
Diary No: 12675
Date: 06 .04.20 18 F. No 12 -7 5 / 1-t-D C (Pt . B)

Directora te Ge neral of Heal tJl Services
Office of Drugs Controlle r General (India )

(New Drug Divi sio n]

11.-

Tele NO .Oll-23236965

Fax.No 011-23236973

•

-

FDA Bha wa n ,
Kot la Road, New De lhi

Dated : 11 - Ob- )..~/8

To
M/ s. Cadila Healthcare Lim ited ,
Zydus Tower,
Satellite Cro ss Roads,
Ahmedabad - 380 015 .

Subject: Permission for conductin g a Ph a se IE/IrA clin ical study en titled , "A
Ph ase IE /rIA, mult i-center , ope n-label clin ical trial to evaluate the safety,
to lerability and pharmacokinetic of Desidustat for th e patients with Chron ic
Kidney Disea se (CKD) on Dialysis" - regarding.

CT NOC No .- CT/ND/17/2018

Reference : You r a pp lication n o. ZRC /QR j18.026 d ated 04 .04 .20 18 on the
su bje c t mentioned above .

Si r,

Th is Directorate h as no objection to your conducting the subject mentioned
clinical trial as per the provisions of Drugs & Cosmetics Ru les u nder supervision
of th e following in ves tiga tor and as per the Protocol No. ZVAN1 1003, Version
No: 01, Dated 13.03.2018 submitted to th is Directorate .

S . Inv e s tig ato r and Trial site Ethics Committee Name and
No Registration Number

1' 1Dr. Archit Patel, Institutional Eth ics Committee ,
Aman Hospital and Research Aman Hospi tal an d Research Cente r, 15,
Center, 15 , Shaswat, Opp. Sh aswat, Opp . E.8 .1 Hos p ital , Go tr i Road ,

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

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

Gujarat, India .
2 . Dr. Sis h ir Gan g , Ethics Committee,

Mulji bh ai Patel Uro logical Mulj ib h ai Pa tel Society for Research in
Hos pi ta l, Dr. Vireridra Des ai I Nephro-Urology ,
Road, Nadiad - 387 00 1, Jayaramdas Pa tel Academic Cen tre,

Gujarat, In d ia . Mu ljibhai Pa tel Urological Hos p it al , Dr .
Virendra Desai Road , Nadiad - 387 001 ,
Gujarat, In di a .
Reg. No:
ECR/276/Muljibhai/lnst/GJ/2013/RR-
16
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Kindly note that the clnnical trial permtsaion is subject to the following
conditions:-

~

a) Clinical trial shall be condu cted in com pliance with the approved protocols ,
requirements 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 obtained and submitted to
this Directorate 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 clin ical trial the detailed reasons for the same shall
be com m u nicated to the said Licensing Authority.

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 com pliance with the procedures
prescribed in Schedule Y. e

f) In case of an injury or death during the study to the subjects, the applicant
shall provide complete medical management and com pen s a tion in the case 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 cas es shall be intimated to the Licensing Authority within
thirty days of the receipt of the order 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 b y the
Central Drugs Standard Control Organization, who may be accompanied by an
officer of the State Drug Control Authority concerned, to verify com pliance 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 , 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 n otice, any
premises of Sponsor including their employees, subsidiaries and branches,
their agents, contractors and sub-contractors and clin ical trial sites to inspect,
search and seize any re cord, data, document, books, investigational drugs , etc .
related to clinical trial and provide adequate replies to any queries raised by
the inspecting au thority in relation. to the conduct of clinical trial .

i) Clinical trial shall be con du cted only at those sites wh ich are
institutes/hospitals having adequate emergency faciliti es and duly registered
Institutional Ethics comm ittees .

j) The sponsor shall ensure that the number of clinical trials an investigator can
undertake should be commen su r ate with the nature of the trial, fa cility
available with the Investigator e tc .
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k) Th e de tail s of paym en t/ h onorarium / finan cial s u pport / fees paid by the
Sponsor to the In ves tigator (s) for conducting the s tu dy s hall be m ade avai la ble
to this directorate before initiation of each of the trial sites .

I) In add ition to the requirement of ob tain in g wr itte n informed co n sen t, an
au dio-video rec ord in g of t he informed co nsen t process in case of vu lne rab le
sUbj ects in clin ical tr ial of New Chem ical En ti ty or New Molecular Entity
including procedure of providing inform a tion to the s u b ject and his
unders tanding on s u ch con sent , shall be maintained by the in ve stigator for
record : provided that in case of clinical trial of anti-HIV and anti-Ieprosv
dru gs, only a udio recording of the informed consent proces s of in d ivid u al
subject including the procedure of provid ing information to the su b ject a n d hi s
understanding on s uch con sen t shall be maintained bv the investigator for
record, a s per Government of India. Gazette Noti fication vide G. S . R. n o.
6 11(E) dated 3 1. 07.20 15 .

m) The bulk drug to be used in manufacturing of finished formulation
intended to be used in the clinical trial and clinical trial batches of
finished formulation shall be manufactured under GMP conditions using
validated procedures and shall have ongoing stability programme.

n] If the clinical trial batch es a re d iffere n t from th a t of the primary batches for
wh ich data have been su bm itted , s ta bility reports for clin ic al trial batche s are
to be submitted as per Appendix IX of s chedule Y of drugs and Cosmetic s
Rules for Dru g s ubsta nces and form u la tion along with Clinical s tu d" Re port .

0) 1t may kindly be noted th a t m erely gran ting permis si on to conduct clinical
trials with the drug d oes not conveyor im ply that based on the clinical tria l
data generated with the drug, permis sion to market this drug in the country
will a u tomatically be granted to yo u.

p ) Informed consent documents (ICD) viz. Patient Information sheet (PIS ) and
Informed Cons ent form (ICF) comp le te in all respect as per the requirements
specified in Appen dix V of Sch edu le Y of the Drugs and cosme tics Rules, 1945
must got approved from the respective Ethics Com mittee and Su bm it ted to
CDSCO before en rollin g fir st su bject a t the respective s ite .

You rs faithfully,

$4
r-

IDr. S. Eswara Reddy}
Drugs Controller General (India)
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