
Subiect: Permis si on fOI- co n d ucti ng cl in ical stu dy e n titled , "A Double -b lind, Doub le ­
d u m my, Randomize d , Parallel -grou p , Active Co nt ro lled, Mul t i-cen tre , Ph ase III Stu dy to
Co mpare th e Efficacy a nd Safe ty of Bilas t ine 20 m g Once D aily a nd Des lo ra tad ine 5 mg
O nce Daily for the T reatment of Allergi c Rhin oconju n c ti viti s (Seasonal)" - regardin g .

To
M / s . 1\. Me ria rin i India Priva te Limi te d,
21 0 2, Tower 3, In di abulls Fin anc e Center ,
Sen a p ati Ba p at Marg, E lphinstone Roa d (W),
Mu m bai 4000 13, Ind ia

Diary No: 694 3
LEate : 2 6 .02 .2 0 ] 8

F. No .12-16/16-DC (Pt-BI
Governmen t of India

Directorate General of Health Services
Central Drugs Standard Control Or gan iza t ion

FDA Bhawan , New Delhi - 110002 (India)
New Drugs Division

---- -]" . H ) "")( . ~_ .Tele I'l o .Ol l - J: __..," '. . t ,

I'ax .No .Ol l -2 -52 Ju(j . ,
.--- --- - - -- -

DU Lc:d. r '5- ' S·· ;1 ,J IS

CT NOC No. CT /ND/35/2018

Ref~rence: Your app licatio n n o Menarini / S AR/l 8 / 0 I d ated 26 _02 .20 18 o n the s ubject
me n tioned above .

Sir,
Th is Di rectora te h a s n o objec t ion to you r co nducting the s u bject m en ti one d c lin ic a l
t rial as pel- the p r ovisi ons of Drugs & Cosme tics Rules under su pe r vis ion of i h e
foll owing investigator a nd as pe r the Protocol No : MAIN /17/Bil-SAR/OOl, Version
No:1.0, Dated 22.01.2018 s u bm it ted to th is Directorate .

r NO' Investiga'to, and TdaI ~ite-- '" ' T-- EthiCS-C~-_l-11n{itte~-Nam(; a;~d--- i
_____ _ ~__.."_. " ~------ --R_e-lf~~-tl·?'-tion _~~_n_l_b_e~ __ I

I . Dr. .Ja-rnant i Baksh i _ I ; nsLi tu tion:l l ~tic~ C.ommittee ,
Dept. o f Otola ryngology , I ~oon; No. o~2 6~ me O ~fice , A, »r: )

L
Postgraduate In stitu te of Me d ical ~th Floor, : 1 . C~ l~.t_t~nL B_ lOCk~ I ('- I "1EI--. , I

Ed u cation a n d Re s ea r ch Ne h ru 1~" ce[O c 12 , Ch andigai h - 1600 L I
I Ho s pital, 5 t h Floor,. Sec - 12 . t"' . _ I

1
1 C han d igarh -1600 12, India ECR/25/Inst/~H / 20l3 / RR- l b i

- -- ---~---'''- ' -- --.- ..-~-- ..----- --- -.. -- - -- - -·- 1
2. Dr. RAS Kushwaha I In stitutional E tics Com m ittee

Kin g George Medical, O ffice of re s e a rch Cell, Adm in is trative !
Un ivers ity I Block Kin g Georges Me d ica l Un iversi ty !

I
Sriah rn in a Roa d , Chowk Lucknow·22 6003, UP , In dia

______ L Lu cknow-226003 , UP , In di a ECR/262/Inst/UP/2013/R~.~}_'? j

I 3 . I I E th ics Commi ttee
I Dr. Vipin Ekhar Indira Gan d h i Med ical Co llege, ,

In dira Gand h i Med ic al Co llege and Dept. of Pharrnacaology, C~0 tj'a l Ave nu e i
Hos pital , CA Road Road, Near Mai n Railway Sta tion , \
Nagp ur-4400 18 Nagpur-440 0 18 Ma h a r a shtr a , In d ia i

