry or deatht dn sccordance with role 1922 DAR and the
procedures prescribed nnder Sehedule Y, and the delails 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
B¢ epen to inspection by ihe officers authorized by the Central Drugs Standard
Conlrol Organization, whe inay be accompanied by an officer of the State Drug
Conirnl Antharity concerned, Lo verify compliance to ihe requirernents of
Tededdote ¥ Goest Uhimiead Prnetioes ;‘-"“:‘:!‘!1:‘!“:{‘.‘, Do ceodnes o clivdend teat i
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h.

111,

The Spenseor 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 clinical trial sites to inspect, search and
scize any record, data, document, books, investigational drugs, ete. related to
clinical trial and provide adequate replies to any queries raised by the
inspecting authority in relation (¢ the conduct of clinical trial.

Climical  frial  shall be conducted only at those sites which are
mstitutes/hospitals having adcquate emergency facilities and duly registcred
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 trial, facility available
with the [nvestigator efc. However, under no circumstances the number of irials
should be more than three at a time.

The details of payment/honorarium /financial support/fees paid by the Sponsor
to the Investigator(s) for conducting the study shall be made available to this
directorate hefore initiation of each of the trial sites.

In addition to the requirement of obtaining written informed consent, audio -
visual recording of the informed consent process of each trial subject, including
the procedure of providing information to the subject and his/her

understanding on such consent is required to be done while adhering to the

principies  of confidentiality. Such audio-visual recording and related
documentation shall be preserved. This is applicable to the new subjects to be
enrolled in  all clinical trials including Global Clinical Trials.All the Sponsors
/Investigators /Institutes/Organizations and other stake holders involved in
conduct of clinical trials in the country are required to adhere to this
requirement of audio-visnal recording of informed consent process of trial

subjects.

[t may kindly be noted that merely granting permission to conduct clinical trials
with the drug does not convey or impiy that based on the clinical trial data
generated with the drug, permission lo market this diug in the couintry will
autornatically be granted io you.

Yours farthlolly,

s

(Dr. V.G. Somani)
Joint Drugs Controller (India) &

Licensing Authority

Page 3 of 3







