
- ~Diary No: 17 031
Da te : 11 .0 ~~201 7

It'. No 12-29/ 16-DC IPhf!se IVl
Government of lndia

Directorate General of Health Services
Central Drugs Standard Cont:rol..Qrganization

FDA Bhawan, New. Delhi - 110002 (Tn.gl!!l
New Drugs Div is io n

-. .--"- '--"--JT el e No. O1 1 -2 3 23 6 ':) 0':-
~.." ) ") r ) ' • . r ; ." "I Fax. N o .O11 - _ ,-)_ _)\ j .I I ,)l .___ _,,___

Da ted : \ G. o'l _. 2- (\ I 8
To ,
M/ s . Amgen Te chnology Private Lim ite d ,
Dyna s ty Bu s iness Park,
A win g Level 4, An d h eri Kurla Road ,
Maharash rr a, Indi a Mu rnbai 4 0 0 0 5 9 ,

Subject : Ph a s e IV study to ev alu a re s afe ly , to lerability and efficacy of I\YPJ'O lis
(Carfil zo mib] in Relaps ed or Refra ctory Mu ltiple My eloma - regard ing.

Reference: Applicat ion No . RE G /20 17 /06 2 dat e d 0 6 . 12.20 16 .

CT NOe No. c r / ND /27 /20 18

S ir ,

Th is Direc tora te h a s n o objection ro you r c o n du c t in g th e su bj e c t m en tion ed clin ica l uia l 2i.S

per th e p rovis ions or Dru gs & Cosme tics Ru le s under su perv is io n o f the following
in ve s tiga tor s and as per th e Protocol No: 20160372, Version No: Original , d ated
09.06.2017 su bm itted to th is Directorate .

- - - - - - --- - - - -- - .- .-.- .. '- - " I
Poorri a Med icul Research Foundation £4-C to
£4 -1" 4th Floor Fi fth Venue Corid oru ori iu m Dhole
PablRoad, Pune -4 1 100 1
ECR/24j1nst/MH/2013/RR-1 6

Ethics Committee Name/Regist<aUo" N:"ber j

Eth ics com m it tee S ilve r , Resea rc h o ffi ce, fir s t '
floor , Carm a n block , Ch r is t ia n Medi cal college ,
Vellore 632002 ,Tam il Nadu
ECR/ 326/lnst/TN/2013/RR-16

._- --_..._--- - -
Th e Ch a irpers on In s ti tu tional Eth ics Com m it tee,
Ta ta Memorial Hos pit al, Ma in bu ilding , Jrd floor ,
Parel , M u rnbai Dr. Er nest Borge s Road , Parel,
Mu m bai- -l-00 0 12
ECR/414/Inst/MH/2013/RR-16
ECR/l'ZQn~~_t/MH/20_13/RR.16 .. .__
Mana va ta Clin ica l Research In s tirute Ethics
Com m it tee s ituated a t C ur ie Man a va ia Cance r
Ce n tre , Murn b ai Na ka ,Na shik -'l :222 0 4
ECR/ 500/Inst/MH/2013/RR-16

l Iri sti tu tio n a l Eth ics Co mmi t tee "It o ffice of
Researc h Ce ll Ad m in is t ra tive block King George
Medica l Un ive rs ity Lu ck n ow-22 6 0 03

I ECR/ 2 62/lnst/UP/2013/RR-16

.-
Sr.
No. Investigator & Trial site

- . - ~ .- -
l. Dr. Vikram Mathews,

Departmen t of Ha ern atology ,
C h r is tia n Med ical Co llege ,
Vellore- 632 004 , TN

.---_._-

2 . Dr. Manju Sengar,
De p a r tm en t of Oncology, tata
Memor ia l Hos pi tal, Dr. E rn est
Borges Marg, Pare}, Mu m bai -
4 000 12 , In ctia

- _. - .-._.

3 . Dr. Rajnish Nagarkar,
Depa rtment of Oncology , Cu r ie
Mana vata Can ce r Ce n tre,
Nash ik, Mah arashtra-4:2 '.2004

1
4 . Dr . Sadanand Karandikar,

I
Dep ar lment of Onco logy , Ruby
Ha ll Clin ic, 40 Sassoon Road ,
" n ~ " I .' "I------JMa h aras h tra·4 1 1000 1 ~ i

I 5 . Dr. Rajendra Kumar,

l Depar tment o f Oncology, Kin g
George s Medical Univ ersity,
Lu cknow -226003_ _ _ .L-...:..::..c:c.....:...::...::.... .----L.._ _ --'--_ _ --'....._---'_--'---__--'..... -----'
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---~ ._--

6 . Dr. Prashanth Ganeshan, Cancer Institute WIA East Canal bank Road
Department of Medical Gandhi Nagar Adyar Chennai Tamil nadu-
Oncology , Cancer Institute 600020
(WIA), Sardar Patel Road. ECR(235/lnst(TN (2013(RR-16

- - - Chen m'l i-6000 36
7. Dr. Prantar Chakrabarti, Institu tional Ethics Committee, Institu te of