I Ma harashtra, Indi a j railway S tation. I

~-" - I -D; .- R~jesh Vi-shwakarma - - - 6-~~{~~~I-E~-{::-~t;~~1~~~~:!-~-- ' - -- --- i
I Civil Hos pi tal F5 , Civil Hospi tal The Gujarat Can ce r and research i

l j c a m p u s Asarwa, Ins tit u te , C ivil Hos pi tal Camp u s ,
Ahl:1adabad.-3800 16 : Asaarwa, Ahmcdabad-380016 , Gujara t , I

__.__ 9~1..?_ra_t_I_n_d ~?- .____ __ !J.n d~2._._E_' C~_/4_1j~n~Y_G_J.I_2_0_1_3_/_I~_R_-1_6_ :
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In stitutional Ethics Co m m ittee Indira
Medical 1 Gandhi Institute of medical scien ce s ,

S heik h pu r a Patna- 8 00014 Bihar,
! ECR/G40/In~t/BR/2014

Dr. Satish Kumar K.N
KR Hospit al Mysorc Med ical co lle ge
a n d research In sti tut e, Irwin Road

• Mysore- :'i'i002 1, Indi a
I

- - - - --- _ .
F. No 12-J.6/16-DC (Pt-ll)

CT NOC NO:-CT/ND/35/2018

Dr, Sudhir Kumar
In di ra. Gandhi Institute of

I S ei cn ce~, S h c ikhpura
, l' atn ;:t·8000l ' l Bih a r , India

IInv~stigator and Trial s ite T-'Ethic~' Comm-itt~""e NaJ~-a~--

._ _ Rcgistra~~_on Number

Dr. V. Viswanadh Gandhi Manchu, In stitutional Ethics Com m ittee ,
Kin g. , George Ho spital. Dept . o f i M.Js Kin g George Hospital ,
Medicine, New Block Research Visakhapatnarn- 530002
Room n o.Z , King George Hospital , I An d h ra Pradesh
Visakhapatnam- ~30002 Andhra ECR/197/InstjKGH/2013
Pradesh

] 2.

10.

a
U .

1-- - 1 1- ··- _ •.- -- - - -
In s titu I ional Et h ies Com m it tee , Mysore
Medical collcge& ReSe8JTh Institute
a nd assoc ia ted Hospital, Department of
Pathology , K.R Hospital .lrwin Road
Mys orc-5700?1, Indi a

_ _ ____ _ ECRj 13~LInsYKA/2013/RR-16

D T 1 R h I
Institu t ional Eth ic s Com mitt ee of BJ

r. e ang all .
S 1{ ' 1 (B J l ' I m ed ica] college and S a s s on general" s oon r ospit a \ m er ]<:; 1 .

11 a ) ' . I I N' ' " 1 '1 , hosp ital , Dept o r Pharmacology, BJ
co cgc j, .Jai prakas I uravru r~08 (... , Ir > M I' I C 11 SRI

! " . . '1 -. " .. . . 1 ) Govt ec Ica 0 ege a s oo n oac,
Neat Pu n e r at ways s ta tion , I unc- P '11001

. un C- '-t

, Maharash tra Inctw. -411 no I IECR/280/Inst/Maha/2013/RR-16
. Dr. Prasanna Kumar T ._ ._--[ Ethics COll1mi't:tc"7;~- ' M.S li;~aiall

M.S Rarnai nh Medical cuilege an d Medical College and Hospital, M S
hospital, M S Ramaiah Na gar , Ram aiah Nagar, MSRIT Post
iVlSl<.IT Post DangRlore -5600 54. Bari galore- 56005'1 , Karriaraka, India
Karnat~llcal Ind ia ~~R/ 2 1 5 /~~st /KA/ 20 1 3 /RR- 1 6

Dr. R Balaji lnstitu tioria! Ethics comm ittee, SRM
Dr-pt . of Co m m u n ity m crli cin e, ~~ )~M m edical college h ospital a n d research

' Med ica l college, hospital a rid Centre, srrn Unive rs ity Pother!
re s earch Centre, SIUI University I(an cbipuram-603 203,'l'8Jl:lil Nadu ,
Pothcri , Kan chipl1 r<HTI-603203 , Ind ia

