
Dia ry No: 32003
Date: 07 . 12.17

F. No 12-47 j 14-DC (Pt-D)
Government of India

Directorate General of Health Services
Central Drugs Standard Control Organization

FDA Bhawan, New Delhi - 110002 (India]
New Dru~s Division

Tele No.O11-23236965

Fax .No.OI 1·23236 97J

Dated : Jg.- c l - 2-C ( &
To
M/ s . MS N Labor a tori es Pr ivate Ltd .,
MSN Hou se , Plo t No: C-24,
In du s trial Estate, San a thnaga r,
Hyderabad-500 01 8

Subiect: Permi ssion for con duc tin g a cl inical s tu dy en titled , "A double blind,
Double dummy, Randomized . Mu lti centric , Active con t ro lle d , Paral le l gr oup,
Pro specti ve , Co m parative Ph a s e III s tudy to evaluate th e Effi cacy and Safety
of Anaglip t in versus S itag lit p tin adde d to ongoing Metformin Th erapy in
Pati ents with Type 2 OM Insufficiently Con tro lled with Metformin alone".

CT NOC No. CT /N D/ 03 /20 18

Reference : Your a p p licatio n n o. 52/ Anaglipti n j Oct /20 16- 17 , dated - 04· 12­
20 17 on th e s u bj ect m en tioned above.

Sir ,
Thi s Directorate has n o objectio n to your cond u cting th e su bj ect m ention ed
clinical tria l as per th e provis ion s of Drugs & Cosmetics Ru les under
s u pe rv is ion of th e followin g in ves tiga tor s and as per th e Protocol No:
OLS jMSN / ANAGLIPTIN / CT-IlI/ 16 , Version No: 01 , Dated 2 9 .0 8.20 16
s u bmit te d to th is Direc torate.

iS.No I Investigator & Trial s i t e Ethics Committee
Name /Registration Number

1. i Dr.B .L. N.Pra sa d , MBBS . MD I In s titu tion al E th ics Com m ittee,
I Raj i\' Gand h i In s titu te of / Rajiv Ga nd hi In sti tu te uf Medical
I Medica l Sc iences and i SCiences an d RIMSGG H.
I RIM SGGH , Sr ikaku lam -53 2 ! Srikaku larn, -53 2 0 0 1, AP, In dia .

00 1, AP, India iECR/492 /Inst /AP /201 3 .J
2 . ! Dr. K. Pra veen , MBBS , D.N. B Kaka t iya Hospita l Ethic s Com mi ttee, I

Kakatiya Hosp ita l # 12 -52, # 12-52 , Roa d No:2, P & T colony, I
Road No:2, P & T colony, Nea r Near Up pal Depot, Med ipally, i
Uppal Depot , Medipal ly , Hyderabad -50 0 0 39 I'

W"rl,o>r",h ", rL c:;n(\(\':lO ECR/65 2 /Inst /TG/20 14

~
!

~ 3. ' ~;."~i::::C"~:s:-:s, Assis tan t IPGME&R Research Ovecs igh t '\:
I Profes s or , MBBS, MD Com m it tee (In sti tution al Ethics
I IPG ME&R/ SS KM Hospita l, Com m ittee for Research In volvin g '
\ I Depar tm en t of E ndocri no logy. Human Subjec Ls) IPG ME &. R/SSKM I

244 J .e Bose Road. Koika ta - i Hos pitaJ, 244 J .C Bose Ruael,
70 0 0 20 . Wes t Bengal. Ind ia i Kolkata -700020, Wes t Benga l I

. . . . . .__. I ECR/ 35 /Inst / V{!!/2~~ 3 . _ _ . .._~.
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4. Dr.Pravin Uttamrao Shingade I Institutional Ethics Committee
MD Government Medical Government Medical College and
College and Hospital, Medical ,. Hospital, Nagpur-440 003.
College square, Nagpur- Maharashtra, India.
440003, Maharashtra, India . ECR/43/Inst/MH/2013

5. I Dr.Deepak Khandelwal MBBS,
MD, OM. Maharaja Agrasen
Hospital. West Punjabi Bagh,
New Delhi-II 0 026

'--- .1_ _ . _

Institution Ethics Committee
Maharaja Agrasen Hospital, R.No,
614, 6,h Floor West Punjabi Bagh ,
New Delhi-II 0026.

