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KKR EI\T HOSPITALND RESEARCII INSTITT]TE (P) t,TD:

No. 274 (827), Poonamallee High Road, Chennai - 600 010. Tel.: 26411444 I 26411987 I 26411612

F ax : 9144-264127/'l E-mail : ldcrenthospital@gmail.com

website : http//www.kJsrenthospital.org

Prof. K. K. RAMALINGAM M.B.B.s., F.R.c.s., D.L.o

. Letter of recommendation

TO WHOMSOEVER IT MAY CONCERN

It gives me immense pleasure to write this letter of recommendation for Dr Vinay V Rao

whom I've known from past couple of years. After finishing his residency in ENT from

Father Muller Medical College, Mangalore in 2009 he . was trained in Tata Memorial

Hospital, Mumbai in head and neck surgery and has been to various institutes to garner

surgical experience which has turned him into a competent surgeon.

He was instrumental in organising surgical workshops in the field of otology and

endoscopic sinus surgery in his institute which I was a part of, he did a splendid job

which highlights his organisational skills. He spent some time in my institute observing

cochlear implant surgery, during this time I got to know him better, he expressed his

keen interest in the field of paediatric ENT and his desire to learn and practice it was

very evident.

He's hardworking and sincere, personally a pleasant person and a team player. He'd be

an asset to whichever organisation h'e chooses to work with.

I give my strongest possible letter of recommendation for Dr Vinay for the fellowship he

wants to pursue in your institute and wish him all the best for his future endeavours.

i,i 1., i,.4. S., }tp i.j BaEi,JI., FRCS
ilirlrt.ldc. "l$ij3liii{ll r:i'; I i"i.;1.::}r!l,ei". &"

RESF.Ai:iCH I T.J5"J-I-''UTtr {P) LTD.
* 274, (Qi # 827). Pcananraiiee High Road,

KJ LPAUK, C i-T Ei,J NAI.CIO OI O.

*(Ac6edited for Diploma National Board Training in ENT by National Board of Examinations, New Delhi)
rr fr^^-:+^l r.^-^.,^-^r.^,,^,{; ^-,{ aIJI\TNTA]\i[i\itAI FNT lMcdical F.rfircatinn and

Prof. RAVI RAMALINGAM r'l.e., M.s., Dip NB (ENr)., F.R.c.s,

30tn March 2018

'-\\ v ,

. Rhvi Ramalingam

-;^^.Prof I Flrert"rS F?,f+ ir,'I A !- ! ryJ G Aful,
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63
AMASI SKILL COURSE &

FMAS EXAMINATION
The Association of Minimal Access Surgeons of India

Certifies that

Dr. Caren Dsouza

has participated as a DELEGATE in the

63  AMASI SKILL COURSE & FMAS EXAMINATION held at

MLT, College Building , Seth GS Medical College & KEM Hospital

31st May - 2nd June 2019

Dr. C. Palanivelu
Founder President 
AMASI

Dr. Bhupinder Singh Pathania
President 
AMASI

Dr. Kalpesh Jani
Secretary 
AMASI

Dr. Dilip Gode
National Course Convener 
AMASI

Dr Sameer Rege
Course Convener 
63rd Skill Course

rd

rd



iNDI^ri{`oiiNcii,i)I,`Mi,`,Di{`..,\i,RF`si,`,,\Rt.i!
z`Ns^Ri  N^r:,\R, NE!`,w Di`,I,lil-I io o29

Dated`  15.6.2011

Sii.I)jec{-SaiictionandbudgetallotmcntfoTtheNewSchemeentitled.•-Occurrenceot`di.ugresistanceamongrel.dpsecases.pool.responders

[iiid  new cases ot.  lcpi-os}.

\
No.5/8/3`9)/2010-EC1)-I(8)
ID No. 201  I -0:`980

To

The  Dean.
Fathci-iMiillci.  Medical  (`ollegc (+`MMC),
Mzingnlore-575002

is[['       The  Oil.ectoi.  General   of  the  CouncH   sanctions  the  above  mentioned  research
sc`iemeinitiauyfoiaperiodot.Oneyeart`rom172011to30620ltsubiecttoextension
uptothetotaldurationspecific`dinpai.a3(3)below.

1              1he   Oil.c.cloi-General   or`  the   Coiii`cil   also   sanctioiis   the   budget   allotment   ot`

Rs.4.89.456/-  (Rupees  foul.  lath  eight)J  nine  thoiisand  t`our  hundei.ed  fifty  six  onl9  as
detailedintheattachedstatemcntfortheyear2011-12.

3.            The grant-in-{lid will be giveii siibject to the t`o!lowing conditions:

I.            The  pa}nieiiH"`tl`e  gi.ant  wiH  be ni.nde  io  liimp-sum  tu  the  Heed  of.the  lnstitiitlon.
The   fiisL   His[allmei`1   ul.1lic   gi.aiit   win   be   paid   genei.all}'   £`s   sooi`   as   a   rep0l.I

regal.dills   the   commeiicement   ot`  the   pi.oject   ai`d   appointmelit   of  the   stafi`  is
receivedbytheCouncil.Tliedemandf`oi.paymentofthesubsequeiltinstallmei`t
ot-  the   gi.alit   should   be   placed   with   the   Coiincil   in   the   prescribed   proforma
attached.

•rhe   stiH`  i`.ppoin{ed   oil   the   pi.o.ici`l   sl`ould   tte   pi`iil   its   indicated   in   the   biidget

statemei`t attached.

The  appro\'ed  duratlon  ot` the  scheme    3  years     The  anniial  e`tension  willt)e
giv.enaftei.I.ev.iewoftliewoi.kdoneontheschemeclui.ingtheprevioltsyeai..

r\   I.epoi-t  ciii   the  progi.ess   macle   uJ"   be  siibii`it[ed   to  the   CouiicH   as  aird  when
called  i`oi-.

contd. . ` . ` . .2..



_,_

J- The  institu[e  wiH  maintain  a  separate accoiint ot` the  receipts  and  the  expenditiire
ini`iii.red  oli   the  scheme  ancl   uill   fill.iiish  a  utiliza[Ioli   eel-tific.1te  and  an   audited
statemeiit or`accoim pc.I.lainiiig  lo  the gi..lilt.

The othei. terms and coiiditions ai.e indicated Ill Aniie.`ure  I.   The receipt of this
letter may please be acknowledged.

y;l;,#f:;Ieyr

for Director General.

No.  5/8/3(9)/2010-ECD-I(B)

together with a cop.v of the budget statemem t`orwarded  t.tn. information to: -
______    '`-I    '`.J````.I(^t-|\,I|   |\J

DI.. Nand Kishore 8.  Prot`essoi.  and  U-nit Head.   Dep[t   Of Del.matolog,v.
Venerology and lepi.os.y` Father Muller Medical College (FMMC), Mangalore-
575002

2.     Copy together w.ith two copies of the budget statement foiw.ai.ded to the

4_cL£9.u_n_ts_S_eftjQLn|CMRforinformationandnecessar}'action.Bf£_prap.
ECDINTF/8/2011 -I 2 d.ited  7.6.2011

3..   Copy  togelher with  t\\'it copies (if the biidget  I.or\,\.ai.ded  to  the
Fimmcc  Sec.lion`  ICMR  I`tH c(tnipil.ilion  ot.the  Coullcil`s  bildge[.

4.      IRIS C'ell  (Divisjoi] ot`P&  I)`  lcMR.

5..   D.E.O.  (Diy.  of ECD-I)`  1-CMR.
6.    Mainfile 'le'toth

for Director Genei.al.
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Names and Designations of Co-Principal Investigator(s)

At Mumbai center

1) Dr. Nerges F Mistry, Director, fmr@fmrindia.org

2)Dr. Vivek V Pai,Director; Bombay leprosy project (BlP) Mumbai.blpproject@vsnLnet

3) Dr. R Ganapati , Ex Director (BlP); Mumbai - _

4) Mr. Uday Thakar, Secretary, (KNS). Dist- Raigadh,Maharastra

At Father Muller Medica! college, Kankanadi Mangalore

1) Dr. Srinath M K, Assistant Professor srinath76@yahoo.co.in

At LEPRA India"BPHRC

1) Dr. V, Vijaya lakshmi vijayaval1uri@leprahealthinaction.in
2) Dr. Subbanna subbanna@leprahealthinaction.in
3) Dr. Ranganadha Rao ranganadh@leprahealthinaction.in

4) Dr. Porichcha

5) Dr. Suman Jain drsumanjain@hotmail.com

6) Dr. Rama Prasad

At NIE centre

1) Dr. P Krishna Murthy, DFIT, damienin@airtelbroadband.in

2) Dr. P. Vijaya Kumaran, DFIT, damienin@airtelbroadband.in

3) Dr. Rajendra Prasad, District leprosy Officer, admhovsp@yahoo.com

4) Dr. R.Ramakrishnan, Scientist E, NIE, contact murthybn@yahoo.co.in

5) Dr. Joseph.K.David, Scientist C, NIE, drjosephkdavid@gmail.com

Duration of Research Project: 3 years

i) Period which may be needed for collecting the data: 32months

ii) Period that may be required for analyzing the data: 4months
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3. Amount of grant-in-aid asked for (IN INR - IN LAKHS)

r>;

!1st year 20a year 3ra year Total II
!

A.FMR I I i I
I I I~ ! !

1. Staff I 14.48 14.48 15.16 44.121i !
2. Contingencies I i

I

- -
22.50 IRecurring I 6.25 9.25 7.00

! INon recurring I 5.20 5.20 I! II
3. Overheads I 2.07 2.37 2.22 6.66 !

I
Total I 28.00 26.10 24.381 78.48 !I I !B. FMMC i I

i

I I i
I !

1. Staff ! 2.76 2.941 3.131 8.831
I I

I

2. Contingencies I 2.23 2.521 1.151 5.9 II
Recurring ! I I

I I I
3. Overheads ! 0.25 0.27 0.21 I 0.731I i
Total ! 5.24 5.73 4.49 ' 15.46 i
C.BPRCH I I!

1. Staff I 2.88 3.18 3.551 9.61
I

2. Contingencies I

382
1

I

I
i
i

Recurring ~~.10 4.28 12.20 !
i

! !
Non recurring 1.15 1.15 II I i
3. Overheads i 0.50 0.50 0.50 I 1.50 I

!

Total I 8.631 7.96 7.871 24.461i i
D. NiE i ! ii

!

2. Contingencies I ii I

Recurring i 11.06 12.14 12.14 35.34/i I
3. Overheads I 0.55 0.60 0.60 I 1.75 !

i I
;

Total
; 11.61 12.74 12.74 . 37.09 Ii
I !i

GRAND TOTAL I I!
(A+B+C+D) ~ 53.48 52.53, 49.481 155.49I

;
i

..

Note - Budget for the participating Institutes are projected as per their request. NIE has

projected budget for a total of 8 years, only 1st 3 years budget has been projected here.



Names and Designations of Co-Principallnvestigator(s)

At Mumbai center

1) Dr. Nerges F Mistry, Director, fmr@fmrindia.org

2)Dr. Vivek V Pai,Director; Bombay leprosy project (BlP) MumbaLblpproject@vsnl.net

3) Dr. R Ganapati , Ex Director (BlP); Mumbai

4) Mr. Uday Thakar, Secretary, (KNS). Dist- Raigadh,Maharastra

At Father Muller Medical college, Kankanadi Mangalore

1) Dr. Srinath M K, Assistant Professor srinath76@yahoo.co.in

At LEPRA India-BPHRC

1) Dr. V, Vijaya lakshmi viiayavarluri@leprahealthinaction.in
2) Dr. Subbanna subbanna@leprahealthinaction.in
3) Dr. Ranganadha Rao ranganadh@leprahealthinaction.in

4) Dr. Porichcha

5) Dr. Suman Jain drsumaniain@hotmail.com

6) Dr. Rama Prasad

At NIE centre

1) Dr. P Krishna Murthy, DFIT, damienin@airtelbroadband.in

2) Dr. P. Vijaya Kumaran, DFIT, damienin@airtelbroadband.in

3) Dr. Rajendra Prasad, District leprosy Officer, admhovsp@yahoo.com

4) Dr. R.Ramakrishnan, Scientist E, NIE, contact murthybn@yahoo.co.in

5) Dr. Joseph.K.David, Scientist C, NIE, driosephkdavid@gmail.com

Duration of Research Project: 3 years

i) Period which may be needed for collecting the data: 32months

Ii) Period that may be required for analyzing the data: 4months
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E-mail: kirankatoch@rediffmail.com

Fax No: 91 05622331755

5. Institutional ethical clearance and Project approval: Will be obtained shortly

6. Is radio tagged material proposed to be used in the project either for clinical trials

or experimental purposes -No

7. Involvement of Recombinant DNA! Genetic Engineering work- No

8. IEC approval - Will follow.

9. Conflict of interest- Nil

DECLARATION AND ATTESTATION
I. '!We have read the terms and conditions for ICMR Research Grant. All

necessary Institutional facilities will be provided if the research project is
approved for financial assistance,

ii. l!We agree to submit within one month from the date of termination of the project
the fina! report and a list of articles, both expendable and non-expendable, left
on the closure of the project.

iii. 1/ We agree to submit audited statement of accounts duly audited by the auditors
as stipulated by the ICMR.

iv. It is certified that the equipment(s) is/are not available in the institute/Department
or these are available but cannot be spared for the project

v. It is further certified that the equipment(s) required for the project have not been
purchased from the funds provided by ICMR for another project(s) in the
Institute. .."

If any equipment already exists with the Department/Institute, the investigator
should justify purchase of the another equipment.

Signature of the:

a) Principallnvestigator __ I,,{,-, --':"l:'-'
it i)";~:=:i:~-.-

s

(Dr. Vanaja P. Shetty)

b)

c) Head of the Department _
ro" 1//7 :{,i.»«

! • J j.; .!

Signature of the Head of .:._..-._-...-"" ' the Institution with seal

(Dr. Nerges Mistry, Director)

Date: 15 September 2010
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From Unigroup Denmark

Study Title: (lsD study)
Roleofscalpcleansersinthemanagementoflnfantjleseborrheic
dermatitis (ISD).

AcomparativestudyofspraycleansercontajningSqualane,GI,AandVlatmin
E(Unigroup)withaShampoocleansercontainingCocamidopropylBetaine,
PEG-80SorbitanLaurate,SodiumTrjdecethSulfate(Johnson'sbabyshampoo)

Amount sent 3,200Ss

TowardslnitialPayment(lncludesHospitalcharges,Pl,Coordinator'scharges,Trial
expenses)

Unigroup ApS

Diplomvej 373

DK-2800  Lyngby

Tel.      +4570222818

Fax      +4570222819
i-mail

jnfo@unigroup,dk
cvafa I IIr-
VLT L = == =
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FATHER MULLER INSTITUTIONAL ETIDCS COMMITTEE
Father Muller Road, Kankanady, Mangalore - 575 002

Karnataka, India
Tel: 2238399
e-mail: frmulleriec@gmail.com

CHAIRPERSON
Dr. Arun Rao
Prof. of Obstetrics & Gynaecology
Kasturba Medical College
Mangalore - 575 001
Phone : 9845677507'

SECRETARY
Dr. B. Sanjeev Rai
Chief of Medical Services,
Father Muller Charitable Institutions,
Kankanady, Mangalore - 575 002
Phone : 9448133494
e-mail: raibs11@gmail.com

FMMC/FMIEC/1025j 2012
Ref No: .

To,

07.12.2012 .
Date: ...

/

~ Dr. Ramesh Bhat

Prof & HOD

Dept. of Dermatology, Venereology & Leprosy,

Father Muller Medical College,

Mangalore.

Dear Dr. Ramesh Bhat,

Subject: FMIEC approval for the Study "A study of epidemiology,' clinical,
histopathological characterstics and immunohistochemical findings in patients with
Lichen planus pigmentosus" /1

Your study entitled "A study of epidemiology, clinical, histopathological
r>. characterstics and immunohistochemical findings in patients with Lichen

planus pigmentosus" was discussed during the meeting and it was approved.