~_ _ I Ta m il Na d u ,. India . , ~S;R / 43 1jIns t /TN j 20 13 jRR- 1 6

1. J. IDr. Vishak Acharya K l In s titu tionnl Ethics com m ittee
Depart m erit o r Pulm ona ry m edicine , I-J R Depa rtment, Kasturba Hospital,

I Kasturba Medi cal college a nd Manipal -S'Zf J04, India
I h ospital. Ambcdkar Circle , ECR/146/Inst/KA/2013/RR-16
i lV! <l ng;,llore , Ka rn a taka
I [n di C:l ··57 50 D1
! Dr. AbhiSI....:le....:k--=----I-{a-r-m-a-lk·-a-r- - ---- - r Eth ics commit tee ,

I P.D.I;:.A's Ayu rve da r ugnalaya a n d I Stering Hospital, Sec No-27, Near Bhel
: S tc r ing Multi spec ially 1-.lospitC1L Sec ICh owk Nigcli Prndhikaran Pune 411044
I No-27, Neal' Bh el Cl io wk. Nigr.li Maharaahua . Ind ia

Praclhikuran. . . Pu n.e-4110~4' 1ECR/542/Inst/MH/2014/RR-16
Mal w ra sh tr a , In <l m._ _. _ _ I

I
19.
I

6 .

, S.No

~15 ,
I
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16 .

[_;_:=N~~_-~_~=~=-:1~~~_-~-~-.~~3(:Jt~1~]

I -- -- --------
m d Trial site

14 .

ur. Shweta Gogia
Sir Ganga Ram Hospital Pusa Road,
New Road , New Delh i- 1 10060 India,

Dr. Sandeep Kumar Gupta
MV Hos p ital and Res ea rch center

- 314/30 Mirza Mandi Chowk
I Lu ck n ow 226003 , Uttar Pradesh,
l.__ In d ia -__
, 17 . Dr. Rupjyoti Das

GNRC Hos p ital GNRC complex
Dispur Guwahati-78 1006 , Assam,
In di a

18 .

19 .

, 20.

2 1.

I U' _ _ ' .
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~I F~li~16/l.6-DG·(Pt-B-)-1
CT NOC NO:-CT/ND/35/2018

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

a) Cl in ic a l trial shall be co nd u c le d in com plian ce with the approved protocol s ,
requirements of Sch edule Y, Good Clinica l Practice Guidelines issued by this
Directorate and other appl icable regulations.

b) Approval of Institutional Ethics Committee du ly registered with CDS CO (under
Rule 12200 o f Drugs f~; Cosme tics Ru les) s h ou ld be obtained and submitted to
th is Directorate before initiation of the study.

c) Clinical trials shall be registered at Clin ical trials Re gis try of India before
e n rolling the firs t patient for the study.

d] Annu al s ta tu s report of each clin ical tri al , a s to whether it is ongoin g,
co m p le ted or terminated, shall be s u b m it ted to the Licensing Authority, arid in
c<\ SC of termination of a n y clinical tri al the detailed reasons for the same shall
he communicated to the said Licensin g Authority.

e) Any report of s erious a d verse event occurring during clinical trial study to the
subject, after due a n a lys is , sh all be forwarded w it h in fourteen days of its
occurrence as pe r Appendix XI a n d in com plia n ce with the procedures
prescribed i l l Sch edu le Y.

f) Ill. 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 deat.h in accordance with rule 122
DAB and the procedures prescrihed 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
anthority.

g) The premis e:'> of S ponso r includin g their em p loyees , su bsidiaries and
branches, their agents , con tra c tors and sub-contractors and clinical trial
s tudy sites s hall b e ope n to inspection by th e officer s authorized by the
Ce n tral Dru gs St andard Co n trol Organizat ion , who may be accom p a n ied by an
officer of the State Dru g Cont rol Authori ty co ncerned, to ve r ify c om p liance to
(h e requirements of Sched u le Y, Good Clinical Practices guidelines for con d u ct
of clinical tri al in lndia <m el other appl icable regulations.

