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File No: CT/42/16-DCG (1) Date: 4 -0¢~[7T

To,

1

GOVERNMENT OF INDIA 28173/16.09.16
Directorale General of Health Services
Central Drugs Standard Control Organization

{Global Clinical Trial Division) .
FDA Bhawan, Kotla Road, New Delhi-110002
Te No: 01123236965, Fax: 01123236971
E-mail: dei@nic.in

M/s PPD Pharinaceutical Development india Pvt. Ltd.,
101-A wing, Fulerum, Hiranandani Business Park,
Sahara Road, Andheri East, Mumbai-400059

Subjeet: Permission for conducting a Phase IlIa clinical trial titled “A Phase 3 Randomized, Open-

label (Spousor-blind), Active-controlied, Parallel-group, Multi-center, Event Driven Study in
Dialysis Bubjects With Aunemia Associated With Chronie Kidney Disease to Evaluate the
Safety and liflicacy of Daprodustat Compared to Recombinant Human Erythropoietin,
Following 2 Swileh From 21 vtheapoictin-stimulating Agents.”— regarding.

Reference: Your ictter No. I'1'D/REG/596641504/2016/001 dated 13/Sep/16 on the subject mentioned above.

Sir,

This Director te has no obizction 10 your conducting the subject mentioned clinical trial as per the
provisions of Drugs & Cosmetics Rules under the supervision of the investigators mentioned herein and as
per Protocol No: 20 0807, Amendmerni No. 02 dated 12/0ct/16 submitted to this Directorate,

l.
2

Do Mamju Aggarwall Arteris Hoevitals, Sector 51, Gurgaon, Haryana-122001.

Dr. Alok Jain, Tortis Escorts Hespital, favaharlal Nehru Marg, Near Malviya Nagar, Jaipur,
Rajusthan- 302047,

Dt Lol e s ScApeilo Hospitals, Delhi Mathura Road, Sarita Vihar, New Delhi
[ I"f"}

Pe. Beindva Prosie o e o Lo sdeal College and Hospital, Manipal University, Manipal
-5 -’G?Hsl.

Dr. Moo Lo Moecvod bdham Institnte of Medical Science (NIMS) & Research Foundation,
NS MEDICT Y, Aviinmmoodu, Neyyattinkara Thiruvananthapuram-695 123,

Do thalte :-;'w -"2-‘.:;;»--' i Uesyim! Sic Ganga Ram Hospital Marg, Rajinder Nagar New
[DISRTERR AR

Do b e Te e Sest e Hospital, 2ed Floor, Sterling Hospital, Sterling Hospital
Reod, lomnaga, A nnetabaa-200 37,

Dy van 0 e e Ehelopieal Hospital, Dr. Virendra Desai Road, Nadiad-
Dot Jedocon Adines Ut Mevorial Hospital, ABMH Marg, Thergaon Chinchwad, Pune —
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DroAsan I Almeidas PO THinduja National Hospital & MRC Veer Savarkar Marg, Mahim,
Nt = 1006 G, ) )

Dr.Wreay Nhero Fortis Escorts Hospitals, Okhla Road, New Delhi-110025.

Dr. Georer Albranam. The Madras Medical Mission,  4-A, Dr. J.J Nagar, Mogappair, Chennai
— OO0

Dr. Seandar sankaran, Columbia Asia Referral Hospital, No 26/4, Brigade Gateway, Beside
Metrocash & carey west, Malleshwaram . Bengaluru — 560055..

Dro Ahesh Pelade namdar Multispeciality Hospital, Hospital Building, S.No. 15, Fatima
™Naonr Proe-d 11040

CDro N shesh Fsvarnpa. MOS Ramainh Clinical research Center., First floor, M. S, Ramaiah

Advarced Leariing cenler. Granoeengothri campus, Gate-4, New BEL Road, MSRIT post,
oo reinnes,

Dr.dacoh Georee Government Medical College, Ulloor Road, Thiruvananthapuram, Kerala —
aY ot Padi

P i e o Mhimdelar, Ganga CARE Hospital, 3 Farmland Panchsheel square, Nagpur-
dJoaut P

Droty cledha sbomadathil, Government Medical College, Kozhikode, Kerala — 673008.

Mrosethakan !mdnln, Apolle Hospitals, 21 Greams Lane, Off Greams Road, Chennai —

P bapsekhars Chakravarthy, Stae Hospitals, Road No 10, Banjarahills, Hyderabad,

20.
ol ane Tl - AD6OR4.
210 v Chheheas Max Super-Specialty Hospital, | Press Enclave Road Saket, New Delhi
f '
Kindly noro o e clc et inl permis Jan i subiect to the following conditions:

a, Clinleai ion b whadi

e conducted i compliance with the approved protocols, requirements of
et Thractice Guidelines issued by this Directorate and other applicable

Sched: ¢ o
1egul‘1'
b. Approv: ol Uil v itee sl Le ehiained before initiation of the study.

¢. Climesi

Ct e reenaered an Clinieal rrinls Registry of India before enrolling the first patient

for the =

do Annuct e art e e boelBicad i’ as Lo whether it is ongoing, completed or terminated, shall

be subvoo o en T Soorin s in case of termination of any clinical trial the detailed
reason- e e s be cominmicaied w the said Licensing Authority.

e. Any S o during clinical trial study to the subject, after due
analvei- o e e o bwinhon B Ces ol its occurrence as per Appendix XI and in compliance
with 1. : o S

foolncase 0 ch e e et el the sindy 1o the subjects, the applicant shall provide complete

medicn’ v ccnert ol e noasation i the case of trial related | injury or death in accordance with
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1

S the poeednres preseribed under Schedufe Y, and the details of compensation
fovies snnl Beinnicaicd w the Licensing Authority within thirty days of the receipt

o he vt ae Borine,

A

o S including their employees,  subsidiaries and branches, their agents,
Crabeontacters and clinieal trial - study sites shall be open to inspection by the
wrized by the Central Drues Standard Control Organization, who may be accompanied
saite D Centol Authority  concerned, to verify compliance to the
Shednle O Gend Clin'eal Practices guidelines for conduct of ¢linical trial in India

Poonl el dons,

ot e

[

wetudie s b eplovees, subsidiaries and branches, their agents, contractors and sub-
Sl el sidy dies and e Investigator shall allow officers authorized by the
i Contrel Oreancation, who may be accompanied by an officer of the State

o Avthorty concernod. oo catar with or without prior notice, any premises of Sponsor

Coemaple bl G branches, their agents, contractors and sub-contractors
Lo St adelze any record, data, document, books, investigational
St e aid provide adequate replies to any queries raised by the

St horet ven o the conduct of elinieal trial,

Lot o one sies which are institutes/hospitals having adequate
P i stiietional Ethics committees.

taupport/fees paid by the Sponsor to the Investigator(s)
el e maede neilible fo this directorate before initiation of each-of the

S R P R AL T AR RTRPITRPRROS

T T B frmed consent process in case of vulnerable subjects in clinical
Coeresl B or New Molecular Entity  including procedure of providing
coe b arg Bis eesderstanding on such consent, shall be maintained by the

seond Previded thanin case of elinical trial of anti-HIV and anti-Leprosy drugs, only
D individual subject including the procedure of
e R adersanding on such consent shall be maintained by

Pt raey periiission to conduct elinical trials with the drug does
: Poothe clnient Tal data generated with the drug, permission to market
R L A P A vrnted to you,

Yours gaithfully,

(Dr.
Drugs Controller

N, Singh)
General (I)