Yours Sincerely,

Dr.~:VRai

Secretary

Father Muller Institutional Ethics Committee

Secretary
Father Muller Institutional Ethics Committee

Father Muller Medical College
Mangalore-575002



A clinico-epidemiological, dermoscopic and
histopathological study of Dermatosis Papulosa
Nigra in a tertiary care hospital of South India

Chief investigator- Dr. Nelee Bisen

Co-investigators- Dr. Ramesh Bhat, Dr. Sukumar D,

Dr. Rachel Pavey, Dr. Deepti D’Souza

The study would be conducted in Father Muller
Medical College and Hospital, Mangalore



INTRODUCTION

Dermatosis papulosa nigra (DPN) is a benign cutaneous condition which occurs
commonly in dark skinned people especially Asians and African Americans. It
is considered as one of the variants of seborrheic keratosis. Females are affected
more frequently than males.1 It usually begins in adolescence and its incidence
as well as the number and size of individual lesions, increases with age.
Clinically DPN presents as multiple, small, hyperpigmented, asymptomatic
papules mostly on the face and also on neck, upper back, and chest. Dermatosis
papulosa nigra is likely to be genetically determined, with 40-54% of patients
having a family history of involvement. It is believed to be caused by a nevoid
developmental defect of the pilosebaceous follicle. Hairston et al have
suggested that it should be classified within the group of epithelial nevi.2

Histologically, dermatosis papulosa nigra resembles seborrheic keratosis
showing hyperkeratosis, irregular acanthosis, keratin-filled invaginations of the
epidermis (horn cysts), and marked hyperpigmentation of the basal layer.
However depending upon the morphology, seborrheic keratosis has various
histopathological variants like classic acanthotic type, adenoid/ reticulate type,
hyperkeratotic type, clonal type etc. Dermoscopic findings of seborrheic
keratosis include Comedo-like (CL) openings, milia-like (ML) cysts, fissures
and ridges (FR), fingerprint (FP)-like structures, moth-eaten (ME) border,
hairpin (HP) blood vessels, network-like (NL) structures, and sharp demarcation
(SD).3 But specific dermoscopic findings for DPN have not been described.
Treatment is usually sought for cosmetic reasons. Abrasive curettage,
superficial liquid nitrogen cryotherapy, electrodesiccation followed by curettage
and laser therapy have been shown to be effective.4,5

NEED FOR STUDY

DPN is one of the very commonly encountered skin lesions in Indian
population. However, there is lack of data relating to its clinical, dermoscopic
and histopathological correlation. This study may provide useful information
regarding the etiology and pathology of DPN.



AIMS

1. To study the clinical characteristics of patients with Dermatosis papulosa
nigra (DPN).

2. To correlate the clinical findings with dermoscopic and histopathological
findings in DPN.

MATERIALS AND METHODS

Source of data collection

Patients attending Dermatology OPD, Father Muller Medical College and
Hospital, Mangalore with clinical diagnosis of DPN

Inclusion criteria-

 Age more than 18 years

 Patients willing to participate in the study

Exclusion criteria-

 Patients not willing for biopsy

 Uncooperative patients

Method of data collection

A written informed consent will be taken from all patients.

Detailed history taking and thorough clinical examination will be done. The
following parameters will be recorded: age, sex, age of onset, duration, family
history, site, number and size of lesions and their morphology. Dermoscopy will
be performed in all cases in randomly chosen pigmented lesions. 3 mm punch
biopsies will be taken from the lesions and evaluated for histopathological
findings. For the descriptive statistics, the SPSS software package will be used.



Sample size - 100

Study period

January 2012 to December 2013

REFERENCES
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PROFORMA

Name- Age- Sex-

Hospital number- Date-

Address- Mobile no.-

History-

Age of onset-

Duration of onset-

H/O progression of lesions-

H/O any associated symptom-

H/O exposure to sunlight-

Occupation-

Family H/O similar lesions-

Any systemic disease-

Any other relevant history-



Examination-

Morphology and site of lesions-

Dermoscopy findings –

Histopathology findings –



INFORMED CONSENT FORM

Title: A clinico-epidemiological, dermoscopic and histopathological
study of Dermatosis Papulosa Nigra in a tertiary care hospital of
South India.

Name of the Research Subject:

Age of the Research Subject

I have been explained in detail about this study, the potential benefits and side
effects of the biopsy procedure and dermoscopy.

I understand that my participation in the study is voluntary and that I have the
right to withdraw at any time without giving any reason, without my medical care
or legal rights being affected.

I understand that my taking part in this study will be kept confidential and my
identity will not be revealed in any circumstances.

I agree to take part in the above study.

__________________________ _________
Signature of the research subject Date

________________________ _________
Signature of the investigator Date

















FarHpn M*LER Muorcar, Cor,lucn HosprrA,,
ADM/FMMCII/OS5 /2013

To,

Dr.Rochelle C Monteiro
Senior Resident
Department of Dermatology
FMMCH

Dear Dr.Rochelle

26.02.2013

Refl Your letter no FMMC/DERM/GEN/310/2013 dated 29.01.2018
Sub: A randomized comparative study of the efficacy of intralesional

5-FU vs combined intralesional b'FU and traiamcinoione
acetonide in the treatment of keloids - reg

In response to your above letter, it has been decided to grant concession
to 50 patients under the "Randomized Comparative Study for treatment
of Keloids". These patients will be given loOo/o concessibn on the
procedural charges but the cost of the medicines will have to be borne by
the patients.

Bills for these patients must mention "DERMATOLOGY KL". These bills
are to be accounted for under the "Research Cell,,.

cc:
Director - for information
Dr Ramesh Bhat- HOD Dermatologr
I/C- Billing - with a request to raise the bill
l/C - Accounts - with a request to credit lOO7o amount of the bill from Father Multer Resarch Cenre
File

With regard.s,

Rev.IY Richard Coelho
ADMINISTRATOR



--- ;ro FATHERF=~!r ~~~a'!:~=~!~~~~5~~~EE
~ Karnataka, India

Tel: 2238399
e-mail: ·frmulleriec@gmail.com

CHAIRPERSON
Dr. Arun Rao
Prof. of Obstetrics & Gynaecology
Kasturba Medical College
Mangalore - 575 001
Phone : 9845677507

SECRETARY
Dr. B. Sanjeev Rai
Chief of Medical Services,
Father Muller Charitable Institutions,
Kankanady, Mangalore - 575 002
Phone : 9448133494
e-mail: raibsll@gmail.com

FMMC/FMIEC/2514/2015Ref No: .
14.10.2015

Date: .

To,

Dr. Ramesh Bhat M
Principal Investigator
Prof and HOD, Department Of Dermatology
Father Muller Meducal College Hospital
(Unit of Father Muller Charitable Institutions)
Father Muller Road, Kankanady,
Mangalore - 575002,India.

Study Protocol No: CIGE025EIN01
~

Protocol Title: "A prospective, Post Marketing Surveillance study to study the safety and
effectiveness of omalizumab in Indian patients with Chronic Spontaneous Urticaria
refractory to standard of care"

Subject: Ethics Committee Approval of the Essential documents for the above mentioned
Clinical trial.

Dear Dr. Ramesh Bhat,

The Father Muller Institutional Ethics Committee, Father Muller Medical College reviewed
and discussed your application to conduct the clinical trial CIGE025EIN01

entitled "A .prospective, Post Marketing Surveillance study to study the safety and
effectiveness of omalizumab in Indian patients with Chronic Spontaneous Urticaria
refractory to standard' of care" on 10th October 2015.
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FATHER MULLER INSTITUTIONAL ETIDCS COMMITTEE
Father Muller Road, Kankanady, Mangalore - 575 002

Karnataka, India
Tel: 2238399
e-mail: ·frmulleriec@gmail.com

ef No : .

----------------------------------------------------------~~

CHAIRPERSON
Dr. Arun Rao
Prof. of Obstetrics & Gynaecology
Kasturba Medical College
Mangalore - 575 001
Phone : 9845677507

SECRETARY
Dr. B. Sanjeev Rai
Chief of Medical Services,
Father Muller Charitable Institutions,
Kankanady, Mangalore - 575 002
Phone : 9448133494
e-mail: raibs11@gmail.com

14082015FMMC 1FMTEC 12389/20] 5

otoeol title: "Antifungal drug sensitivity in treatment of dermatophytic infections"

incipal Investigator: :Dr. Iyothi Jayaraman
ame & Address of Institution:
r. [yothi Jayaraman
ept. of Dermatology,
ther Muller Medical College,
ankanad , man alore - 575002.
ew review ./ Revised review Ex edited review
ate of review: 08/08/2015
ate of previous review, if revised a lieation: Nil
ecision of the Ethics Committee:
Recommended ./
Recommended with suggestions ..•
Revision/ Resubmission
Rejected
u estions jReasonsjRemarks: Nil
eeommended for a period of: 1 Year

ease note:
Inform Ethics Committee immediately in case of any adverse events and serious adverse
events.
Inform Ethics Committee in case of any change of study procedure, site and investigator.
This permission is only for a period mentioned above. Annual report to be submitted to
Ethics Committee.
Members of Ethics committee have right to monitor the trail with prior intimation.

ou are not to start your study till you get a registration done by Clinical trial Registry.
ou are requested to submit the CTRI registration number to the office of the undersigned.

.e:
ember Secretary
ther Muller Institutional Ethics Committee



\ FATHER MULLER INSTITUTIONAL ETHICS COMMITTEE
Father Muller Road, Kankanady, Mangalore - 575 002

Kamataka, India
Tel:0824-2238399
e-mail: £iniethicscommittee@gmail.com

CHAIRPERSON
Dr. Ashok Shenoy
Professor of Pharmacology
KMC, Mangalore-575001
Phone: +919880530703
E-mail: ashok.shenoy@manipaLedu

SECRETARY
Dr. Shivashankara A.R.,
Associate Professor of Biochemistry,
Father Muller Medical College
Mangalore - 575 002
Phone: +919880146133
E-mail: arshiva72@gmaiLcom

FMJMl4FMIEC/427.6/2D1.7. ...

Protocol title: "Amulticentric study to evaluate the host and pathogen factors in recurrent dermatophytoses" 1

Protocol No: 5174/17
Principal Investigator: Dr. Ramesh Bhat
Name & Address of Institution:
Dr. Ramesh Bhat -

Dept. of Dermatology
Father Muller Medical College,
Kankanadv, Mangalore - 575002
New review: Exempt review Expedited review Full review ./
Review of Revised Submission: Nil
Date of review: 19/05/2017
Date of previous review, if revised application:. ..•
Decision of the Ethics Committee:
> Approved
> Approved with suggestions ./
> Revision/ Resubmission
> Rejected

Suggestions /Reasons/Remarks: Do CTRI registration of the study and submit the registration No.Have
the patient information sheet and informed consent form in Kannada.
Recommended for a period of: 1 Year
Please note:
> Inform Ethics Committee immediately in case of any adverse events and serious adverse

events.
> Inform Ethics Committee in case of any change of study procedure, site and investigator.
> This permission is only for a period mentioned above. Annual report to be submitted to

Ethics Committee.
> Members of Ethics committee have right to monitor the trial with prior intimation.
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FATHER MULLER INSTITUTIONAL ETmCS COMMITTEE
Father Muller Road, Kankanady, Mangalore - 575 002

Karnataka, India
Tel: 2238399
e-mail.frmullerieceagmail.com

HAIRPERSON
. Arun Rao
of. of Obstetrics & Gynaecology
sturba Medical College
angalore - 575 001
one : 9845677507

SECRETARY,
Dr. B. Sanjeev Rai
Chief of Medical Services,
Father Muller Charitable Institutions,
Kankanady, Mangalore - 575 002
Phone : 9448133494
e-rnail: raibs11@gmail.com

Date,' 14..0.8.2015 .

01 title: "A multicentric, prospective and retrospective study of Stevens Johnson
orne (SJS),toxic epidermal necrolysis (TEN)& SJS-TENoverlap in Indian scenario"

pal Investigator: Dr. Ramesh Bhat M
& Address of Institution:
mesh BhatM
& HOD, Dept. of Dermatology,
Muller Medical College,
nad ,Man alore - 575002.
eview ,/ Revised review Ex edited review
of review: 08/08/2015
of previous review, if revised application: Nil
on of the Ethics Committee:
ommended ,/
ommended with suggestions ..•
sion
cted
stions jReasonsjRemarks: Nil

mmended for a period of: 1 Year

note:
rm Ethics Committee immediately in case of any adverse events and serious adverse
nts.
rm Ethics Committee in case of any change of study procedure, site and investigator.
permission is only for a period mentioned above. Annual report to be submitted to
cs Committee.
mbers of Ethics committee have right to monitor the trail with prior intimation.

re not to start your study till you get a registration done by Clinical trial Registry.
re \equested to submit the CTRI registration number to the office of the undersigned.

Ilyu
~anjeev Rai
ber Secretary
Muller Institutional Ethics Committee
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CHAIRPERSON
Dr. Ashok Shenoy
Professor of Pharmacology
KMC, Mangalore-575001
Phone: +919880530703

'- E-mail: ashokshenoy@manipal.edu
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Protocol title: "Comparative study
treatment of onycho

Protocol No: 5228/17
Principal Investigator: Dr. Ramesh

Name & Address of Institution:
Dr. Ramesh Bhat & Dr. Jyothi [ayara
Dept. of Dermatology

'. Father Muller Medical College,
Kankanady, Mangalore - 575002
New review: Exempt review
Review of Revised Submission: Nil
Dale of review: 12/08/2017
Date of previous review, if revised
Decision of the Ethics Committee:
>Approved
> Approved with suggestions ./
> Revision/ Resubmission
> Rejected

Suggestions /Reasons/Remarks:
Kannada.
Recommended for a period of: On

Please note:
> Inform Ethics Committee immedia

events.
> Inform Ethics Committee in case of
> This permission is only for a perio

Ethics Committee.
> Members of Ethics committee have

-

R INSTITUTIONAL ETHICS COMMITTEE
Muller Road, Kankanady, Mangalore - 575 002

Karnataka, India
Tel: 0824-2238399
e-mail: finiethicscommittee@gmail.com

SECRETARY
Dr. Shivashankara A.R.,
Associate Professor of Biochemistry,
Father Muller Medical College
Mangalore - 575 002
Phone: +919880146133
E-mail: arshiva72@gmail.com

16.08.2017Date: ;..

of nail whitening solution with 5% w / vamorolfine nail lacquer in
m cosis "

Expedited review Full review ./

Bhat & Dr. [yothi Jayaraman

man

application:

Have the patient information sheet and informed consent form in

e Year

tely in case of any adverse events and serious adverse

any change of study procedure, site and investigator.
d mentioned above. Annual report to be submitted to

right to monitor the trial with prior intimation.
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c· Following Members of the Committee Ratified the Full Review and Approved the
Research Proposal.

Mr.Eric Sequeira Lawyer Member -legal expert
Dr.Shivashankara AR. Biochemistry faculty Member Secretary
Dr.Sudhir Prabhu Community Medicine Faculty Joint Secretary
Dr.Varadraj Shenoy Professor of Pediatrics Member-Clinician
Dr.Safeek AT Professor of Psychiatry Member-Clinician
Dr .Kurian PJ Homeopathy faculty Member -Homeopathy Expert
Mr.Sudeep Pais Physiotherapy Faculty Member -Physiotherapy Expert
Fr.Dr.Leo D'Souza Director of Applied Biology Laboratory Member-Ethicist /Philosopher
Mrs.Veena Manoj MA, BEd. Qualified Member - Lay Person
Ms. Anuradha Shetty Faculty of School of Social Work Member-Social Scientist
Dr. Anup Kumar Shetty Associate Professor of Microbiology Member - Clinician

Dr. ShiVaShanka~
Member Secretary
Father Muller Institutional Ethics Committee

Dr.lh\vashankar;l A.R., .-.,0.
s~·r~tary .

father Muller IMtitutlonal El.hics CommtHee

...
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FATHER MULLER INSTITUTIONAL annes COMMITTEE
Father Muller Road, Kankanady, Mangalore - 575 002

Karnataka, India
T~l : 2238399
e-mail: fnnulleriec@gmail.com

CHAIRPERSON
Dr. Arun Rao
Prof. of Obstetrics & Gynaecology
Kasturba Medical College
Mangalore - 575 001
Phone : 9845677507

SECRETARY
Dr. B. Sanjeev Rai
Chief of Medical Services,
Father Muller Charitable Institutions,
Kankanady, Mangalore - 575 002
Phone : 9448133494
e-mail: raibsll@gmail.com

Ref No : ...f..M.~:E~jf.MX~S~!.2602/2015, Date: 20,.U.Z.Q15..