h) Th e Sponsor includ ing th eir employees. subsidiaries and branches , their
" l ~c; l1 tS . contractors anrl :,u b-cont rn ct ors an d clinical trial s tu d y sites and the
Invcatigai or sl18 11 nllow office rs au thor ized by the Central Drugs Standard
Control Organi zation, w h o may be a ccom pa n ied by an officer of the State Drug
Control All thori ty co nce rned , to en te r with or "vithou t prior notice, any
premi ses of S p o nso r including th eir e m p loyees . s u baidiaries <m el branches,
their agcn l-s, contractors an d sub-cnntr8clors and clin ica l trial sites to inspect,
search a n d s ei ze nny record, data, document, books, in vestigational drugs , e tc .
related to clinical trial and provide a d equate replie s to any qu erie s raised by
the inspecting authori ty in relation to the con d uc t o f clinical trial.
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F . No 12-16/ 16-DC (Pt-B)
CT NOC NO:-CT/ND/35/2018

i) Clin ical trial s hall be con duc ted on ly a t thos e si tes which a re
institu tesjhospital s h aving a dequ a te emerge ncy fa cilit ies a nd duly registe red
Institutional Ethics co m m it tees .

j) The s po nso r shall ensu re that th e number of clin ica l tri als a n in vest igator can
u n de r take should be com mensu ra te w ith th e n a ture of the trial , fa c ili ty
avai la ble w ith the In vestigator e te-

k) The deta ils of paymen tj h on or arium j fin ancial s u ppor t j fees paid by the
S po ns or to the In ves tiga tor(s) for co n d uc ting th e study s hall be m ade availab le
to thi s directorate before ini ti ation of each of th e tri al s ites .

1) In a d d it ion to the requirement of ob ta in in g written informed conse l1t~

audio-video record ing of th e informed consent proces s in case_ of vu lnerable
subjects in clin ical trial o f New Chem ical Entity or New f\1 olecular En tity
in cluding procedure of p rovid ing infor ma tion to the s u b jec t a n d h is
understanding on such con sen t , shall be m aintained by the investigator for
re cord ; provided that in case of cl in ical tri al of a n ti-HIV an d an ti- le pros)~

drugs , on ly au d io recording of the informed con se n t process o f ind ividu a l
subject in cluding the procedure of providing information to the subject a n d h is
understanding on such consent sh all be m aintained by th e investigator for
record , as per Government of India, Gazette Notifi cation vide G. S. l~ . n o.;.
611(E) d ated 31 .07.2015 .

m) Th e bulk dru g to be used in manufa cturing of fini shed formulation intended to
be used in the clinica l trial a n d clinica l tri al batches of fin ished formulation
shall be m anufa ctured under GMP condition s u sing va lid a ted procedures ~n cl

s hall h ave ongoing stab ility Q[Qgr amme.

n) If th e clinical t ria l batch es are different from that of the primary b atches fq,r
wh ich data have been s u bm itted, s tab ility reports for clin ica l t r ia l batches a r c

to be submitted as per Appendix IX of sched u le Y of drugs a nd Cosm etics
Rules for Drug su b s ta nces a nd formulation a lo ng w ith Clin ica l study 1( ~QQrt.

0) Informed co nse n t Documents (ICD) viz. Patien t in formation Sheet (PIS L and
Informed Consent Form (ICF) co m p le tG in a ll res pec t as per reguirments
specified in Appendix V of Schedule Y of the Drugs and Cosme t ics_Ru le§.. 1(J4 ;)
must b e approved from respective Eth ics Com m ittee a n d Su b m itted 1_o C DS eO
before en ro lling first subject a t the rt:s pec tive site.

p) It may kindly be n oted tha t m erely gr anting permis s ion to con d u c t c lin ica l
tri a ls with the drug does n ot co nv ey or imply th at based on th (~ cl in ical _tri al
data genera ted with the drug. permission to market this drug in the co u n try
will au to m a tica lly be gr anted to you .

Yours fa ithfully ,

4-~fJ
(D r. S. ~swara. R eddy)

Drugs Controller General (India)
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