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Diary No: 12675
Date: 06 .04 .2018 r . No 12-75/14-DC (Pt . B)

Directorate Ge neral of Heal th Services
Office of Drugs Controller Ge neral (Indi a )

(New Dru g Division)

Tele No.Oll ·23 236965

Fax.No.Oll-23 236973

FDA Bhawan,
Kot la Road. New Delhi

Dated : l l - c b- ;2. c / b

To
M/s . Cadila Healthcare Limi ted ,
Zydus Tower,
Sate llite Cross Roa d s ,
Ahm edabad - 380 0 15 .

Subject: Pe rm ission for conducting a Phase rB/ IlA 'clin ical study e ntitled , "A
Phase IS /IrA, multi-cen ter , open-labe l cl in ical trial to evaluate the safety,
to lerability and pharmacokinetic of Desidustat for the patien ts with Chronic
Kidney Disease (CKD) on Dial ys is" - regarding.

CT NOC No. - CT /ND/1 7/2018

Reference : You r applicatio n n o. ZRC /QR / 18 .026 dated 04.04 .20 18 on the
su bject m entioned a bove .

Sir,

Th is Directo rate has n o objection to your conducti ng the subject mentioned
clinical trial as pe r the provisions of Drugs & Cosmetics Rules u nder supervision
of the followin g inve st igator and as per the Protocol No . ZVANI 1003, Version
No: 01 , Dated 13.03 .2018 su bmitted to this Directora t e .

S. Investigator and Trial site Ethics Committee Name and
No Registration Number

1. Dr. Archit Patel, I Institutional Ethics Committee ,
Aman Hospit al and Research Aman Hos pi tal and Research Center, 15,
Ce nter, 15 , Shaswat, Opp . Shaswat, Opp . E .S .I Hospi tal , Gotri Road ,

E .S. l Hospital , Gotri Road , Vadodara - 390 02 1, Gujarat, India.

Vadodara - 390 02 1, Reg. No: ECR/857/Inst /GJ/2016

Gujarat, In di a. I
I

2 . Dr. Sishir Gang, Ethics Committee,
Mu ljibhai Pa tel Urological Mu lj ibh ai Patel Society for Research in
Hospital , Dr. Vire ndra Desai Nephro-Uro logy,

Road, Nadiad - 387 001, Jayaramdas Pa te l Academic Centre,

Gujarat, In d ia . Mu ljibhai Pate l Urological Hospi tal , Dr.
Virendra Desai Road , Nadiad - 387 00 1)

I

Gujarat, In d ia.
Reg. No:
ECR/276/Muljibhai/Inst/GJ /2013/RR-
16
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Kindly note that the cltrrical trial perm.RSSiOE1 is subject to the following
conditions:-

a) Clinical trial shall be conducted in compliance with the app roved protocols ,
requ ire men ts of Schedule Y, Good Clinical Practice Guidelines issued by this
Directorate and other applicable regulations.

b) Approval of Institutional Ethics Committee duly registered with CDSCO (under
Rule 122DD of Drugs & Cosmetics Rules) should be obtain ed and submitted to
this Directorate before initiation of the study.

c) Clinical trials s h al l 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,
co mp le ted 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 Au thority.

e) 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 comp liance with the procedures
prescribed in Schedule Y.

n In ca s e of an injury or death during the study to the subjects, the applicant
shall provide complete medical management and compensation in the ca se of
trial 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 or der of the said authority.

g) 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 ver ify compliance to
the requirements of Schedule Y, Good Clinical Practices guidelines for conduct
of clinical trial in India and other applicable regulations .

h) The Sponsor including their employees, subsidiaries and branches, their
agents , con tractors 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 acc ompanied 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, con tractors 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 authority in relation to the conduct of clinical trial.

i) Clinical trial shall be co n du cted only at those sites which are
institutes/hospitals having adequate emergency facilities and duly registered
Institutional Ethics committees .

j) 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 Investigator etc.

r:
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k) The detail s of p ayment/honorarium/financial su pp ort/ fee s paid by the
Sponsor to the lnvestigator(s) for condu cting the stu dy shall be made a vailabl e
to this directora te before initi ation of each of the trial sites .

1) In addition to the requirement of ob tain in g w ri tt e n informed co nse n t , an
a u d io -video re cording of the informed co n sen t proce s s in case of vu ln erable
su b jec ts in clinical trial of New Chemical Enti ty o r New Molecular Entitv
including procedure of providing in formatio n to the s u b jec t and hi s
understanding on s u ch co nsen t. s hal l be m aintained by the inve stigator for
record; provided that in case of clin ical trial of anti-HIV and ant i-le p rosy
drugs, only au d io recording of the informed co nsen t p ro cess of individual
su bject including the procedure of providing information to the su b jec t and his
u n de rs tandin g on such consen t s h all be main tain ed by the in ves tigator for
re cord, a s per Gov ern men t of In dia, Gazette Notification vide G. S . R. no .
611(E) d ated 3 1.07. 20 15 .

m) The bulk drug to be used in manufacturing of finished formulation
in t ended to be used in the clin ic a l trial and clin ical trial batches of
finished formulation shall be manufactured under GMP conditions using
validated procedures and shall have ongoing stability programme.

n) If th e cli nical tr ial ba tches are different from tha t of the p rimarY batches for
which d ata have been submitted, s tability reports for clinical trial batches are
to be su bm itted a s per Ap pendix IX of schedu le Y of dr u gs and Cosmetics
Rules for Drug s u bs tances and formulation along with Clinical study Report.

0) It m ay kindly be noted that m erely granting p ermi s sion to con duct clinical !
trials with the drug does not co nveyor imply that ba sed on the clinical trial
da ta ge n erated with the drug, permission to market this drug in th e co u ntry
will au to matic al ly be granted to you .

p) Informed co n sen t documents (ICD) viz . Patient Information sheet (PIS) and
Informed Consent form (rCF) com p lete in all respect a s per the requirement s
speci fied in Appendix V of Schedu le Y of the Drugs and co s m etics Rules, 1945
must go t app roved fr om the respective Ethi cs Committee and Submitted to
CDSCO before enrolling fir st su bject a t th e respective si te .

Yours Iaitbfu lly ,

$#
(Dr. S. Eswara Reddy)

Drugs Controller General (India)
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