Protocol title: "A STUDY OF THE ANEROBIC BACTERIA IN ACNE AND -It"iVITRO I
ANTI13IOTICSUSCEPTIBILITY PATTERNS OF ORAL AND TOPICAL ANlT6IGl1CS IN THE
TREATMENT OF ACNE"

- -----------1

----,-------------------------- ---~------_l
Principal Investigator: Dr. Rochelle C Monteiro
r--------------,
Name & Address of Institution:
Dr. Rochelle CMonteiro
Dept. of Dermatology,
Father Muller Medical College,
Kankanad ,Man rralore - 575002. -------- ------------

I New review Revised review ./ Ex edited review- ._--_. -
Date of review: 1:5/11/2015
!?ate of prlC'vious review, if revised applicatio~: !Oi10/201~ _

I Decision of the Ethics Committee:
> Recommended -/
> Recommended with suggestions
> Revision! Resubmissiott! ~
> Rejected , ~
Su estions jReasonsjRemarks: Nil i
L--R_e_c_om_m_e_n_d_e_d_f_0_!"_a_p",--er_i_o_d_o_f_:_l_y_e_a_r --'1

,----,-------

..•

Please note:
> Inform Ethics Committee immediately ill case of any adverse events and serious adverse
events.

> Inform Ethics Committee in case of a;-,y change of study procedure, site and investigator.
> This permission is only for a period mentioned above. Annual report to be submitted to
Ethics Committee.

> Members of Ethics committee have right to monitor the trail with prior intimation.

You are not to start your study till you get a registration done by Clinical trial Registry,
You are requested to submit the CTRI registration number to the office of the undersigned.

~

,\
;'\~- .

r. B. Sanje~v Rai
Member Secretary
Father Muller Institutional Ethics Committee

Secretary
Father Muller Institutional Ethici CommlHu

, Father Muller Medical CoHe"
""""-:Manialore~S7S00~
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Clinical Trial Details (PDF Generation Date :- Wed, 09 Mar 2016 07:15:19 GMT)
 

CTRI Number CTRI/2016/03/006724 [Registered on: 09/03/2016] - Trial Registered Prospectively

Last Modified On 02/03/2016

Post Graduate Thesis No

Type of Trial Interventional

Type of Study Drug

Study Design Randomized, Parallel Group, Placebo Controlled Trial

Public Title of Study A study for Evaluation of effectiveness and Safety of Minoxidil (5%) plus Finasteride (0.1%) Solution
in Adult Male Patients with Androgenetic Alopecia

Scientific Title of
Study

A Double blind, Randomized, Placebo controlled, Parallel Group, Prospective, Multicentre Clinical
Trial for Evaluation of Efficacy and Safety of Fixed Dose Combination of Minoxidil (5%) plus
Finasteride (0.1%) Lipid Solution in Comparison with Minoxidil (5%) Lipid Solution and Finasteride
(0.1%) Lipid solution in Adult Male Patients with Androgenetic Alopecia

Secondary IDs if Any Secondary ID Identifier

605-12, Version: 2.0, Date: 31/07/2015 Protocol Number

Details of Principal
Investigator or overall
Trial Coordinator
(multi-center study)

Details of Principal Investigator

Name Rajesh C N

Designation Assistant General Manager

Affiliation Lambda Therapeutic Research Ltd

Address Plot No. 38, Near Silver Oak Club S. G. Highway, Gota
Ahmadabad
GUJARAT
380061
India

Phone 07940202051

Fax 07940202021

Email rajeshcn@lambda-cro.com

Details Contact
Person (Scientific
Query)

Details Contact Person (Scientific Query)

Name Dr Ankit Ranpura

Designation Manager

Affiliation Lambda Therapeutic Research Ltd

Address Plot No. 38, Near Silver Oak Club S. G. Highway, Gota
Ahmadabad
GUJARAT
380061
India

Phone 07940202074

Fax 07940202021

Email ankitranpura@lambda-cro.com

Details Contact
Person (Public Query)

Details Contact Person (Public Query)

Name Dr Manjunath K

Designation General Manager

Affiliation Lambda Therapeutic Research Ltd

Address Plot No. 38, Near Silver Oak Club S. G. Highway, Gota
Ahmadabad
GUJARAT
380061
India

Phone 07940202290
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Fax 07940202021

Email manjunathk@lambda-cro.com

Source of Monetary or
Material Support

Source of Monetary or Material Support

> Intas Pharmaceuticals Ltd., 2nd Floor, Chinubhai Center, Ashram Road, Ahmedabad 380-009,
Gujarat, India, Tel. No.: 07926576655, Fax: 07926578862

Primary Sponsor Primary Sponsor Details

Name Intas Pharmaceuticals Ltd

Address 2nd Floor, Chinubhai Center, Ashram Road, Ahmedabad 380-009,
Gujarat, India, Tel. No.: 07926576655, Fax: 07926578862

Type of Sponsor Pharmaceutical industry-Indian

Details of Secondary
Sponsor

Name Address

NA NA

Countries of
Recruitment

List of Countries

India

Sites of Study Name of Principal
Investigator 

Name of Site Site Address Phone/Fax/Email

Dr AM Jayaraaman Chennai Meenakshi
Multispeciality Hospital

Dept. of Clinical
Research, Dept. of
Dermatology, Room no.
12, New#72, Old#172,
Luz Church Road,
Mylapore-600004
Chennai
TAMIL NADU

9444119274

clinsolve@gmail.com

Dr Ramesh Bhatt Father Muller Medical
College Hospital

Room No. 65, Dept. of
Dermatology, Father
Muller Road,
Kankanady, Mangalore-
575002
Dakshina Kannada
KARNATAKA

9845084224

rameshderma@gmail.c
om

Dr Jayesh Mukhi Government Medical
College & Hospital

Department of skin, VD
& leprology, Room No.
1, Government Medical
College & Hospital,
Medical college square
road, - 440003,
Nagpur
MAHARASHTRA

9822467967

jayesh.mukhi@gmail.co
m

Dr Rachita S Dhurat Lokmanya Tilak
Municipal Medical
College & General
hospital

Room No. 16, 2nd
Floor, Dept. of
Dermatology, Dr.
Babasaheb Ambedkar
Road, Sion-400022
Mumbai
MAHARASHTRA

9870390057

rachitadhurat@yahoo.c
o.in

Dr T K Sumathy M.S. Ramaiah Medical
College & Hospital

Room No. 104, Dept. of
Dermatology, MSR
Nagar, MSRIT
Post-560054
Bangalore
KARNATAKA

9845163009

tksumathy@gmail.com

Dr O R Jayanthi Meenakshi Mission
Hospital & Research
Centre

Dept. of Dermatology,
Room no. 8, Melur
Road, Lake Area-

9489378314

drjayanthi@gmail.com
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625107,
Madurai
TAMIL NADU

Dr Hemant Talnikar Padmashree Dr. D Y
Patil Medical College,
Hospital and Research
Centre

Dept. of Dermatology,
Room no. 18, Sant
Tukaram Nagar,
Pimpri-411018
Pune
MAHARASHTRA

9422087726

hemant.vasant16@gma
il.com

Dr V V V
Satyanarayana

Rajiv Gandhi Institute of
Medical Sciences &
RIMS Government
General Hospital

Room No. 16,
Department of
Dermatology, Research
Wing, 2nd Floor, Beside
Female Medical
Ward-532001
Srikakulam
ANDHRA PRADESH

9963744345

vellasatyanarayana@g
mail.com

Dr Bhavik Bhavsar Ratandeep
Multispeciality Hospital

2nd floor, Dept. of
Dermatology, Room no.
15, Nakshatra complex,
Above HDFC Bank,
Maninagar cross roads,
Maninagar- 380008
Ahmadabad
GUJARAT

9825953263

bhavikbhavsar78@gma
il.com

Dr S C Bharija Sir Ganga Ram
Hospital

Dept. of Dermatology,
Room no. 14, Old
Rajinder Nagar-110060
New Delhi
DELHI

9891667044

drscbharija@gmail.com

Details of Ethics
Committee

Name of Committee Approval Status Date of Approval Is Independent Ethics
Committee?

Ethics Committee,
Chennai Meenakshi
Multispeciality Hospital,
Dr. A.M. Jayaraaman

Submittted/Under
Review

No Date Specified No

Ethics Committee,
Lokmanya Tilak
Municipal Medical
College & Lokmanya
Tilak Municipal General
Hospital, Dr. Rachita S
Dhurat

Submittted/Under
Review

No Date Specified No

Ethics Committee, M.S.
Ramaiah Medical
College & Hospitals, Dr.
T. K. Sumathy

Approved 05/02/2016 No

Ethics committee,
Ratan Deep
Multispecialty Hospital,
Dr. Bhavik Bhavsar

Submittted/Under
Review

No Date Specified No

Ethics Committee-Dr.
D. Y. PatilVidyapeeth,
Dr Hemant Talnikar

Submittted/Under
Review

No Date Specified No

Father Muller
Institutional Ethics
Committee, Dr.
Ramesh Bhatt

Submittted/Under
Review

No Date Specified No
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Institutional Ethics
Committee,
Government Medical
College & Hospital, Dr
Jayesh Mukhi

Submittted/Under
Review

No Date Specified No

Institutional Ethics
Committee, Meenakshi
Mission Hospital &
Research Centre, Dr.
O. R. Jayanthi

Submittted/Under
Review

No Date Specified No

Institutional Ethics
Committee, Rajiv
Gandhi Institute of
Medical Sciences &
RIMS Government
General Hospital, Dr. V.
V. V. Satyanarayana

Submittted/Under
Review

No Date Specified No

Sir Ganga Ram
Hospital Ethics
Committee, Dr. S. C.
Bharija

Submittted/Under
Review

No Date Specified No

Regulatory Clearance
Status from DCGI

Status Date

Approved/Obtained 17/12/2015

Health Condition /
Problems Studied

Health Type Condition

Patients Adult Male Patients with Androgenetic Alopecia

Intervention /
Comparator Agent

Type Name Details

Intervention Arm A: Fixed dose combination
of Minoxidil (5%) plus
Finasteride (0.1%) as lipid
solution.

Dose: 01 ml; Frequency: twice
daily; Mode of Administration:
Topically Duration of treatment:
24 weeks

Comparator Agent Arm B: Minoxidil (5%) lipid
solution. Arm C: Finasteride
(0.1%) lipid solution. Arm D:
Matching lipid solution placebo.

Dose: 01 ml; Frequency: twice
daily; Mode of Administration:
Topically Duration of treatment:
24 weeks

Inclusion Criteria Inclusion Criteria

Age From 18.00 Year(s)

Age To 45.00 Year(s)

Gender Male

Details 1. Male patients in good general physical and mental health, with
Androgenetic alopecia.
2. Subjects willing to provide written informed consent, indicating that
they thoroughly understand the purpose of and procedures required
for the study and are willing to participate in the study.

Exclusion Criteria Exclusion Criteria

Details 1. Concomitant dermatological disorders on the scalp other than
Androgenetic alopecia.
2. Serious cardiovascular diseases (uncontrolled hypertension,
angina pectoris, myocardial infarction, etc.), renal diseases or
hepatic diseases.
3. History of drug hypersensitivity (including contact dermatitis to
cosmetics), breast disorders (including gynecomastia, breast
enderness) or testicular disorders (testicular growth, testicular pain).
4. History of treatment with a systemic or locally acting medication
which may interfere with the study objectives, such as Minoxidil
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treatment in the 06 months prior to dosing, Finasteride treatment in
the 12 months prior to dosing, or treatment with other investigational
hair growth products in the 06 months prior to dosing
5. Ongoing use of prohibited medications (as specified in the
protocol)
6. Use of any investigational product within 03 months prior dosing of
study drug
7. Judged by the investigator as otherwise being unsuitable for
participation in this trial.

Method of Generating
Random Sequence

Computer generated randomization

Method of
Concealment

Not Applicable

Blinding/Masking Participant, Investigator, Outcome Assessor and Date-entry Operator Blinded

Primary Outcome Outcome Timepoints

1) Change from baseline in Target Area Hair
Count (TAHC)
2) Change in the Subject Self Assessment (SSA)
Score

Baseline to week 24

Secondary Outcome Outcome Timepoints

1) Change in the Investigator assessment score
2) Evaluation of pharmacokinetic profile

At the end of study

Target Sample Size Total Sample Size=160
Sample Size from India=160

Phase of Trial Phase 4

Date of First
Enrollment (India)

01/04/2016

Date of First
Enrollment (Global)

No Date Specified

Estimated Duration of
Trial

Years=1
Months=7
Days=0

Recruitment Status of
Trial (Global)

Not Applicable

Recruitment Status of
Trial (India)

Not Yet Recruiting

Publication Details NA

Brief Summary Many factors cause clinical hair loss, or alopecia, including endocrine abnormalities, genetic
predisposition, systemic illness, drugs, psychological abnormalities, diet, trauma, infections,
autoimmunity, and structural hair defects. Because of the multiplicity of disorders that can result in
hair loss, a thorough history and physical examination are important, and ancillary laboratory
workup could be necessary.

Androgenetic Alopecia (AGA) produces patterned hair loss, beginning with
bitemporal recession of the frontal hair line, followed by diffuse thinning over the
vertex. Over time there is complete hair loss centrally on the vertex, producing a
bald patch. Currently there are two treatments available for the treatment of AGA
in men: topical Minoxidil and oral Finasteride. The efficacy study with the
combination of topical Minoxidil and oral Finasteride indicates that the best
results recorded with a combination of Finasteride and Minoxidil compared with
either of the treatment alone. Subjects receiving Finasteride in combination with
Minoxidil showed statistically significant improvement (p<0.05) over Minoxidil only
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recipients. No significant side-effects related to the drugs were observed. The
study with topical application of Minoxidil and Finasteride indicated that the
combination treatment leads to better hair growth. Combination therapy was
thrice as effective as any one of them. Further, the quality of the newly grown hair
was also better in the combination group. 
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Clinical Trial Agreement

Lambda Therapeutic Research Ltd.

Plot No. 38, Near Silver Oak Club,
S G Highway, Gota,
Ahmedabad 380061,
Gujarat, India.

(Hereinafter referred to as "LAMBDA" or "CRO")

Acting as agent for

Intas Pharmaceuticals Limited
2nd Floor, Chinubhai Centre,
Ashram Road,
Ahmedabad- 380009,
Guj arat, India.
(Hereinafter referred to as the "Sponsor")

AND:

Dr. Ramesh Bhat M.
Professor and HOD,
Department of Dermatology, Venereology and Leprosy,
Father Muller Medical College,
Kankanady,
Mangalore-575002

(Hereinafter referred to as the "Investigator")

AND:

The Director,
Father Muller Charitable Institutions,
Father Muller Medical College,
Kankanady,
Mangalore- 575002

(Hereinafter referred to as the "Institute")

LAMBDA
Dr. RameshBhat ,Resea("ch Accelerated Page 1of26
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THIS AGREEMENT shall come into effect on the date of signature of all the parties.

BETWEEN:

Lambda Therapeutic Research Ltd.

Plot No. 38, Near Silver Oak Club,
S G Highway, Gota, Ahmedabad 380061, Gujarat, India.

(Hereinafter referred to as "LAMBDA" or "CRO")

Acting as agent for

Intas Pharmaceuticals Limited
2nd Floor, Chinubhai Centre,
Ashram Road,
Ahmedabad- 380009,
Gujarat. India.

(Hereinafter referred to as the "Sponsor")

AND:

Dr. Ramesh Bhat M.
Professor and HOD,
Department of Dermatology, Venereology and Leprosy,
Father Muller Medical College,
Kankanady,
Mangalore-575002

(Hereinafter referred to as the "Investigator")

AND:

The Director,
Father Muller Charitable Institutions,
Father Muller Medical College,
Kankanady
Mangalore-575002

(Hereinafter referred to as the "Institute")

Dr. RameshBhat
LAMBDA
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WHEREAS:

LAMBDA is acting as a "Contract/Clinical Research Organization (CRO) under a Service
Agreement on behalf of Intas Pharmaceuticals Limited.

Intas Pharmaceuticals Limited.has asked LAMBDA to handle and negotiate site Agreements on
its behalf;

LAMBDA on behalf of Sponsor wishes the Investigator and Institute to participate in a clinical
trial entitled "A Randomized, Double-Blind, Placebo-Controlled, Threearm, Parallel Group,
Multi-Centric, Clinical Study To Evaluate The Therapeutic Bio-Equivalence Of Two
TacrolimusO.l % Topical Ointment Formulations In Adult Patients With Moderate To
Severe Atopic Dermatitis" ("Clinical Dial") to be conducted under the direction and
supervision of the Investigatorusing the facilities of the Institution; and,

The Investigator and Institute is willing to participate in the Clinical Trial; and,

The Investigator is authorized to conduct the clinical trial at the Institution. The Investigator will
review the Clinical Trial for patient safety, scientific validity, and utilization of hospital
resources.