IECR/745/Inst/DL/2015

Kindly note that the clinical trial permission is subject to the Fotlowing
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 registered with CDSCO
(under Rule 122DD 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 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 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 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 au thorized by the
Central Drugs Standard Control Organization, who may be accompanied
by an officer of the State Drug Control Authority concern ed, 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 ) Th e S pon so r inclu d in g their em ployees, su bs id iaries an d branch es , their
agents , co nt ractor s a n d s u b-co n trac tors and clinical tr ial s tu dy s ites an d
(h e In ve s tigator s hal l allow office rs a uthor ize d by the Central Dru gs
S ta n dard Co n trol Or gan ization , who m ay be acco m pa nied by a n officer of
th e S tate Dru g Co n tro l Autho rity co ncerned , to en te r wit h or w itho ut pri or
noti ce , a ny premi s es of Spo nso r inclu din g their em ployees , s u bs idi ar ies
a nd branch es , their agen ts, contractors a nd s ub-co n trac to rs and clinical
tri al s ites to inspect, s ea rc h a nd seize a ny record, data, docu ment, books ,
in vestigational drugs, etc. related to clin ical trial an d provid e adequa te
repli es to an y querie s r ai sed by th e in specting a u thority in rela tion to th e
conduc t of clinical trial.

i) Clin ical trial sh al l be co n duc ted on ly a t those s ites
in stitutes /h ospitals h aving ade quate emergency fa ciliti es
registered In stitutional Ethics co m m ittees.

which
an d

a re
duly

j ) Th e s po nsor shal l ensu re th at th e number of c linical trial s a n inves tiga to r
can u n dertake s h ou ld be com me nsurate wit h th e n ature of the tri al ,
facility availa ble wi th th e Investigator etc . However, under no
circu m s tances t he n u m ber of trial s to be co n d ucted by an In ves tiga tor
s ho uld be more th an three at a tim e.

k ) Th e de tail s of payment /h on or arium/fin ancial support/ fees paid by th e
Spo nso r to th e In ve stiga tor(s) for co n ducting th e s tudy s hall be made
availa ble to thi s directora te befor e ini tiation of each o f the tri al s ites .

I] In addition to the requirement of obtain in g writ ten in formed co nsent. an
au d io-video recordin g of the informed co nsen t p rocess in case of vulnerabl e
su bjec ts in clin ical trial of New Chemical Entity or Ne w Molecular Entitv
in cludin g procedu re of providin g informa tion to th e su bjec t a n d h is
unders tanding on s uch co nsen t , shal l be m aintained by the in vestigator [or
record; provid ed th a t in case of clin ical tri al of anti-HlV an d an ti-le prosy
drugs . on lv audio recordin g of the informed co nsen t process of in dividua l
s u bject in clu din g th e p roced u re of provid in g information to th e su bjec t and
hi S understanding on s uch co nsent s hal l be maintain ed bv the in vesti gator
for record , a s per Government of India , Gaze tte Not ifica tio n vide G. S. R.
no. 6 1l (EI da ted 3 1.07.20 15 .

m) The formulation intended to be used in the clinical trial shall be
manufactured under GMP conditions using validated procedures and
shall have ongoing stability programme.

11/ If th e cli n icc:tl tr ial ba tch es a r_~. di fferen t from th a t of the priI1}arv batches
for which data h a ve been submitted. sta bility reports [or clin ical trial
ba tches a re to be subm i tted as pe r Append ix IX o f schedu le Y of d rugs an d
Cosmetics Ru les for Dru g s ubstances and formulat ion alo ng wi th Clini cal
stud\' Re pon .
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0) It may kindly be noted that merely granting permission to conduct clinical
trials with the drug does not conveyor imply that based on the clinical trial
data generated with the drug, permission to market this drug in the
country will automatically be granted to you .

p] Informed consent Documents (ICD) viz. Patient Information Sheet (PIS) and
Informed Consent Form (ICF) complete in all respect as per the
requirements specified in Appendix V of Schedule Y of the Drug s and
Cosmetics rules, 1945 must be got approved from the respective Ethics
Committee and submitted to CDSCO before enrolling first subject at the
respective sites

q) Bioequivalence with the reference product shall be established before
initiation of the clinical trial.

IDr.'P.N.Singhl
Drugs Controller General [Ind ia]
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