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Da ted : j I ~ 6 {- LC If

To
M/s . Astella s Pharma India Pvt. Ltd .,
30 I. 3 rd floor , C and B square ,
Andheri Kurla Road, Chakala,
Andheri Ea st , Mumbai - 400069

Subject: Permission for conducting a clinical s tu d y entitled . "A m ulticenter Phase-4 ,
Open-label, Single-arm, Safety and Efficacy Study of Enzalutarnide in Indian Patients
"With Progressive Met a static Castration -Resistant Pros ta t e Cancer (m CRPC) Previou s ly
Trea ted with Docetaxel -Ba sed Ch emotherapy".

CT NOC No. CT/ND /22 /2018

Reference : Your application no . AID/RA /MDV / 093 , dated- 17-0 ctober- 201 7 on th e
su bject m en tion e d above.

Sir,

This Directora te h a s n o o bjecti on to you r conducting the subje ct m entioned clinical tr ia l
a s per the p rovis ions of Drugs & Cosmetics Ru les under su p erv ision of the following
investigators and as per the Protocol No: ISN /Protocol 9785-CL-0413 , Version No ; 0.8,
Dated 13.10.2017 submitted to this Directorate.

S .No Investigator & Trial site Ethics Committee Name /Registration
Number

1. Dr. Sudhi r Rawa l Institutiona l Review Board,
Raj iv Gandh i Cancer Inst itute Raj iv Gandhi Cancer Institute and Resea rc h
and Resea rc h Cent re , Sec-5, Centre.
Rohini, New De lhi, Pincode- Registrat ion 110.

110085. ECRJl O/Ins tfDC/20 13fRR-1 6
2 . Dr . Min ish Ja in Noble Hospita l Inst itutional Eth ics

Nob le Hospital Pvt. Ltd., 153, Comm ittee.
Magarpatta C ity Road, Pune- Registratio n no .
4 11013 . ECRJ259IIns tIMH/20 131RR- 16

3. Dr. Ash ish Singh Inst itution al Review Board (Ethics
C hr istian Med ica l Co llege, Ida Committee),
Sc udd er Road, Ve llore -632004, Christ ian Med ica l Co llege.
Tam il N adu . Registrat ion no .

ECRJ3261Ins tfTNI2013fRR-1 6 I
4 . Dr. Am it Ra ut han Eth ics Comm ittee of Ma nipaJ Hospita ls.

I
Manipa l Hospita l, 98, HAL Registration no.
Ai rport Road, Ba ng Jore -5600 17, ECR/34/I nst/KA/20 13/RR-16

I Karnataka.

.
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5. Dr. Chirag Jyotiker Desai i Ethics Committee of Care Institute of
Hemato Oncology Clinic Medical Sciences. Care Institute of Medical
Ahmedabad Pvt. Ltd . 1'1 Floor Sciences, Ahmedabad
Vedanta Institute of Medical Registration no.
Science, Near Samved Hospital, ECRJ206/InstJGJ/2013/RR-16
Stadium Commerce College Road,
Navrangpura, Ahmedabad-380009

6. I Dr . Chanchal Goswami
'Medical Superspeciality Hospital,

127, Mukundapur, E.M .Bypass,
Kolkata-700099, West Bengal

Ethics Committee, Medica Superspeciality
Hospital, 127, Mukundapur, EM Bypass,
Kolkata
Registration no.
ECRJ202/Ins tlWB/20 l3/RR-16

IUndly note that the clinical trial pennission is subject to the Following conditions:

a) Clinical trial shall be con ducte d in compliance 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. e

c) Clinical trials shall be registered at Clinical trials Registry of India before enrolling the
firat 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 ca se of termination
of any clinical trial the detailed reasons for the same shall be com m uni ca ted 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 compliance with the procedures prescribed in Schedule Y.

f) 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 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 ca ses 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 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
Clin ical 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 tra ctor s and sub-contractors and clinical trial study sites and the Investigator
shall allo w officers authorized by the Central Drugs Standard Control Organization ,
who may be ac companied 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 seize any record, data, document, books,
investigational drugs, etc. related to clini cal trial and provide adequate replies to any
queries raised by the inspecting authority in relation to the conduct of clinical trial.
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CT NOC No: CT/ND/22/2018

i) Clinical trial shall be co n d ucte d on ly a t those sites which are ins titu te s /hospital s
h a ving adequate emer gency facilities and duly regis tered Ins titu tion al Ethic s
com m ittees .

j) Th e sponsor shall ensu re tha t the number of clinical tri al s an inves tiga tor can
undertake shou ld be co m mensu ra te wit h the n a ture of the tr ial, facility availab le wi th
the Inv estiga to r etc . However , under no circu mstances the number of t rial s to be
con d uc ted by an In vestigator shou ld be m ore than three a t a time.

k) Th e detai ls o f paym ent /honorarium/financial su pport/ fees paid by the Sponsor to the
In vestigator(s ) for conducting the s tudy sh al l be made available to thi s direct or ate
befor e initiation of each of the trial sites .

1) In addition to the requirement of obta in in g written informed consen t, an a udio-vid eo
recording of the informed co nsen t process in ca se of vulnerabl e s u b jec ts in clin ical tri al
of New Chemi cal Entity or New Molecular Entitv Including proc edure oi p ro viding
information to the s u b ject and his und ersta n ding on such co nsent shall be
maintained bv the in vestigator for re cord ; provided that in case of clIn ical t r ial of a n ti­
HIV and an ti-lep ro sy drugs, on ly a u dio recording of the in for med co nsen t process of
individual subject in cluding the procedure of pro viding information to the s u b jec t an d
hi s understanding on such consen t shall be maintained bv the in vesti ga tor for record ,
a s per Government of India. Gazette Notifica tion vid e G . S . R, no. 6 I I (E) dated
3 1.07 .20 15.

m) Informed Con se nt Documents (lCD) viz. Pa tient Information Sh eet (PIS ) and Informed
Consent Form (ICF) co mplete in all re spect as per the requir ements spec ified in
App endix V of Schedu le Y of the Drugs and Cosmetics rules , 194 5 must be got
app roved from the respecti ve Ethics Comm ittee and submi tted to CDSCO be fore
enrolling first su bject SI t the re spective sites .

You rs faithfully ,

4
(Dr. S. Eswara Reddy)

Drugs Controller General (India)
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