..•
IN CONSIDERATION of the mutual promises and covenants herein, the parties agree as
follows:

1 Definitions

1.1

Tenn
In this Agreement, the following terms shall have the following meanings:

Meaning

"Compound" TacrolimusO.l% Ointment(Test)
Protopic® (tacrolimus) [Reference]

Manufactured by:lntas PharmaceuticalsLimited
Manufactured for:Intas PharmaceuticalsLimited

"CRF" Case Report Form

"CRO" Contract/Clinical Research Organization

Dr. Ramesh Bhat
LAM~DA
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"Declaration of
Helsinki"

The 1996 version of the Helsinki Declaration of the World Medical
Association and amendments.

"DCGI" Drug Controller General of India.

"Ethics Committee" The relevant properly constituted ethics committee as organized by
the Hospital Authority or independent, which has reviewed or will
review the application for conducting the Clinical Trial.

"ICH GCP" ICH Harmonised Tripartite Guideline for Good Clinical Practice
(CPMP/ICHI135195) as may be amended from time to time.

"Site Investigator File" The file maintained by the Investigator containing the
documentation specified in section 8 ofICH GCP.

"Payment Agreement" The payment agreement set out in Schedule "B".

"Protocol" The protocol together with its amendments as agreed between the
parties from time to time (Schedule "A").-

"SAE" Serious Adverse Event as defined by ICH GCP.

"Site" The site at which the Clinical Trial is conducted.

"Study" The study to be undertaken by the Investigator and the Institution in
accordance with the Protocol, ICH-GCP and applicable regulatory
requirements.

2 Investigator/lnstitution responsibilities

2.1 The Investigator in his personal capacity and as an authorized representative of the
Institution and the Institution undertakes to adhere to the Protocol and general
acceptable clinical practices for the conduct of the Clinical Trial.

2.2 The Investigator and the Institution will adhere to ICH GCP, Declaration of Helsinki,
current Schedule Y of DCGI, and all applicable laws and regulations for the conduct of
the Clinical Trial.

Dr. RameshBhat •, ;"AM~_DA
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2.3 The Investigator and Institute is also responsible for supporting Sponsor and Lambda in
resolving any technical issues encountered during the performance of the Clinical Trial
mid queries from national/international authorities in close coordination with Lambda
in a timely manner. The provisions of this article shall remain in force for a period of 10
years even after expiry or termination of this agreement.

2.4 The Investigator is responsible for submitting to the Ethics Committee; the conduct of
the Clinical Trial in accordance with the terms of the Protocol and for obtaining written
approval from the Ethics Committee prior to the commencement of the Clinical Trial.
The Investigator will deliver a copy of such approval to LAMBDA. Trial supplies to
the Investigator or the Institution will not be delivered until LAMBDA has received a
copy of such approval. The said approval must indicate the date of approval and contain
the name and signature of the Chairperson/member secretary of the Ethics Committee.

2.5 The Investigator is responsible for training and supervision of sub-investigators and
other site study team members on the procedures specified in the Protocol to ensure
scientific, technical and ethical conduct of the Clinical Trial. In case of any personnel
changes, the Investigator is responsible for notifying LAMBDA of such change in a
timely manner.

..•
2.6 The Investigator shall communicate all relevant aspects of the Clinical Trial to the

patients intending to participate in the trial and their legally acceptable representatives
and shall obtain voluntary signed written informed consent from all prospective patients
and their legally acceptable representatives prior to start of any study related
procedures.

2.7 During the performance of the Clinical Trial and for a period of 15 years after
expiry/termination of the agreement, the Investigator and/or Institute is responsible for,
but are not limited to, the following aspects:

a) Provision of required study documents (e.g. curriculum vitae(s), medical
registration certificates and/or other relevant documents evidencing qualifications
of investigator(s) and sub-investigator(s), confirmation of adequate site facilities,
etc.);

b) Progress reporting (including recruitment figures) to ethics committee and
LAMBDA on a regular basis;

Dr. Ramesh Bhat
.~
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c) Ensuring direct access by Lambda monitors, Lambda auditors, Sponsor
representative and regulatory authority to original study documents; medical
records, study materials, etc and providing appropriate working conditions for
monitors, auditors and regulatory authority to perform study-related monitoring,
audit and inspection respectively;

d) To allow any regulatory audit by DCGI or any applicable regulatory authority
within 15 years of submission of report and ensure compliance of any regulatory
deficiency raised by such authorities in reasonable period of time; If Investigator
is to submit any information to such regulatory authorities agencies, such
submissions shall not be' made without Lambda's prior review and written
approval, and any changes (other than entry of required information) also shall be
subject to such prior written approval.

e) Safe handling, storage, transportation and disposal of infectious materials and
wastes involved in the Clinical Trial;

f) Inform the Ethics Committee of study closure.

g) Maintenance of drug accountability records, study documents including study
drug acknowledgement receipts, study supply receipts, payment receipts, EC
approvals etc.;

h) Handling and storage of compound according to protocoL

i) Archival of study documents including source data/patient medical records III

accordance with ICH-GCP for at least 15 years after completion of study as per
the site archival fees which will be paid by sponsor on actual.

j) Retention of Investigational Medicinal Products at site after completion of study
as per regulatory requirements

2.8 All SAEs has to be promptly reported by the Investigator to LAMBDA and/or Sponsor,
Ethics Committee, Head of institution, DCGI and Expert Committee (In case-of Death).
The Investigator is responsible for reporting, and shall report, all such findings in the
manner and within the time limits as set out in the applicable provisions of ICH GCP
and the applicable legislation. LAMBDA and/or Sponsor confirms an effective system
for centralized tracking and notification to investigators and to applicable regulatory
authorities of all findings that could adversely affect the safety of Clinical Trial subject,

Dr. Ramesh Bhat
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including, without limitation, all unexpected serious adverse drug reactions experienced
by any subject taking part in the Clinical Trial at any site has been established.
Notwithstanding anything in this Agreement to the contrary, the Investigator and the
Institution shall have the right to disclose findings that could adversely affect the safety
of Clinical Trial subjects to the Ethics Committees of participating sites, and appropriate
regulatory authorities if they deemed necessary to protect the health of study
participants, provided that Sponsor is copied on such reports.

2.9 The Investigator and the Institution shall indemnify, defend and hold harmless Lambda
and the Sponsor against any and all claims arising out of or in connection with the
performance of this agreement, allegedly arising from Investigator's and / or his team's
negligence or reckless or intentional misconduct, breach or failure to perform its
obligations and responsibilities under this agreement. Lambdaundertakes to provide
timely written notice after such claim is served upon Lambda / Sponsor. The
Investigator shall have the light to defend the same at his own expenses including
selection of counsel, control of the proceedings and settlement of the claim. Lambda
shall fully cooperate and aid in such defense. In the event that a claim or suit is or may
be asserted, Lambda shall have the right to select and to obtain representation by
separate counsel, at its own expense. Investigator may not settle or compromise a claim
or suit without the express prior written approval of Lambda.

2.10 The Investigator is responsible fOl:"-SupportingLAMBDA in development of the Clinical
Trial Report.

3 CRO responsibilities

3.1 LAMBDA will adhere to and confirms the Sponsor will adhere to ICH GCP, the
Declaration of Helsinki, requirements of DCGI and all applicable guidelines, laws and
regulations for the conduct of the Clinical Trial.

3.2 LAMBDA confirms that the Sponsor has committed to provide Lambda with the
Compound and with guidelines and descriptions for the safe and proper handling
regarding the use, storage and disposal of the Compound. Lambda will be responsible
for shipment of drug supplies and investigational products to the PI or Site. The
Compound is the property of Sponsor and is being provided only for the purposes of the
performance of the Clinical Trial by the PI or by individuals working under his direct
supervision at the Institution. The Compound shall not be used for any other research or
study activities other than outlined in this Agreement.

3.3 LAMBDA and/or Sponsor is responsible for obtaining and maintaining all applicable
government or regulatory approvals for the Clinical Trial in India, and warrants that

Dr. RameshBhat
L~M~OA
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these will be obtained before the Clinical Trial begins at the Institution. Development
and improvement of the Protocol is the responsibility of LAMBDA and Sponsor.

3.4 LAMBDA on behalf of the Sponsor will provide the study-specific documents, e.g.
Investigator Site File, Electronic Case Report Form, etc. to the Investigator before
commencement of the Clinical Trial.

3.5 LAMBDA on behalf of the Sponsor will provide the Investigator with documentation,
which describes the Compound being tested in the Clinical Trial and its known effects
and safety information (e.g. Prescribing Information / Summary of Product
Characteristics, an InvestigatorBrochure equivalent document). LAMBDA on behalf of
Sponsor will, to the best of its knowledge; answer any questions the Investigator or the
Institution may have regarding the Protocol or the Compound being tested, whether
such questions are asked before the commencement of the Clinical Trial or during its
conduct. Sponsor is responsible for reporting of relevant new information regarding the
investigational Compound.

3.6 LAMBDA will transfer on behalf of Sponsor the financial support to the Institution or
Investigator according to the budget agreed by Sponsor, Investigator and the Institution
as set out in Schedule B subject to the terms of this Agreement.

4 Performance standards of the work to be conducted by the Investigator

4.1 The Investigator and/or the Institution shall use all reasonable endeavors to enroll at
least 03 patient within 1months; minimum expected recruitment rate from the site is 05
patients per month on an average. The parties may agree in writing to extend the time
for recruitment of eligible patients if so desired. Recruitment period will be of 6 months;
however recruitment will be competitive among participating sites hence the site may
have recruitment period even less or more than specified.

"Eligible Patients" is defined as those who fulfill inclusion and exclusion criteria
specified in the Protocol which is verifiable from source documents.

4.2 In the event that the study is part of a multi-center trial, Sponsor may amend the number
of Eligible Patients to be recruited as follows:

a) If in the reasonable opinion of LAMBDA or Sponsor recruitment of Eligible
Patients is proceeding at a rate below that required for the relevant timelines to be
met, LAMBDA may by notice to the Investigator or the Institution require
recruitment at the Site to cease and the terms of this Agreement shall relate to the

Dr. Ramesh Bhat
L~M~OA
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number of patients that have been accepted for entry into the Study at the date of
such notice; or

b) If recruitment of Eligible Patients is proceeding at a rate above that required
meeting the relevant timelines, LAMBDA may, with the agreement of the
Investigator or the Institution increase the number of cases to be recruited.

4.3 The Investigator or the Institutiori shall use all reasonable endeavors to comply with the
time frames as agreed with LAMBDA.

4.4 The Investigator shall enter the data into the eCRF within 3working days after
completion of each visit.

4.5 -The Investigator shall participate III teleconference and meeting as required by
LAMBDA or Sponsor to update the Compound information and to resolve issues, if
any.

4.6 The Investigator shall strictly adhere to the SAE reporting timelines in accordance with
requirement of ICH GCP, current Schedule Y and standard operating procedure
("SOP") of LAMBDA, whichever is tightest.

5 Payment terms -
LAMBDA confirms the Sponsor agrees to support the Clinical Trial as outlined in the Protocol
and as described in and in accordance with the provisions of this Agreement and the Payment
Agreement as set out in Schedule B.Lambda will have oversight on patient reimbursement
records maintain at the site.

6 Period of validity of the Agreement

6.1 This Agreement shall be effective as of the date executed by all the parties and shall
continue in full force and effect until the site is closed, Clinical Trial and Clinical Trial
Report are completed unless otherwise extended, renewed, or amended by mutual
written consent or unless terminated earlier in accordance with Section 14 of this
Agreement. In any event, the terms of this Agreement shall not be longer than fifteen
(15) years from the date of commencement.

6.2 However following matters shall survive even after expiry/termination of the
agreement:

Dr. Ramesh Bhat
LA-MBpA
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• Archival of study documents including source data as referred to in para 2.7
and 14.3

• Reasonable access by monitors, auditors and regulatory authority to original
study documents and source data and providing appropriate working
conditions for monitors, auditors and regulatory authority to perform study-
rel~ted monitoring, audit and inspection;

• Confidentiality as per para 11

7 Data ownership / Intellectual property rights

7.1 LAMBDA, the Institution and the Investigator undertake to be bound by applicable
laws and regulations on the protection of personal data.

7.2 The Investigator undertakes to transfer data to Sponsor, LAMBDA, Ethics Committee,
and the regulatory authority. In the event of an audit/inspection, LAMBDA, the
Sponsor, Ethics Committee, and regulatory authority may obtain information that
includes patient identification.

7.3 All data and results derived from the Study and any inventions or discoveries made as a
result of the Clinical Trial will be the property of Sponsor. Disclosure to LAMBDA,
Ethics Committee, or regulatory arrthority does not transfer the ownership thereof.

7.4 All intellectual property rights owned by, or licensed to, the Investigator / Institute prior
to and after the date of this Agreement, other than intellectual property rights arising
from the Clinical Trial is and shall remain the property of the Investigator / Institution.

7.5 All intellectual property rights owned by, or licensed to, Sponsor prior to and after the
date of this Agreement, other than intellectual property rights arising from the Clinical
Trial is and shall remain the property of Sponsor.

7.6 All intellectual property lights in the data and results derived from the Clinical Trial
shall be the property of Sponsor and shall be assigned to Sponsor.

7.7 The Investigator/Institute is obliged to report any inventions or discoveries promptly to
Sponsor and/or LAMBDA.

7.8 Investigator and Institute agree that Sponsor may utilize the data at its own discretion in
compliance with the applicable data protection rules, including but not be limited to,
submission to government regulatory authorities.

Dr. RameshB~N" LA-MaDA
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7.9 The Investigator and the Institution shall assist Sponsor in making any patent
applications and shall execute, complete, deliver and perform any and all instruments
necessary to make all such applications.

8 Publication

8.1 Study results are Sponsor's property and as a result of this, no publication can be
performed without the written approval by the sponsor.

9 Indemnity / Liability

9.1 In no event, shall LAMBDA, Sponsor, Investigator or Institution/Site be liable for any
indirect, incidental, special, or consequential damages or lost profits arising under or as
a result of this agreement (or the termination hereof).

9.2 In the event of a material error by Investigator/Institute in the performance of the
Services, which renders the Services invalid, Investigator/Institute shall repeat the
Services at no additional expense to LAMBDA, if Lambda requests or Investigator/
Institute should reimburse the payment already made by Lambda. Lambda has the right
to terminate the services of Investigator due to any breach of this agreement.

9.3 Sponsor will indemnify the Investigator and/or Institution from any claims due to acts
of omission or wrong by Sponsor.

9.4 Sponsor will indemnify liability arising from design or manufacture of the Compound,
sale and use of the Compound following the Clinical Trial and injury to study subject
directly attributable to Compound, which is jointly identified by a medical monitor/
Sponsor's medical expert and the Investigator.

9.5 The Investigator and/or the Institution will indemnify LAMBDA and Sponsor from any
claims due to acts of negligence, omission or wrong by the Investigator or Institution.

9.6 The Investigator and/or the Institution are responsible and liable for conduct of the
Clinical Trial at the Institution according to the Protocol and the Agreement.

9.7 Each party will notify other parties of any claim related to the Clinical Trial.

9.8 Sponsor will cover medical expenses for the treatment of any SAE as identified by the
Investigator, which arise from using the Compound and study procedures in accordance

- Dr. RameshBhat
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with the Protocol, to the extent not covered by any other insurance by patient and
provided the patient did nothing to cause or contribute to the injury.

10 Compensation / Insurance

10.1 Sponsor/LAMBDA shall maintain appropriate msurance coverage for the Study
subjects against financial losses caused by personal injury, which are study and/or
Compound related.

11 Confidentiality

11.1 For a period of 10 (ten) years from the effective date of this Agreement, Recipient shall
not disclose the Discloser's Confidential Information to any third party. Recipient shall
use the Confidential Information solely for purpose of the terms of the agreement,
unless otherwise mutually agreed in writing. Upon request, Recipient shall return or
destroy, at the Discloser's option, all Confidential Information, including any copies and
extracts thereof, will immediately cease using such Confidential Information and shall
deliver to the disclosing party all such Confidential Information including all copies,
reproduction, facsimiles and any other tangible records of such information.