Department of Haematology, Haematology and. transfusion Medicine,3rd Floor,
Insti tu te of Haematology and MCH building Medical College, 88 College Street,
transfusion Medicine, Kolkata, Kolkata West Bengal-700073.
West Bengal-~Q9014__ ECR/609(lnst!WB/~Q14

8 . Dr. Mukul Goyal, Apex Hospital private Limited ,SpA &6, Malviya
Department of Oncology, Apex Industrial Area, Malviya Nagar, Jaipur-3020 17
Hospital Pvt. Ltd, Malviya Nagar, ECR(380(lnst(RJ (RR-2016
J ail?~.!2.. Rajasth_~!-1:::;?030 17 -

9 . Dr. Sandip Saha, Care Institute of medical sciences , NT shukan
Department of Haematology, Mall Off Sciences City Road Ahmedaba, Gujrat-
Vedanta Institute of Medical 380009
Science, Navrangpura,

'---_~~!Dr.d clbad , G'::!Jr:at-3800~_~---J ECRi206/Im;l/Guj(2013(RR-l_~_

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

a) Clinked trial shall be conducted in complian ce with the approved protocols, requirements
of Schedule Y, Good Clinical Practice Guidelines is sued by this Directorate and other
applicable regulations,

b) Approval of Institutional Ethics Committee duly registered with CDSCO (under Rule
12 20D 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 te rmination of
any clinical trial the detailed reasons for the same shall be communicated 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 Xl and in compliance with the procedures prescribed in Schedule Y.

f) 111. 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 cases 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 Clinical
Practices guidelines for conduct of clinical trial in India and other applicable
regulations,
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h ) The S ponsor in cluding the ir e m p loyees, su bs id iaries a nd bra n che s , t h e ir agents,
co n tracto rs a n d sub -contracto rs and cl inical tri a) s tu dy s ites a n d the ln vest.igator s ha ll
a llow office rs a utho rized by t he Ce n tra l Drugs Standard Co n tro l Organizatio n , who ruav
be accompan ied by an office r o f the State Dru g Con tro l Au thority co rice rrie d , to e nter
w it h o r w ithou t prior n oti ce , a ny prem ise s o f Sponsor in cluding th eir em p loyees ,
s ubsi d ia r ies a n d branches , the ir age n ts , co n tractors and sub-conrra ctors a rid c lin ica l
t rial s ites to inspect, search a n d se ize a ny re c ord , d ata , d ocumen t, book s, lnvesri gar ion al
d rugs , etc . Related to c lin ical tri al a ncl provide ad equ a te repl ie s to a ny querie s rais ed by
the inspe c ting a uthor ity in rel ati on to the co n d uct o f c lin ica l tri al.

i) C lin ical trial s hall be con d ucted on ly at (hose s ites w hic h a re insritutes yh ospit a ls l1 dvin ~

adequate e merge ncy fac ilities and d uly re gi stered ln s t.it u tional E th ics co rn rn it te e s .

j) The spon s or s hall ensu re that the n umber of cl in ical t r ia ls an inves tigato r can undertake
shou ld be commens urate with the n a ture of the tri al , fa cil ity ava ilable wi th rh e
In vestigator e tc. How ever, under n o circums ta nces the num ber o f tri a ls to lJ C co rid uc tec t
by a n Investigato r s hou ld be m ore I h an thre e a t a time .

k) The d etails o f payment/honorarium / fin an ci al s u p po rt ,' fe e s p aid by the S p onsor to the
In vestiga tor(s ) for co nducting the s tu dy s hall b e m ade availab le to this d ir ectora re b e fore­
in itia tion of each of th e tri al s ites .

1) In a dd i tio n to the requ irement o f obtain ing writte n informe d consen t, dO a u d io-v ideo
re cordi n g of the in for med co nsen t p m ce s s in case of v1l1nerable s u b jects in cl in ica l tria l
o r New Chemical E n tity or New Molecular En tit y in clud in g proced u re of pc oviclin g
informa tion to the s u!2.0c t a n d hi s understand in g on s uch conse nt , s hall b e rn ain tainecl
by th e inve s tiga tor for !'e cord : provid e d lhat in case of cli nical rria i of a nri -HJ V_a ncl a mi
lepros v d rugs ] only a udio ce cordin g of th e info rmed co nsen t pmce s s o f individu al s l.1b jecc
in c h ld in g t1w p rocedu re qI....DIQ-Yld ing information to th e s ,hlbject a n d h is u n dl,:r s tand ing
a ll. s uch co nse n t s hall b e m aintained b y the in ve stigatur Ior re c oIi1.J.h~ .12 ~L.Gov~nmlc::n t~f

India , Gaze tte Notific ation viele G . S . R . n o . 6 1 l (E:] d aLed 3 1.07 .20 15 .

01) The formulation intend ed to b e u sed in th e cl in ic a l tri al s ha ll be m anufa c tu r ed u n cle r
GMP con dition s u sin g validated p rocedu re s a nd s hall h a ve o ngo ing s tab ili ty p rogrum rn e .

n] The firm should complete the study and submit the report within 4 years .
Additionally, the firm should submit interim report of study within 2 years.

Yours faithful1y ,

~-~
(Dr. S. Es,"~ra Reddy)

Drugs Controller General (India}
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