
Diary No: 18544
Da te : 18 .05.20J 8

F. No 12-68/16-DC (Phase IV)
Go~ernment of India

Directorate General of Health Services
Central Drugs Standard Control Organization

FDA Bhawan, New Delhi - 11000~ (India}
New Drugs Division

Tele No.O 1 l -2 J 2 3 G()GSl
F<.Ix .Nn .O1 1 2J:2 :3()~),/ . ;

I___ _ _ _1

Dated : I ~ -- 0 7 · 2-.o ! ~;
To,
M j s . AstraZenec a Phar ma India Limited,
N l Block, 12 Floor , Manyata e m bassy Bu sin es s Park
O u tel' ring r oad, Ra chen ah alli,
Bangalol-e -560045

Subject: A prospective, multicenter, Phase-Tv Clinical lrial to assess safety of 'L II; r isso
(Osimertiuib) in Indian adult patients with nicrasta tic cp id crmu l gr'owth Iactur receptor
(EG FR) T790M mutation positive nousmull cell lung cancer (NSCLC) - Regarding

Ref: Application No . REG j 2 01 8 j DCGl j07 9 dated 10. 0 5 .2018 , FTS No:-9 14 3 U~ d ate
18 .05. 201 8

CT NOC No. CT j NO j 28 j 2018

Sir,
Thi s Directorat e has no objection to your conducting the subject menti oned clinical trial ,IS per the
provi sion s or Dru gs & Cos metics Rules under supervision or the follow ing investigators and {IS P CI

the Protocol No: DS161COO~.5"_.vcrsion No: l.0, dated 06.11.2017 submitted (0 this Direct orate.

Instiuu ional Lthics Comm ittee.
21ld 11 oOl" . Kok ilabeu Dhirubhai
l lospital & Medical Resea rch
lvlumbai -'-lO OOS]

- ·1

l \ l ll bani I
lu stiuu e I

I

EC No:.::_ECl{L141 /I!!~l!IVIH/2013/I~g.-1 (, __ I

I Ethics-Co~~-i' tt~e-- "Na m e jReg~tra t i on 1

, Number I
Institut e Ethi cs Committee , All ludiu inst itute
ormedical se rv ices
Room no 102, lirst lloor O ld block /\ ns.u i
Nagar New dclhi-l I002()
EC No: ECIUS38/1n s1lDLl20 14/I~n-17

Sr.
No. Investigator & Trial site

L -----+- - - ---
I, Dr. Prabhat Singh Malik

MRBS,MD , OM (Medical Onco logy)
, Dr B r Ambedkar institut e or rotar y cancer

hospital , All India institute or medical
sciences , Ansari Naga r, New Delh i ­
11 0029

2. I-D r. U ll~S··t~ () l ra .- - - -.-. ! Independent Review l~oard ,
MBBS , M D(Gcneral medicine) ! R<lji v Gandhi cancer institute and research

i Rajiv Gandhi cancer institut e and research Icentre see-5 Rohini Delhi-I J OOt; S
___ Icentre scc- 5 ~()~~ni ddhi-ll(~~~'i EC No:- ECR/lO/llls1lJ)C/20lJ/lU~-l()

I 3·l lJ r. Sewanti f .imayc
Cons ultant Medical Onco logy
Kokilaben Dhirubhai Ambani Hospital &
medical research insti tute :2 lid floor
Medical research Department , Mumbai

L..-.._ -,I 40() 0:)3
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--4. I:Dr. V~-;;'ila Norontha. Tala memorial
IJospital, Dr Ernest Borges
Road,Parel,Mumbai-4000 12

.._- --

Institutional Ethics Committee Tata Memorial
Hospital. Main Building,# rd Floor, I1r E
Borges Road, Parel
EC Nn:- ECRJJ 41/Inst/MH/2013/RR-l 6

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

a) Clinical trial shall be conducted 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 re gistered with CDSCO (under Rule
12200 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 Regis try of India before enrolling the
first patien t for the study.

d) Annual status report of each clinical trial , as to whether it is ongoing, completed or
terminated , shall be 'su bm it ted 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 Authority .

e) Any report of serious adverse event occurring during clinical trial study to the subject,
after clue analysis, shall be forwarded within fourteen days of it s occurrence a s per
Appendix XI and in compliance with the procedures prescribed in Schedule Y.

I] In case of an injury or death during the study to the s u bjec ts , 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 th e
Licensing Authority within thirty days of the receipl of the order of the said authority.

g) The premises of Sponsor including their employees, s u bs id ia ries and branches , their
agents , contractors and sub-contractors and clinical trial s tu dy 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
co n cerned , to verify 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,
contraclors and sub-contractors and clinical (rial 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 Con tro l Authority concerned, to enter
with or without prior n otice, any premises of Sponsor including their employees,
subsidiaries a nd branches , their ag ents, contractors and s u b-con trac tors and clinical
tri al sites to in spect , search a nd seize any record, data, do cument, books, In vestigational
drugs, etc . Related to clinical trial and provide adequate replies to any queries raised by
the inspectin g authority in relation to the con du ct of clinical trial.

i) Clinical trial shall be con du cted only at those sites wh ich are institutes/hospitals having
adequate emergency facilities a n d duly registered Institutional Ethics committees.
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j) The s ponsor sh all ens u re that the number of clinical tr ia ls a n in ve s tigut o r Can undert ake
should be co m mens u rate wit h the nature of til e tria l, fac ility availa ble w ith i he
In vestigator etc . However, under n o circ um s ta n ces the number of t rials to be co n d uc ted
by an lnvestiga tor s ho uld be m ore than three at a Lim e .

k] The de ta ils o f p ayment /honoral'ium/finaneial su ppo rt/ fees p aid by th e Sponsor ( 0 (he

In ves tiga tor( s) Ior co n duc t ing the s t udy s hal l be made a va ilab le LO thi s dire c torate before
initia tion of each of the tr ia l s ites .

l) IlL.a ddition to the requ irement of ob tain in g writl en inform erl · co nse n tc, an ~:~ Lld i() -v i d~0

recording of the informed consen t .p roces s in case of vu l nerabl~ s 1-Jb iee Ls in clinica.l lr i,d
of New Ch e m ical En tity or New Molecu l ~lr Enti ty in clu d ing RJ 9Ct:d u re of proy. id ing
in form a tion io the su b jec t a nd h is understanclin g on s uch co n sen l , sha ll h e m a in la ined
by the inves t iga to r fo r record; provided tha t in case of clini e8 1 lrial or cl11 t i-HIV un cLallli .
leprosy dru gs , only a u el io record in g of the info rm e d consen t p l'O ces~ .of individu al s uhjf.~.;l

including the procedUre of providil}g in form a t io n to the s u bj ect a n d Dis u ndersta nd ing
on s uch co nsen t s hall be m aint ained by the in vesti gator for recor~s per Govcr n mt :nt or
India . Gazette Notification vide G , S. R. n o. 6 11(£ ) d8ted 3 1.07 .?O l ;:).:.

rn) The formula tion in te n ded to be u sed in the clinical tria l shall be m anufacu.ued u n rlc r
G MP co n d it ions u sin g va lidated p roced u res a n d s ha ll h ave ongo ing s t.a bi lity progru mrn c.

0) The firm should submit undertaking by investigator and ethics committee
registration details of all proposed Phase IV Clinical trial sites within 7 days to this
office.

Yours faithfully ,

is ·
n». s.-l"<a Reddy)

Drugs Controller General (India)
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