11.2 Notwithstanding the performance- or the discharge for whatever reason including
breach of this Agreement, the provisions of this article shall remain in force for a period
of 10 years from the date. of execution of this Agreement but shall, thereafter, cease to
apply provided that the expiry of such period shall not entitle Investigator or Institution
to sell or otherwise dispose of, or otherwise tum to use for. its own or another's
advantage, any confidential information received during the conduct ofprojects covered
by this Agreement.

11.3 The Investigator may only to the extent is, as far as necessary for the performance of its
obligations under this Agreement, but not further or otherwise, disclose confidential
information to study staff or to any relevant committee, that need to know the same to
undertake and/or participate in this study. Investigator shall ensure that all persons shall
be made aware of the relevant terms and conditions of this Agreement and shall agree to
be bound by them.

11.4 The Investigator/institution shall not disclose or use any confidential information, which
is provided by Sponsor or LAMBDA or generated by Investigator as a result of the
Study, for any purpose other than the conduct of the Clinical Trial as outlined in the
Protocol and this Agreement.

Dr. Ramesh Bhat
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11.5 Confidential information shall remam the confidential and proprietary property of
Sponsor, and shall only be disclosed to those who have a need to know the same. Where
it is necessary to disclose any confidential information to any third party for the
performance of this Agreement, a confidentiality agreement with the same terms and
conditions as this Agreement shall be entered into with such third party.

11.6 Each party will keep an updated list of all individuals who have received the other
parties' confidential information, together with their contact information and job title,
and will provide the list if it is legally requested. All confidential information must be
identified as confidential at the time of disclosure, preferably provided in writing. If the
disclosure is verbally, visually, or otherwise (e.g. an X-ray, a visit to a site or lab), then
the information must be summarized in writing within thirty (30) days after the
disclosure and provided to the receiving party.

11.7 Confidential information shall not include any information which:

a) Is already in the public domain at the time of disclosure

b) Becomes part of the public domain after receipt of the information through no
fault of the Institution or the Investigator

c) Was previously known to the Institution or the Investigator as evidenced by
written documents -

d) Is disclosed to the Institution/Investigator by a third party who has the right to
disclose and who is not under a direct or indirect obligation of confidentiality to
Sponsor.

e) Has been permitted to be disclosed by Sponsor.

11.8 All Confidential Information disclosed to a party under this Agreement will remain the
property of the disclosing party (or the Sponsor, if such information was disclosed
through LAMBDA) and may be re-called and withdrawn by the disclosing party at any
time. Upon receipt of a written request from the disclosing party for return or destroy of
such Confidential Information, the receiving party will immediately cease using such
Confidential Information and shall deliver to the disclosing party all such Confidential
Information including all copies, reproduction, facsimiles and any other tangible records
of such information.

,It
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11.9 Any previous Confidentiality Agreement between Sponsor and/or LAMBDA and the
Investigator or the Institution shallbe superseded by the confidentiality obligations in
this Agreement.

12 Privacy

12.1 Sponsor, LAMBDA, the Investigator and the Institution will adhere to applicable
privacy laws, regulations, and other standards.

12.2 The Investigator and Institute/Institution consents to LAMBDA and Sponsor and its
affiliates collecting and/or otherwise processing personal data provided by or relating to
the Investigator for purposes of any necessary sharing with regulatory authorities and
for any use by Sponsor and its affiliates and their agents.

12.3 The Investigator and Institute consents to Sponsor or LAMBDA transferring such
personal data to Sponsor's facilities, Sponsor's affiliated companies, regulatory
authorities, and third party vendors that may be utilized in other countries. For such
purposes, the Investigator and Institute acknowledge that such other countries may not
provide the same level of data protection as the laws in India.

12.4 The Investigator and Institution will inform each study subject of the potential for
disclosure of their personal or health information to Sponsor, Sponsor's affiliated
companies, LAMBDA, the Ethics Committee, and the regulatory authorities and the
measures being taken to ensure their privacy.

13 Independent Contractor

13.1 Investigator is an independent contractor engaged by LAMBDA to perform the Services
in accordance with the provisions of this Agreement, and the relationship hereby created
is specifically governed by, limited to, and subject to all of the terms and conditions
contained in this Agreement. The parties further agree that LAMBDA does not have the
authority to hire or fire employees of the Investigator / Institution, nor does LAMBDA
determine the rate or method of pay of such employees. Additionally, nothing contained
in this Agreement shall entitle Investigator/Institute to the right or authority to make any
representation on behalf of LAMBDA or the Sponsor, bind LAMBDA or: Sponsor to
others in any manner, or use LA1viBDA's / Sponsor's name or trademarks in any public
disclosure, without LAMBDA's / Sponsor's prior written permission.

14 Termination

LAMBDA
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LAMBDA on behalf of Sponsor retains the right to terminate this Agreement on
Institution or Investigator's involvement in the Study for any 'reason with or without
cause including but not limited to the following; ~

1. Investigator or Institution fails to recruit patients within 60 days of site initiation
visit.

2. The incidence and/or severity of adverse drug reactions in this or other studies
with the Compound indicate a potential health hazard.

3. Adherence to the Protocol is poor or data recording is inaccurate or seriously
incomplete.

4. LAMBDA, the Principal Investigator and/or the Institution agree to terminate
this Agreement.

5. The total number of patients required to be randomised is reached before the end
of the recruitment period.

6. The Sponsor of the Study mandates the termination of the Study for any reason,
with or without cause.

..•
7. The appropriate Regulatory Agency mandates the termination of the Study.

In case of termination of the agreement without any default on the part of Investigator or
Institution, except in the event of non-recruitment of patients by the Institution or
Principal Investigator, LAMBDA shall reimburse the Institution or Principal
Investigator on a pro rata basis of the number of visits completed by patients. Should
the Institution or the Principal Investigator have already received payments in excess of
the actual pro rated amounts due then that overpayment will be promptly remitted to
LAMBDA by the Institution or Principal Investigator. Payments should be payable to
LAMBDA.

15 Record retention

15.1 The Investigator and/or the Institution shall provide Sponsor through LAMBDA any
•

and all records and data in relation to the Clinical Trial in time and in full according to
requirements of ICH GCP, Schedule Y and the Declaration of Helsinki, and all
applicable guideline, laws and regulations.

Dr. RameshBhat
LAMBDA
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15.2 The Investigator and/or the Institution, LAMBDA/CRO and Sponsor shall comply with
all regulatory requirements relating to the retention of records and shall maintain all
such records, an~ make them available for inspection, and shall allow Sponsor and all
applicable authorities in charge of the Clinical Trial to inspect such records. The
Investigator and lor the Institution shall inform Sponsor in the event of relocation or
transfer of archiving responsibilities.

15.3 The Site Investigator File containing the essential documents, case report forms,
informed consent forms and any other source data/document (like patient medical
records) must be archived for at least 15 (Fifteen) years following completion of the
study at the Site or such other facilities as agreed between Sponsor and the Investigator.
Sponsor shall also keep all clinical trial data and documents according to the relevant
regulatory requirements.

15.4 In the event that the Institution and/or the Investigator is or are unable to maintain the
Clinical Trial records due to any unforeseen event/s during the study or retention period,
the Institution and/or the Investigator shall, no later than 30 days prior to the day when
the Clinical Trial records were planned to be removed, notify Sponsor in writing of such
occurrence to permit Sponsor to fulfill its record retention obligation in connection with
the Clinical Trial.

15.5 In the event that Sponsor rem ves the Clinical Trial records, Institution and/or
Investigator may nevertheless retain a copy of Clinical Trial records (1) as required by
law, regulation, regulatory guidelines or ICH GCP and (2) in order to ascertain and
fulfill their obligations of confidentiality under this Agreement.

15.6 In the event that the Investigator/Institute is to destroy the Site Investigator File or
source data, the Investigator/Institute should inform LAMBDA prior to destruction to
confirm it is acceptable for them to be destroyed.

16 Representation and Warranty

16.1 The Investigator and Institution represent and warrant that they have and will keep
throughout the Clinical Trial study all such qualifications, approvals, permits, licenses
and conditions as necessary for performance of the Clinical Trial hereunder as required
by laws and regulations of India.

17 Laws and Jurisdiction

Dr. Ramesh Bhat
A!
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,
17.1 This Agreement shall be governed by .and interpreted in accordance with the laws of

India in Ahmedabad.

18 Notice

18.1 All notices shall be delivered to the following addresses:

CRO
Address:

Telephone:
Fax:
Contact person:

Investigator:

Address:

Telephone Number:
Fax Numer:

Institution
Address:

Contact Number:
Contact Person:

Lambda Therapeutic Research Ltd
Plot No. 38, Near Silver Oak Club, S G Highway, Gota
Ahmedabad 380061, Gujarat, India.
+91 7940202020
+91 79 4020 2021
Dr. Kiran Marthak

Dr. Ramesh Bhat M.

Department of Dermatology, Venereology and Leprosy,
Father Muller Medical College,
Kankanady,
Mangalore-575002
08242238261...

Father Muller Charitable Institutions,
Father Muller Medical College,
Kankanady,
Mangalore-575002

Mrs. PreethaLinet Pereira

18.2· Either party should inform the other party of any change of the said addresses in writing
within forty-eight (48) hours of the change.

18.3 Any notice shall be deemed to be given: a) If sent by courier - on the day when the
recipient signs for the notice; b) If sent by registered letter - at 9:00 am on the five (5)
working day of dispatch; or c) If sent by telefacsimile - at 9:00 am on the second day of
delivery.

Dr. RameshBhat
LAMBDA
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18.4 Any notice one party delivered to other parties, which concerns important issues such as
__'claims or amendments under this Agreement should be signed by the legal
_representative or the authorized representative of the delivering party.

19 Miscellaneous

19.1 Any unsettled issues of this Agreement shall be negotiated and agreed upon in separate
supplementary agreement signed by all parties. The supplementary agreement and
Schedules of this Agreement which form an integral part of this Agreement and have
the same legal effect as this Agreement.

19.2 No party shall assign to any third party its rights and obligations hereunder without the
prior written consent of the other parties except when Sponsor takes over some of the
activities from Lambda. The Investigator and the Institution acknowledge that Lambda
is acting as the agent of the Sponsor and hence in such case Sponsor will get into the
shoes of Lambda for all rights and obligations contemplated under this agreement as
between Lambda on one side and Investigator and the Institution on the other side.

19.3 This Agreement shall constitute the entire agreement among the parties and shall
supersede all previous negotiations, discussions, understandings or agreements among
the parties.

..•
19.4 No amendment or modification to this Agreement shall be effective unless made in

writing and signed by all theparties or their duly authorized representatives.

19.5 All infrastructures provided by Lambda on behalf of sponsor for the conduct of this
clinical trial to the Institute/Investigator will be retrieved from the Institute/Investigator
upon completion of the trial.

L.AM130A
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IN WITNESS hereof, the parties hereto have caused this Agreement to be executed by their
respective duly authorized representatives and the Agreement shall come into effect on the date
of signature of all the parties. ~

LAMBDA:

Date:~!5fH'J I 2..0 I bSign: --------------~----------
Mr. Raviraj Karia
Sr. GM, Finance,
Lambda Therapeutic Research Ltd

Witness:

'\ rO/\ ?-Otb>Sign: _ Date: ----~------------
Witness Name : Dr. Dharmesh Domadia

Witness Address : Lambda Therapeutic Research Ltd.,
Plot No. 38, Near Silver Oak Club,
S. G. Highway, Gota,
Ahmedabad 380061, Gujarat

Institute: -
Sign: ----j)0YI~~-=-=;.-rq=...-"--

r

Date: ----~----~-------
Rev. Father. Patrick Rodrigues GUES
Director ~EV. FR PAT~ICK RODRI

, , Director
Father Muller Charitable Insf~tuti{)~ULlERCHARITABLEINSTITUTIONS
Father Muller Medical College., r-iuller Road, xankanadv
Kankanady, Mangalore-575 002
Mangalore-575002

Witness Name: Mrs. PreethaLinet Pereira

Designation: Secretary

DepartmentlWork Unit: Department Of Dermatology

Dr. Ramesh Bhat
.~

LAMBDA
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Institute Name: Father Muller Charitable Institutions,
Father Muller Medical College

Investigator: Dr. Ramesh Bhat M.

ACKNOWLEDGMENT: In signing below, I, the Investigator, acknowledge that there is no
real or perceived conflict-of-interest in the execution of this clinical trial project (e.g. stock or
equity in companies which manufacture products being tested in the clinical trial, or obligations
or restrictions which will conflict with the performance of this Agreement). I hereby agree to act
in accordance with all the terms and conditions of this Agreement and further agree to ensure
that all participants in the clinical trial· are informed of their obligations under such terms and
conditions.

Principal Investigator: ~

Sign: V
Dr. Ramesh Bhat
Professor and HOD,
Department of Dermatology, Venereology and Leprosy,
Father MullerMedical College,
Kankanady,
Mangalore-575002

Date:

Witness:

Sign: / £ ) I~ j c1 0 {1,
l IDate:

Witness Name: /!CVl.9-~ tK.o~~
Witness Address: (0CA'.i'o.- :)

f~~~ =r=
L9Ct~J·~. f~
JVla~ -S'1-S- 0028'

~
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Schedule A

Study Protocol

Protocol No: 175-14

"A Randomized, Double-Blind, Placebo-Controlled, Threearm, Parallel Group, Multi-
Centric, Clinical Study To Evaluate The Therapeutic Bio-Equivalence Of Two
TacrolimusO.1% Topical Ointment Formulations In Adult Patients With Moderate To
Severe Atopic Dermatitis"

..•

Dr. Ramesh Bhat
L.:AMBDA
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INVESTIGATORGRANT BREAKUP

Items Visit 01 Visit 06 Total
19000
6000
800
1200
3750

3000
Total Grant 34250

Unscheduled Visit: 1500jUV

Note:
• Payment for the screen failure patients will be made on actual up to the maximum of 20% of total patients screened at site.

• Service tax will be applicable on payment done to site as per government regulations (i.e. 14.5 %) upon availability of service tax
number and required documents to claim service tax

Dr. Ramesh Bhat
LAMBDA

Research Acceter-ated

Schedule B
Budget and Payment Agreement:

(I) Budget

Page 22 of26

Visit 02 Visit 03 Visit 04
Investigator Grant 3000 : 3000 3000 1000
Co-ordinator Grant 1000 1000 1000 500

ECG(12 Lead)
Administrative Charges

Institute Overhead (15 %)
PKSample Charges

Patient Compensation
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The above budget also includes the

a. Investigator (s), other team members fees

b. The cost which would be incurred for stationary, cupboard, courier, telephone,

fax, intemet and electricity bills etc.

c. Patient recruitment

d. e-Case Report Form completion

e. Data Clarification Form Resolution

f. Consultation charges

(II) Payment Schedule

The parties hereto agree as follow on the basis of the Clinical Trial Agreement:

a) LAMBDA will pay a sum for every complete and evaluable patient as defined m the
payment schedule.

b) A complete and evaluable patient is defined as follows:
• all procedures must be performed according to the protocol
• a patient will only be included according to the inclusion/exclusion criteria
• all data are documented completely and accurately

c) All payments will be on e pro ratabasis as mentioned in budget above. For patients who do
not complete (early termination, drop-out, etc), the budget will be evaluated according to the
number of days completed as per protocol. If any investigation is not performed during a visit
then an equivalent amount mentioned in the above budget will be deducted.

d) Invoice will be generated/requested for payment on monthly basis according to the actual
work performed (after source data verification and e-CRF review for completed visits).
Invoice will be generated / requested according to days completed by patient as specified
above.

e) Central Laboratory costs will be paid by Lambda on behalf of Sponsor.

f) If patient was randomized in the study deviating from protocol inclusion and exclusion
criteria (without waiver, if applicable) then payment will not be made for such wrong
randomization and subsequent visits, however screening visit can be paid, if performed
according to protocol.

Dr. Ramesh Bhat

.. ~
L-"l!\l~DA

RE~~ar'df.A.ci:~I.Erat€a tI I I Paae 23 of 2t::



4 • __ •__ •

Protocol: 175-14 Investigator eTA (Tri-Partit~) 29-Jun-2015

g) Patient conveyance/compensation will be paid by LAMBDA on behalf of the Sponsor, and
is included in budget as mentioned. "TDS would not be deducted on Reimbursement only if
original supporting are prc~vided for full amount." Service tax applicable as per union
budget rules.

h) The investigator grant includes payment of meals provided to patient and patient's relative (if
applicable) during the study.

i) Payment mentioned under "Final Payment" will be released at the time of site close out.
LAMBDA will release payment within 30 days from the receipt of invoice.

Should the trial terminate prematurely, any payments made by LAMBDA exceeding the amount
actually earned will be promptly refunded to LAMBDA (minus Ethics Committee fees, and
patient conveyance/compensation).

Method of payment

LAMBDA, on behalf of the Sponsor, shall pay the relevant cost and fee as set out in this
Payment Agreement to following payee through A/c Payee Cheque as agreed by the Institution
& PI. Details of Payee are:

..•

Payee: Father Muller Research Centre

Payee Address: Father Muller Research Institute
Father Muller Medical College
Kankanady Mangalore 575002

PAN /TANNumber: AAATF0345DO

Note: All the payments made to the payee are subject to Tax Deducted at Source (TDS) as per
the applicable existing tax laws in the country. LAMBDA will deduct the tax at the time of
making payments unless a valid Certificate from tax authority is made available.

(III) Per Patient Fee, Payment Schedule and Terms

1. As consideration for performance under the tenus of this Agreement, the Sponsor will
provide financial support for the Trial that will be transferred by the LAMBDA on behalf

LAMBDA
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of the Sponsor to the Investigator / Institute at the rate specified above per patient grant, for
each Subject completing all Protocol specified treatments.

The "Per patient grant" is a fixed fee per patient which includes all costs and honoraria,
including, but not limited to:

all study related activities such as conduct of visits and eCRF completion
time and effort of investigators and other site staff
study coordinator salary
electricity expenses for use of equipment for study conduct
procurement of any study related material
all diagnostic tests and other investigations (like Hb level measurement etc)
housing/hospital stay (if applicable) and meals during housing for patient and patient's
relative
Phlebotomy expenses for safety samples
usage of internet while filling of eCRF
Patient conveyance/compensation which will be on a pro rata basis
miscellaneous (telephone, fax, courier, etc)
All overhead costs.

Not included are (which are separate and in addition to per patient payment):
EC submission fee

2. In the event that the LAMBDA requests that additional Subjects be enrolled in the Trial,
the Trial Cost will be equal to the Per patient grant multiplied by the number of complete
and evaluable Subjects.

3. All payments to be made by the LAMBDA under this Agreement will be done within 30
days following receipt of the corresponding invoice from the Investigator to LAMBDA, it
being understood that such payment will only take place after the CRO (LAMBDA) has
received the necessary funds for that purpose from the Sponsor. All such payments will be
Any made by AlC Payee Cheques to the Institution/Investigator.

4. Payment mentioned under "safety follow up" will be released at the time of site close out.
The Final Payment will be made by LAMBDA in accordance with the following
paragraphs.

5. As regards tasks that are not specifically itemized in this Agreement, payments will not be
made without prior written approval of the LAMBDA. These additional tasks will be
submitted to LAMBDA in writing, with estimated completion dates and costs, if any. Any
expenses not specified in this Agreement or any changes to the amounts mentioned in this

Dr. Ramesh Bhat
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1L.

agreement, will be communicated to LAMBDA and are subject to prior written approval
by LAM'BDA, which, in its turn, must obtain prior written approval from Sponsor.

6. In the event that a randomized Subject is determined to be ineligible for the Trial,
LAMBDA will decide, together with the Sponsor, if required, whether or not to pay to the
Institution/Investigator the Per Subject Fee for such Trial Subjects. In the event that a Trial
Subject withdraws voluntarily or is withdrawn from the Trial (a) by LAMBDA or (b) by
the Investigator for any reason other than the Trial Subject failing to meet eligibility
requirements for the Trial, then LAMBDA will pay the Institution/Investigator a prorated
amount of the per patient grant through the date of such withdrawal. Further, if, at the
completion of the Trial, LAMBDA has advanced sums under the terms of this Agreement
that exceed the adjusted Trial Cost, the Investigator/Institute will reimburse to LAMBDA
any amount by which amounts advanced by the CRO exceed the adjusted Trial Cost.

7. The CRO may withhold all or part of any amounts in the event of:
(1) failure of the Investigator/Institute to complete the services according to the Protocol;
(2) failure to provide LAMBDA with requested documentation:
(3) Failure of the Investigator/Institute to comply with the terms of this Agreement.

8. Sponsor reserve right to verify study related payment records ( e.g. invoices, patient
reimbursement receipts) at SITE or at LAMBDA as applicable; as a compliance measure.

9. All screen failure patients payments will be made post LPLV.

10. For any disputed payments from the invoices, site will communicate through proper
channel of LAMBDA.

Dr. Ramesh Bhat
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FATHER MULLER INSTITUTIONAL ETHICS COMMITTEE
Father Muller Road, Kankanady, Mangalore - 575 002

Karnataka, India
Tel: 0824-2238399
e-mail: iiniethicscommittee@gmail.com

CHAIRPERSON
Dr. Ashok Shenoy
Professor of Pharmacology
KMC, Mangalore-575001
Phone: +919880530703
E-mail: ashok.shenoy@manipaLedu

SECRETARY
Dr. Shivashankara A.R.,
Associate Professor of Biochemistry,
Father Muller Medical College
Mangalore - 575 002
Phone: +919880146133
E-mail: arshiva72@gmaiLcom

Ref No : FMM(:.lf.MU~~~/2997 /2016 12.09.2016
Date: .

To,

Dr.Sukumar D
Principal Investigator
Prof and HOD, Department Of Dermatology,
Father Muller Meducal College Hospital
(Unit of Father Muller Charitable Institutions)
Father Muller Road, Kankanady,
Mangalore - 575002, India.

..•
Ref:Protocol GPL/ CT /2014/022/ III: "A Randomized, Double-Blind, Placebo-Controlled,
Comparative, Prospective, Multicentre Trial to Assess Efficacy and Safety of Apremilast
Tablets in Subjects with Moderate to Severe Plaque Psoriasis who are Candidates for
Phototherapy or Systemic Therapy"Subject: Ethics Committee Approval of the Essential
documents for the above mentioned Clinical trial.

Dear Dr.Sukumar D,

The Father Muller Institutional Ethics Committee, Father Muller Medical College reviewed
and discussed your application to conduct the clinical trial Protocol GPL/CT/2014/022/III:
"A Randomized, Double-Blind, Placebo-Controlled, Comparative, Prospective, Multicentre
Trial to Assess Efficacy and Safety of Apremilast Tablets in Subjects with Moderate to Severe
Plaque Psoriasis who are Candidates for Phototherapy or Systemic Therapy" on 10 Sep 2016
at 3:00 PM



We have rechecked for following documents:

1. Protocol Version 3.0 dated 28-Sep-2015
2. Investigator's Brochure, Edition 1.0 dated 24-Mar-2015
3. Case Report Form (Version 1.0) dated 16-Jul-2015
4. Patient Information Sheet and Informed Consent Form in English, Core_3.0 dated 28-

Sept-2015 customized for Dr. Sukumar D on27-Jun-2016
5. Patient Information Sheet and Informed Consent Form in Kannada, Core_3.0 Kannada

1.0 dated
14-0ct-2015 customized for Dr. Sukumar D on28-Jun-2016

6. Patient Information Sheet and Informed Consent Form in Malayalam,Core_3.0
Malayalam_1.0 datedI4-0ct-2015 customized for Dr. Sukumar D on28-Jun-2016

7. Patient Information Sheet and Informed Consent Form, Core_3.0 Kannada_1.0 dated 14-
Oct-2015, Customized for Dr. Sukumar D on28-Jun-2016, Back translated from Kannada
to English on 28-Jun-2016

8. Patient Information Sheet and Informed Consent Form, Core_3.0 Malayalam_1.0 dated
14-0ct-2015, Customized for Dr. Sukumar D on28-Jun-2016, Back translated from
Malayalam to English on 28-Jun-2016

9. Subject Diaries in English Version 1.0 dated 3-Jun-2015 (for visit 2, Visit 3,Visit 4,Visit
5 and Visit 6)

IO. Subject Diary version 1.0 dated 3-Jun-2015, Translated from English to Kannadaon 4-
Jun-2015
(for visit 2, Visit 3,Visit 4,Visit 5 and Visit 6)

11. Subject Diary version 1.0 dated 3-Jun-2015, Translated from English to Malayalam on 4-
Jun-2015 (for visit 2, Visit 3,Visit 4,Visit 5 and Visit 6)

12. Psoriasis Area and Severity Index (PAS!) sheet and Psoriasis Global Assessment (PGA)
Sheet

13. Insurance Endorsement: Endorsement No. 01-P0000433-CLT-R002 valid from 1 July
2015 to 30 June 2016

14. Investigator's undertaking - Dr. Sukumar D
15. Investigator's Curriculum Vitae& MRC - Dr. Sukumar D
16. DCGI Submission letter dated 12-0ct-2015
17. DCGI Approval Letter
18. Justification for the use of placebo

And also rechecked updated insurance certificate No: 4067-16-17-Glenmark-00l, Policy No:
4067/119088310100, Policy Period: From Friday Jul 01, 20 16to Friday Jun 30, 20 17for the above
referenced study.



The following members of the Ethics Committee were present at the meeting held on 10 Sep
2016 at 3:00 PM.

51 Name Qualification Designation! Title Affiliations
No. as to the

Institution

1. Dr. Ashok Shenoy MD Chairperson No

2. Mr. Eric Sequeira BA, BL Member - Legal Expert No

3. Dr. Shivashankara A.R. M.sc., Ph.D Member Secretary Yes

4. Dr. Sudhir Prabhu MD Joint Secretary Yes

5. Dr. Varadaraj Shenoy MD,DCH Member-Clinician Yes

6. Dr. Safeek A.T. DPM, DNB Member-Clinician Yes

7. Dr. Kurian P.J. MD Member -Homeopathy Yes
Expert

8. Mr. Sudeep Pais MPT Member -Physiotherapy Yes
'. Expert

9. Fr. Dr. Leo D'Souza M.Sc, Ph.D Member-Ethicist No
/Philosopher

10. Mrs. Veena Manoj MA, B.Ed Member - Lay Person No

11. Dr.Anuradha Shetty MSW Member - Social Scientist No

The following are the members who could not present for the EC meeting due to
unavoidable circumstances are:

51 Name
No

M.sc. Yes

Qualification Designation! Title

Member - Nursing

Affiliations
as to the
Institution

12. Prof. Irene T.R. Alvares



At the Ethics Committee meeting held on 10 SEP 2016, previous queries and sponsor
justification letter along with supporting documents were examined and discussed. After
due consideration, the committee has decided to approve the conduct of the study.

We approve the trial to be conducted in its presented form

Father Muller Institutional Ethics Committee, Father Muller Medical College expects to be
informed about the progress of the study on a quarterly basis, any SAE occurring in the
course of.the study, any changes in the protocol and patient information/ informed consent
and asks to be provided a copy of the final report.

We hereby confirm that the Father Muller Institutional Ethics Committee, Father Muller
Medical College is organized and operates as per GCP and applicable regulations.

Yours Sincerely,

~.

Dr. Shivashankara A.R.
Member Secretary/Chairman,
Father Muller Institutional Ethics Committee,
Father Muller Medical College,
Kankanady, Mangalore - 575002,
Karnataka, India.

Dr. Shivashankar.a A.R., PhD.
Secretary

Father Muller Institutional Ethics Committee



Rajiv Gandhi university of Health sciences, Karnataka
4th T Block, Jayanagar, Bangalore _ 560 O4f

sub: Financiar assistance for Research under RGUHS
sanction of grant-in-aid for various teaching facurties ofafliliated institutions of RGUHS _ reg.

Ref: 1 . 
^u:riversity notifi cation No : ncurrs 7.aarr. Research :
20 L 5 - 16 dated:29 -O4-2O L s

2. Approval of the Syndicate in its l l6th meeting heldon 16tt December 2015.

READ:

one of the main objectives of the university is to promote research activities
in the universit5r and also affiliated colleges. In this regard universit5r had invited
applications for financial assistance for conducting of advanced research projects
for the year 2015-16. university had received g66 research proposals. The
university had earmarked Rs.5.00 crores in its budget estimate for the year 201s,
16 for tJris purpose. In order to meet this expenditure the concerned subject
Experts as suggested by the concerned Bos PG chairpersons and t].e Expert
committee comprising of atl the Bos PG chairpersons have scrutinized the
proposals and shortlisted them based on the criteria set out by the University.
such of the proposals which have fulfilled the norms have been recornmended by
tJ'e Expert Committee for sanction of grants.

The syndicate in its 116th meeting held on r6th December :

approved to sanction the grant-in-aid as per tJre recommendations
committee for 159 selected proposars in medical, dentar, pharmacy,
nursing, physiotherapy, allied health sciences and BNyS faculties for
2015-16.

As per the decision of the syndicate the following orders are made.

ORDER No. RGUt Ado. Ru".tp"oro".l-M-92, 2o15-16 DATE,os-o1-2o16

Pursuant to the approval of the Syndicate, sanction is hereby accorded for
release of grant-in-aid amounting to Rs. 4,85,000-00 (Rupees Four lakhs eighty five
thousand on\r) towards research proposal'A comparative and correlative study of

.lt-*l*+tu -r
1 ,\^Ij-9lesqor-qnd Heab, yepartment of Biochemistry

Father Muller Medical Coltegs.
l(anlonady, Manga lore_5 I i 0Oz

2015 has

of Expert

a5rurveda,

the year

BANGALORE



Glycoproteins, Enzymes and oxidative stress Markers in Blood and Saliva of

Alcohol.DependentMales,,furnishedbyDrShivashankaraA.R.,AssociateProfessor

of Biochemistry, Father Muller Medical college, Mangalore-575002' for the year

2015-16.TheGrant-in-aidwillbereleasedint}renarneofDirector/Principalof
Father Muller Medical College, Mangalore subject to following terms and conditions

mentioned hereunder'

L. The Principal I Head.of Institution shall open a separate joint account for

the financial grant released by RGUHS in the nalne of Principal / Head of

thelnstitutionand'thePrincipallnvestigator.

2. Principal / Head of tl.e Institution and the Principal Investigator shall be

responsible for the accounts and' the proper utilization of the funds' The

grants released' shall be used only for research purpose'

3.50%ofthegrant-in-aidapprovedbyRGUHsshallbereleasedasl"t
installment. 25o/o ofthe grant-in-aid shall be released after the utilization

cerfficate for the money released in the l"t installment is glven' Balance of

15%shallbereleasedaftertheUtilizationCertificateforthemoneyreleased

in tl.e 2d installment is glven. Remainin g lo% will be released after the

submission of Project Report to tl.e university' Audit report shall be

submitted along with every Utilization Certifrcate'

The bifurcation of grant-in-aid as per the above criteria applicable to you is

as follows:

4. The project shall be completed within 2 yeaxs from '

installment of grant-in-aid' However' the University

extend this time frame'

5.Principallnvestigatorshallfurnishprojectstatusreportonce
in six months

till the completion of the project'

6.Duringtheresearchwork,officialsoftheExpertCommitteealongwith
subject Experts sharl reserve the right of inspectio*' 

^ ,Fe*l .JA. . -1

^ Professor and Head
uepartment of Biochemistry

2 Father Multer Medical Coilegi .

l(ankanady, Mangalore-5 I S AA2

the time of release of 1"t

in deserving cases may

@sanctioned
Rr2,42,000-00

Pl, 
"t 

tnrrstatlment ( 5 0%)

Rs- t,21,000-00

Rs. 74,000-00miil Installment (15%)

Rs. +g,OOO-OO
Fourth-Inntallment(10%)
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7 ' All the details about the conduct of research activity along with documentsshould be properly maintained by the principal Investigator. He/she shourd

}l::]j|,:iJ:ff 
or:esearch to monitoring committee or to the university

8' ICMR and McI guidelines especiary with regard to ethicar issues shan befollowed strictly in the research activity.9' Regarding ethical issues in various facurties, the guidelines prescribed in the

ffi,:'"H;rTilH:::"' authoritie" 
'"g*ai"s the conduct or study

lo'Research project shall be published in national/international 
indexedjournals after tlre completion of the project. During such publication it isthe duty of the Principal Investigator to acknowledge the assistance given bythe university as a source of funding for the research activity.ll'In case the Principal Investigator discontinues the research work underunforeseen circumstances, the co_investigator shall confinue the researchwork and complete the project with the approvar of the universier. It is theresponsibility of the princi pallHead of the Institution to ensure, in such

:"ffi;;"";r:"' 
the research is completed with the co-investigator of the

72' rt is the responsibility of the Princip a,/Headof the Institution and principal

;:::**or 
to ensure that research work is compreted within the stipulated

";Tflf:;:ffi::1"*" universitv shar not be utilized ror the purpose or
74. The honorarium for the supportive staff, purchase of consumables, testscarried outside the institution because of lack of infrastructural facirities inthe institution, travel grants for attending conference for presenting theresearch work and for publication of papers in national / indexed journalsshall be met out of the grant_in_aid. 

rrqLru'ilr / tnoexe(

'l''After the completion of the project the entire project report shall besubmitted to the University and will become property of the university.16'If any of the conditions mentioned above are not adhered to by thePrincipal/ Head of the Instituti<
reserves the right to take appro;till:*ncrpd 

Investigator, universit5r

"::"t;ri:nr:'o'osals involving clinicat trials, if *y untoward incidence
hssti-*',r*:^-,':.Sq responsibility of the principal Investigator and theifilfifl,;3i:,.,',* l,' :',, r:;ri*fi

**q.1i:rli) ir.:ihl::.: ::; 1;f".i1 tri(ill 3
S00iir; *tolsgnoi',;i,'qttns*n$l
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lSlY\w FATHER MTILLER INSTMMONAL ETHICS COMMITTEE

Father Muller Road, Kankanady, Mangalore - 575 002

Karnataka' India
Tel :0824-2238399

e-mail: finiethicscommittee@grnail com

SECRETARY

Dr. Shivashankara A.R''
Associate Professor of Biochemistry'

Father Muller Medical College

Mangalore - 575 002

Phone : +919880146133

E-mail: arshivaT2@gmail com

CHAIRPERSON

Dr. Ashok ShenoY

Professor of PharmacologY

KMC, Mangalore'575001

Phone : +919880530703

E-mail: ashok.shenoy@manipal edu

Date : ..... 
13..I1.ZA77 

" " "'
Ref No : 

FNiMeIFMiE-e74:45t/zotT

ffiive, observational

effectiveness and safety of secukinumab in Indian

requiring sYstemic theraPY"

@udy evaluate the

Datients with moderate to severe plague psoriasis

F.i".tptt Investigator: Dr' Iyothi Jayaraman

f.tarne A Rdd.ess of Institution :

Dept. of DermatologY

Father Muller Medical College,

KankanadY, Mangalore - 575002

Fw rerriew, ExemPt review

Revtew of Rttsed S,tbmission: 11'11'2017

Date of re.riew 1L'1't'20L7
Date of previot, ,"tiu*, if t"uit"d "pplit'
Oecision of tne Ethics Committee:

> Approved r'
> Approved with suggestions

> Revision/ Resubmission

uments are reviewed and
Suggestions /ReasonsT xen
approved.

n-"comm"naea ro. a period of I One Year

:i:i::J"rg,., comminee immediatery in case of any adverse events and serious adverse events'

> lnform Ethics committ"","."." or"ny change ofstudy procedure, site and investigator'

> This permissio., i, onty fot 
"-i"ti"a 

t"ntio"id above' Annual report to be submitted to

Ethics Committee.
> Members of Ethics committee have right to monitor the trial with prior intimation'
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Following Members of the Committee reviewed and Approved the Research Proposal,

Dr.Ashok Shenov Professor o f Pharmacology Chairperson
Mr.Eric Sequeira Lawyer Member -legal exper!

vice chairman
Dr.Shivashankara A.R. Biochemistrv facultv Member Secretarv
Dr.Sudhir Prabhu Communitv Medicine FaculW Joint Secretarv
Dr.Varadrai Shenoy Professor of Pediatrics Member-Clinician
Dr.Safeek AT Professor of Psvchiatrv Member-Clinician
Dr .Kurian PJ Homeopathv faculW Member -Homeopathv Expert
Mr.Sudeep Pais Physiotherapy FaculW Member -Physiotherapy Expert
Fr.Dr.Leo D'Souza Director of Applied Biology Laboratory Member-Ethicist /Philosopher
Mrs.Veena Manoi MA, BEd.0ualified Member - Lay Person
Prof.lrene Alvares Professor Nursing Member-Nursing expert
Dr. Anuo Kumar Shettv Microbiology Faculty Member - Basic Medical Scientist
Mrs.Anuradha Shetw School of Social Work faculW Member- Social Scientist

Dr. Shivashankara A R
Member Secretary
Father Muller Institutional Ethics Committee
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Kaj€n &amdh€ Elmiwers'aty o€ E€eaE€h Se€emees, Karxaataka

$th, W B9eek. Jayaxaagar, BaaegaEere * 56& &48

PRCICEEDXNGS OF' TE{E RAJIV GAI\NDFII {JNTX/ER.STTY OF E{EAT,TFI SCEEBICES.
BAMG.ALOR.E

Sub: Financial assistance for Research under RGUHS
sanction of grant-in-aid for various teaching faculties of
affitiated institutions of RGUI{S - reg.

Reft i. University notifi.cation No: RGUHS/Adv.Research:
20 i5- 16 dated:29-04-2015

2. Approval" of the Slmdicate in its l- l6th meeting held
on 15th December 2015.

READ;

One of the main objectives of the University is to promote research activities

in the University and also affiliated colleges. In this regard University had invited

applications for financial assistance for conducting of advanced research projects

for the year 2A15-L6. University had received 366 research proposals- The

University had earmarked Rs.5.00 crores in its budget estimate for the year 2015-

16 for this purpose. In order to meet this expenditure the concerned Subject

Experts as suggested by the concerned BOS PG chairpersons and the Expert

Committee comprising of all the BOS PG chairpersons han e scrutinized the

proposals and shortiisted them based on the criteria set out by the University.

Such of the proposals which have fulfilled the norms have been recommended by

the Expert Committee for sanction of grants.

The Syndicate in its 116th meeting held on l6th December 2Ol5 has

approved to sanction the grant-in-aid as per the recommendations of Expert

Committee for 159 selected proposals in medical, dental, pharmacy, a5rurveda,

nursing, physiotherapy, allied health sciences and BNYS faculties for the year

20 15- 15.

As per the decision of the Sl.ndicate the following orders are made.

OIROER tYCI. nGU: Adv. Res.:Proposatr-M-53: 2O15-16 DATE: 05-01-2016

Pursuant to the approrral of the Syndicate, sancLion is hereby accorded for

release of grant-in-aid amounting to Rs. 4,5i,000-00 (Rupees Four lakhs si:xty one

thousand on11,) torvards research proposal "Mechanistic studies to decipher the



pathways responsibie for the skira ca-re effects of sa-nda-trwood (sa-titalurm a-xbum

;;;?:;; nxa_,'r indigeno*s ro Ka_rnataka: ce* culiuere a-red in virro srredies"
r,^ -l:^ f T,-;+)'L'LL ' c : ':vu v'! -- 

i rNrrilo,^trf .2ir"al'nicq. Solrth ,nciia Uiiit,
furnishedbyDrFrincyLPalatLy'ChairinUNtrSCCtsioethicsSouth e r^-^ -^i^-a

Ptofessor, Departmer:.t of Fharraacoiory, 
'Fathe-r Muller l\4edicai coliege' ir4angaiore

575[O2for the year 2A15-15. The Gra-trt-in-aici wiil be release<l in the name of

Direcior of Fatlrer hriuiler Med.car college' Ma-ngalore subject f'o 'ioliovu-ing ie:res ani'

conditions mentioned hereunder'

i.ThePr.incipa,lHeacofinsti.uutionshaliopenaseparatejoiniaccountio:
thefinancialgrantreleasedbSlRGUHsinthenameofFrincipa-L/F{eadoi

the Institution and the Principal Investigator'

2. Frincipal I raead of the lnstitution and the Principal lnvestigator shall be

responsiblefortheaccountsandtheproperutilizationofthefunds.The
grants released shall be used' only for research purpose'

3'5a%afthegrant.in_al'dapproved.byRGUHSshallbereleasedaSl"t
installment. 25',h ofthe grant-in-aid shall be released a-fter the utilization

Certificateforthemoneyreleasedinthel"tinstallmentisglven.Balarrceof
15%shal"lbereleasedaftertheUtilizationCertificateforthemoneyreleased

in the l.d in5l2llment is given. Remaining lo% will be released after the

submissionofFrojectReporttotheUniversity.Auditreportshallbe
submitted along with every Utilization Certifrcate'

The bifurcation of grant-in-aid as per the above criteria applicable to you is

as follows:

4. The project shall be completed within 2 years from

installment of gralt-in-aid' L{otvever' the University

extend this time frame'

tir"re of release of l't

desen ing cases may

project status rePort once in six months

the

in

5. Principal Investigator shali furnish

till the completion of the project'

6. During the research work' officials of the Expert

Subject Experts shal1 reserve the right of inspection'

Rs. 4,61,000-00
ilrant-ir-aasa.ctioned
Pirst fnstattment (50%)

rrrrrrrrrrrrrrrrJO,O0o-00
SeconaGtaUment (25oh\

Rs. 69,000-0O
Third Installment (15%)

e". +O,OOO-OOP.urtttE-tattm.nt ( 1 0%)

Comntittee along in'ith



7. h-. ',-:ie cel,a,:;s a.rjo:r r-l:e conc;c, oi;esearc:. e,-c:i.v: _y La: g w_:;- c-oc;..re,-.;s

sL:ould ire :lroperly i::arla.i:ec" by iL.e P:'::cipa1 l-:vestigator. FIe/She shculC

submit such detarls of resea:-ch to moniioring cornmittee or to tLre Universit3r

whenevei- it is called for"

8. lci\,tR aac MCI g,lideiines espec:a-ly v,r':1-, -"egarc1 :o etlulcal :ssi;es sheJ.l be

iollovreri strictly in the research activity.

9. Regarding ethica-l issues in rraf i611s faculties, the guidelines prescribed in the

ape:r bodies or any other related authorities regai:ding the conduct of study

should strictly be adhered to.

iC. Research project shall be pubiished in nationa-l/international indexed

journals after the completion of the project. During such publication it is

the duty of the Principal Investigator to acknowledge the assistance given by

the University 2s a source of funding for the research activity.

I1.In case the Principa1 Investigator discontinues the research work under

unforeseen circumstarces, the co-investigator shali continue the research

work and complete the project rvith the approval of the tJniversity. It is the

responsibiiity of the Principal/Head of the Institution to ensure, in such

circumstalces, that the research is completed with the co-investigator of the

research project.

12. It is the responsibility of the Principal/Head of the Institution and Principal

Investigator to ensure that research rvork is completed within the stipuiated

time"

13. The grants released by the University shall not be utilized for the purpose of

purchase of equipments.

14. The honorarium for the supportirre stalf, purchase of consumables, tests

carried outside the institution because of lack of infrastructural facilities in

the institution, travel grants for attending conference for presenting the

resear-ch work and for publication of papers in national I indexed journals

sha1l be met out of the grant-in-aid.

15.After the completion of the project the entire projeci report shali be

submitted to the University and rr,.ill become property of the University.

16.If any of the conditions mentioned above are not adhered to by the

Principal/ Head of the Institution and the Principal Investigator, University

reserves the right to take appropriate action.

L7.In research proposals inrrolving clinical tria-is, if any untoward incidence

occurs, it is the responsibilit5, of the Principal Inrrestigator and the

7
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into insurance schemes to meei any su-ch adverse eventr-,aiiiy as per the

decisioir of the IEC.

Further the Frincipal / Head ci ihe Institution and Principal investigatcr has to

submit a joint af{idavit duly signeri by boih of the Frrncipal I lH:ad of the

Institu-tion and Principal Investigator i,""rhich has to be natarized mentioning ail the

conditicns from 51.No.t- to 1,7 and sta:tingtYlai.'hey wili be abide by ihe cc-dilons

stipulateci i.n this ordei:.

Cnly after the receipt of Fre-receipt certihcate and the affidavit as abcve, further

process for release of research grant-in-aid will be initiated. These documents have

to be subrnitted to the Director, Advanced Research, RGUHS (superscribing the

documents as ("Advamced Researeh proglosan") either in person or by post on or

before lStt January 2016 withou.t fai.[" Soft copies of these documents sha-ll also

be sent to rzuhsresearch@,gmail.com before lBtt'January 2016.

Cheque has to be collected in persom at Advanced Research Wing of RGUHS

after the intirmatiosa froma the {.trniversity and glo regrresentatives are altrowed to

eollect t!:.e cheque"

1. Diretor, Father Muller Medica-l College, Mangalore

2. Dr Princy L Palatty, Chair in UNESCO Bioethics South India Unit, Professor,
Department of Pharmacolory, Father Mu1ler Medical College, Malgalore
575002

Copy to:

PA to Vice-Chancellor/Registrar/Finance Officer, RGUHS
Of{ice copy.

To

1.

2.

4

By order
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                                 AFFILIATION AGREEMENT FOR RESEARCHERS 

 

 

This Affiliation Agreement (“Agreement”) is made at Mumbai and entered into on _____day 

of____________2016, effective as of ___________________(“Effective Date”) by and between  

 

Novartis Healthcare Private Limited, a company incorporated under the provisions of the 

Indian Companies Act, 1956 and having its registered office at Sandoz House, Dr. Annie Besant 

Road, Worli, Mumbai-400 018, hereinafter referred to as “Novartis” (which expression shall 

unless repugnant to meaning or context mean and include its successors and assigns) of the 

One Part   

 

                                                                AND 

 

Dr. Jyothi Jayaraman, consulting at Father Muller Medical College Hospital, Kankanady,  

Mangalore-575002, Karnataka, India, hereinafter referred to as “Researcher” (which 

expression shall unless repugnant to meaning or context mean and include his/her heirs, 

executors, administrators and assigns) of the Second Part. 

 

                                                             AND  

 

Father Muller Medical College Hospital, Father Muller Road, Kankanady, Mangalore-

575002, Karnataka, India with payee name as Father Muller Research Centre and bearing 

PAN No.  AAATF0345D, hereinafter referred to as “Institution” (which expression shall unless 

repugnant to the context shall mean and include its successors and permitted assigns) of the 

Third Part; 

 

(Novartis, Researcher and the Institution may hereinafter be individually referred to as ‘Party’ 

and collectively as ‘Parties’) 

 

WHEREAS  

A. Novartis is involved in research, sale and marketing of pharmaceutical products in India 

while the Researcher is a medically qualified doctor having expertise and longstanding 
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experience in the area of research on General Medicine and the Institution inter alia with 

other services, also provides institution facilities, necessary to carry out a clinical study in 

accordance with the respective study protocol. 

 
B. The Researcher and the Institution are willing to conduct the study for Novartis as more 

particularly set out in Exhibit 1 to this Agreement (“Study”) on the terms and conditions 

set forth in this Agreement.   

 
C. The Researcher has been informed by Novartis, that prior approval of the Drugs 

Controller General of India (DCGI) for its no objection to conduct the Study has been 

applied (wherever applicable as per Indian regulations) for and will be procured prior to 

conducting the Study. 

 
D. The Parties now wish to record their arrangement on the terms and conditions and in the 

manner hereinafter appearing.  

 
NOW THIS AGREEMENT WITNESSETH AND IT IS HEREBY AGREED BY AND BETWEEN THE PARTIES 

HERETO as follows: 

 

1. Upon obtaining the approval of the Ethics Committee and other authorities as may be 

prescribed under the Drugs and Cosmetics Act, 1940, the Researcher hereby agrees to 

conduct the Study in accordance with the Study protocol.  Further the Researcher shall 

render timely support in the registration process of the Study with the Clinical Trial Registry 

of India (CTRI).   

 

2. In consideration of the Researcher conducting the Study, Novartis shall pay the Researcher, 

the amount as mentioned in Exhibit 1 of this Agreement.  

 

Novartis shall in its sole discretion, reimburse reasonable out-of-pocket expenses actually 

incurred by Researcher while conducting the Study (such as for travel in accordance with 

Novartis’ travel policy and international courier charges). Reimbursement of such expenses 

is subject to production of receipts or other evidence of payment and a written pre-approval 

of Novartis for incurring such expenses. 

 

3. Novartis shall make payments to the Institution in accordance with Exhibit 1 herein and 

based on the Case Report Forms (CRF) to be provided to Novartis by the Researcher.  

 

Novartis shall pay all undisputed amounts within a period of sixty (60) days after receipt of 

the respective CRFs. All payments shall be subject to deduction of tax at source at prevailing 

rates.  Payment by Novartis in terms of this Agreement shall be full and complete discharge 

of its payment obligations and Researcher shall not have any claim in connection with the 

same. 
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4. Safety Reporting Requirements: The Researcher hereby agrees and undertakes to follow 

the Novartis requirements of identifying and reporting all adverse events (AEs) /Serious 

Adverse Events (SAEs) and pregnancy exposures to Novartis Drug Safety & Epidemiology 

unit as per the process described in the Study specific protocols. 

 

5. Any information relating to Novartis or its affiliates or any of their businesses, business plans, 

operations or products acquired by Researcher in the course of this Agreement, and any 

information generated in connection with the Services, (collectively, “Information”) shall be 

kept strictly confidential by the Researcher and/or the Institution and shall not be used except 

as necessary to conduct the Study as contemplated hereunder. The Researcher and the 

Institution shall not disclose such Information to any third party without Novartis’ prior written 

consent. These obligations shall also remain in force after expiry of term of this Agreement. 

Upon request of Novartis, the Researcher and/or the Institution shall promptly return to 

Novartis or destroy any documents and computer data containing any Information, and any 

materials supplied by Novartis. 

 

The obligations specified in this Section shall not apply to Information which the Researcher 

and/or the Institution can demonstrate by written evidence: (a) is (at the time of disclosure) or 

becomes (after the time of disclosure) known to the public through no breach of any 

obligations by the Researcher; (b) is disclosed to Researcher by a third party who is entitled 

to disclose it without breaching any confidentiality obligation; (c) was known to, or otherwise 

in the possession of the Researcher prior to the time of disclosure by Novartis; or (d) is 

developed by Researcher independently of any information disclosed by Novartis or any of 

its affiliates.  

 

However, the Researcher and/or the Institution may disclose such Information if compelled to 

do so by a court, administrative agency or other tribunal of competent jurisdiction; provided 

however, that the Researcher and/or the Institution shall first provide prompt written notice to 

Novartis of any such requirement so that Novartis may seek a protective order or other 

remedy from such court, agency or tribunal and the Researcher and/or the Institution shall 

only disclose that portion of the Information that, in the reasonable opinion of its legal 

counsel, is required to be disclosed. 

 

6. The Researcher and/or the Institution shall not make any publication (oral or written) 

containing any Information without the prior written approval of Novartis. Prior to Researcher 

and/or the Institution making any publication, it  shall provide a sixty (60) days prior written 

notice and a copy of the proposed publication to Novartis. Novartis shall respond to the said 

notice within a period of thirty (30) days from receipt of such submission and intimate its 

objection, if any, to the use of any Information in such publication. The Parties shall timely 

and in good faith discuss all disputes and issues and the Researcher and/or the Institution 

shall not make any publication until such dispute is resolved between the Parties.  
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7 This Agreement shall be effective from ______________________and shall remain in 

force until 31st August 2019 (both days inclusive) unless earlier terminated in 

accordance with this Section.  

 

  

(a) Either Researcher or Novartis (being the Party not in breach) may terminate 

            this Agreement forthwith 

 

(i) Upon expiry of fourteen (14) days from the Party not in breach notifying the other 

Party of the breach of any of the other‘s obligations under this Agreement and the 

other Party so notified failing to remedy the breach within the said fourteen (14) 

days; 

 

(ii) In the event of other Party being unable to pay its debts as they fall due, entering 

into any scheme of arrangement or composition with, or assignment for the 

benefit of all or any class or creditors, is wound up or has a liquidator, provisional 

liquidator, receiver and manager or statutory or other official manager appointed 

over all or any part of its property. 

 

 

(b) Novartis alone shall be entitled to terminate this Agreement: 

 

 (i) for convenience and without any cost or liability, by prior written notice of (fifteen) 

15 days to the Researcher; 

 

 (ii) forthwith and without notice in the event of any permission, licenses, approvals 

required for the purposes of this Agreement have been withdrawn, cancelled or not 

granted or if the Researcher and/or the Institution has been in breach or default of 

Novartis code of conduct, Anti bribery Policy. 

 

 

7.1  Termination of this Agreement shall be without prejudice to any claim or right of action of 

either Party against the other Party for any prior breach up to date of this Agreement.  

 

7.2  On termination or expiry of this Agreement, the Researcher and/or the Institution shall 

return and/or destroy all documents and Information received by it from Novartis and 

shall not make any copies of the same in any manner whatsoever.  

 

8. The Researcher and/or the Institution confirms that it has no obligations towards any third 

party which might conflict with its obligations under this Agreement and that it  has received all 

required approvals required to conduct the Study under this Agreement including but not limited 

to approvals required from the Researcher’s employer and/or relevant regulatory body. The 

Researcher also confirms that any compliance/disclosure obligations arising herein including 

disclosing this contract to any regulatory authority or professional council governing the 

professional conduct of the Researcher including the Medical Council of India, shall be the sole 

responsibility of the Researcher.  
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9. The Researcher and the Institution acknowledge and agree (as applicable) that (a) the 

compensation paid for the services as enumerated in Exhibit 1 herein is consistent with the fair 

market value in arm’s length transactions, (b) all amounts incurred are legitimate expenses or for 

reimbursement of such expenses and/or towards compensation for the performance of the 

services. The receipt of such amounts shall be in accordance with all applicable laws, 

regulations and policies.  

 

10. Novartis shall be entitled to periodically monitor the progress of the Study. 

 

 
11. The Researcher and the Institution hereby agrees and undertakes:  

a. to provide Novartis, access to and inspection of, all data and documents relating to the Study 

and shall ensure co-operation during monitoring of the Study by Novartis.  

b. to maintain and secure all the Study records, patient files and source data etc., for a period of 

15 (fifteen) years from the end of the Study and shall provide access to the same for regular 

monitoring and audits by Novartis and regulatory authorities. 

 

12.  It is agreed between the Parties hereto that the commencement of the Study in terms of this 

Agreement, shall be subject to the written ‘no objection’ approval by the DCGI (wherever 

applicable as per Indian regulations), failing which this Agreement shall stand cancelled and in 

that event Novartis shall have no liability whatsoever towards the Researcher and/or the 

Institution. 

 

13. This Agreement constitutes the entire understanding between the Parties with respect to its 

subject matter and shall supersede any other prior arrangements as to the services.  

 

14. Assignment.  This Agreement shall not be assignable in whole or in part without the prior 

consent of the other Party, except that Novartis shall be entitled to assign this     Agreement or 

any rights and obligations pertaining to this Agreement to any of its affiliates or to a company 

taking over all or substantially all of its business.  

 

15. The Researcher and/or the Institution shall allow officers authorized by the Central Drug 

Standard Control Organization, who may be accompanied by an officer of the State Drug Control 

Authority concerned, to enter with or without prior notice, any premises of clinical Study sites to 

inspect, search and seize any record, data, documents, books, investigational drugs etc. related 

to clinical studies and provide adequate replies to any queries raised by the inspecting authority 

in relation to conduct of clinical studies. 

 

 

16.  Applicable law, Venue.  This Agreement shall be construed in accordance with, and 

governed by, the laws of India The venue shall be at Mumbai and the competent courts at  

Mumbai shall have exclusive jurisdiction in that regard.  
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17. Notices.  Any notice required or authorized to be served hereunder shall be deemed to have 

been properly served if delivered by hand, or sent by registered or certified mail, or sent by 

facsimile transmission confirmed by registered or certified mail, to the Party to be served at the 

address specified by such Party for that purpose, or, if no such address is specified, at the 

address given at the head of this Agreement. Notices sent by post shall be deemed to have 

been delivered within seven days after the date of posting. Notices sent by facsimile shall be 

deemed to have been delivered within 24 hours of the time of transmission. 

 

18. Waivers.  Neither Party shall be deemed to have waived its rights under this Agreement 

unless such waiver is in writing and signed by such Party and such waiver by one Party of a 

breach of any provision of this Agreement by the other Party shall not be deemed to be a waiver 

of any subsequent or continuing breach of such provision or of the breach of any other provision 

of this Agreement by that other Party. Any delay or omission on the part of any Party in the 

exercise of its strict rights hereunder will not impair those rights nor will it constitute a 

renunciation or waiver of those rights. All rights, remedies, undertakings, obligations and 

agreements contained in this Agreement shall be cumulative, and none of them shall be a 

limitation of any other right, remedy, undertaking, obligation, or agreement of any of the Parties. 

 

19. Force Majeure.  Neither Party shall be liable to the other Party for any failure to perform any 

obligation on its part hereunder to the extent that such failure is due to circumstances beyond its 

control which it could not have avoided by the exercise of reasonable diligence. The affected 

Party shall however notify the other Party as soon as practicable of the occurrence of any such 

circumstance, and the Parties shall meet to consider what steps, if any, can be taken to 

overcome any issues. 

 

20. The Researcher and the Institution shall be bound by Novartis Supplier Code a copy of 

which is annexed as Annexure A hereto. Researcher and the Institution represent and warrant 

to NOVARTIS that it has not corruptly paid, offered to pay, promised to pay and shall not 

corruptly pay, offer to pay, promise to pay or authorize the payment directly or indirectly of any 

monies, or anything of value to any foreign official, individual, institution, government official, 

representative or employee, or to any political party, holder of public office or a candidate for 

public office knowing that all or part of the payment will be offered or paid to foreign official, 

individual, institution, government official, representative or employee, or to any political party, 

holder of public office or a candidate for public office in order to retain business or to secure any 

improper advantage whether or not in connection with the Agreement. Researcher and the 

Institution further represent and warrant that in exercising its rights and performing its obligations 

under this Agreement, it will comply with all policies provided to it by Novartis including the 

Novartis Anti-Bribery policy, as amended from time to time. In the event Novartis issues 

additional policies in relation to the Researcher’s and/or the Institutions' activities under this 

Agreement, Novartis will provide Researcher with a copy of the same and the Researcher and 

the Institution undertakes to duly comply with such thereafter. The Researcher and the Institution 

hereby confirms that it has read and understood the above mentioned policies and guidelines; 

and perform its obligations under this Agreement with high ethical and moral business and 

personal integrity standards. 
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IN WITNESS WHEREOF, the parties intending to be bound have caused this Agreement to be 

executed by their duly authorized representatives. 

 

 

Exhibit 1 

 

Description of Services: 

 

A. Study Protocol No: CAIN457AIN01 

B. Study Title: A prospective, observational post marketing surveillance study to evaluate 

the effectiveness and safety of secukinumab in Indian patients with moderate to severe 

plaque psoriasis requiring systemic therapy 

C. Study to be conducted at Father Muller Medical College Hospital, Kankanady,  

Mangalore-575002, Karnataka, India 

D. Total Duration of study: 17 months  

E. Recruitment period:12 months   

F. Total Treatment duration : 16 Weeks ± 1 week 

G. No. of patients to be recruited : minimum  15  

H. Study fees  per completed patient in the following manner:- 

 

Payment head Study fee per patient 

per visit 

Study coordinator 

fees 

Visit 1   (Week 0) 15,000 2,500 

Visit 2  (Week 1) 10,000  2,500 

Visit 3  (Week 2) 10,000  2,500 

Visit 4  (Week 3) 10,000 2,500 

Visit 5  (Week 4) 10,000 2,500 

 

Novartis Healthcare Private Limited  

 

 

 

 

By:   

Name:  Dr. Apurva Gawai 

Title:    Head-Medical Affairs 

Date: 

 

 

Father Muller Medical College Hospital  

 

 

 

 

By:  

Name:  Dr. Jyothi Jayaraman 

Title:  Researcher (Principal Investigator) 

Date: 

 

   

                       

                                                     

By:   

Name:  Dr. Bincy Mehta 

Title:   Medical Advisor 

Date:  

 

 

 

 

 

By:   

Name:  

Title:   Institution 

Date:  
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Visit 6  (Week 8) 10,000 2,500 

Visit 7  (Week 12) 10,000 2,500 

Visit 8  (Week 16) 10,000 2,500 

Total amount per 

patient   

85,000 20,000 

 

 

 

 

NOTE:  

 

i. The total payment to the institution will vary depending upon the total number of 

eligible patients enrolled. For each eligible patient with completed eCRF the 

institution would be paid @ Rs. 85,000/- only.  

ii. The above payment covers cost of all investigations for the patients enrolled in the 

study.  

iii. In case of any reduction in the number of patients the corresponding amount would 

be reduced in the final amount payable to the institution. A minimum of 15 patients 

can be enrolled by the Researcher in this study.  

iv. Study co-ordinator fees will be 2,500 per visit. 

v. Institutional Overhead charges will be paid as 20% of researcher’s fee upon 

submission of appropriate covering letter. 

vi. No additional payment in addition to the above mentioned would be paid by Novartis. 

vii. All payments are subject to TDS (subject to Government of India, Tax regulations) 

and service tax as applicable. 

viii. Service tax will be paid on providing valid invoice with relevant details mentioning 

Service tax registration number on it. 

 

 

Annexure A 

•  Novartis Supplier Code 
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[CLINICAL RESEARCH SERVICES ONLY]

AGREEMENT FOR CLINICAL TRIALS BY SITE

THIS MASTER AGREEMENT FOR CLINICAL TRIALS BY SITE(hereinafter referred to
asthis “Agreement”) is made on this 14 day of the month of Marchin the year 2017(“Effective
Date”), by and between

Dr. Reddy’s Laboratories Limited, a company registered under the Companies Act, 1956 and
having its registered office at 8-2-337, Road No. 3, Banjara Hills, Hyderabad, Telangana –
500034, India (hereinafter referred to  as  “SPONSOR”, which expression shall unless contrary
the meaning and context thereof mean and include its successors, representative and permitted
assigns) of One Part;

And

Father Muller Medical College Hospital,an institution registered under laws of Indiaand located
at Kankanady, Mangalore - 575 002, Karnataka, India(hereinafter referred to as
“INSTITUTION” which expression shall unless contrary the meaning and context thereof mean
and include its successors, representatives and permitted assigns) of the Second Part.

And

Dr. Jacintha Martis, an individual, having an address at Department of Dermatology, Venereology

and Leprosy, Father Muller Medical College,Kankanady, Mangalore - 575 002,Karnataka, Indiawill
serve as the principal investigator (“Principal Investigator”)

Collectively Principal Investigator and Institution (with its personnel, officers, board members,
affiliates, Site Management Organization, and agents) shall be referred to as the “SITE”.

Within this Agreement, SPONSOR and SITE are individually referred to as the “Party” and
jointly as “Parties”

RECITALS

A. WHEREASSPONSOR researches, develops, manufactures and distribute a range of
pharmaceutical products in a variety of therapeutic use.

B. WHEREAS, SITE, acting as an independent contractor, desires to conduct clinical
research studies(“the Study”), according to SPONSOR’s Clinical Trial Protocol
(“Protocol”) attached hereto as Annexure 2; and

C. WHEREAS, SPONSOR requires a clinical trial to be performed in relation to an
investigational product (“Investigational Product”);and
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D. WHEREAS, SITEhas established and maintains a clinical trial study service, and has
acquired expertise in conducting research evaluations, clinical trials, and laboratory test
evaluations; and

E. WHEREAS, SPONSOR wishes to engage the SITEto carry out the Study; and

F. WHEREAS, SITEhas sufficient authority, competence and experience in conducting
clinical trials and, having reviewed the Protocol, the investigator brochure, and sufficient
information regarding the Investigational Product related to the Study, desires to so
participate in the Study as more particularly described in this Agreement. For the purposes
of clarity, SITE has acquired the necessary clearances as per applicable laws for initiating
or conducting any studies; and

G. WHEREAS, SITEis willing to undertake the Study for SPONSOR according to the terms,
conditions and covenants hereinafter set forth.

H. WHEREASSITE has agreed to provide the services to SPONSOR on the terms of this
Agreement.

NOW THEREFORE THIS AGREEMENT WITNESSETH, that in consideration of the
mutual covenants herein contained and other good and valuable consideration exchanged
between the Parties, the receipt and sufficiency whereof is hereby acknowledged by the Parties
hereto, the parties covenant and agree as follows:

ARTICLE 1: Study

1.1 SITE will perform the Study as detailed in Annexure 1 of this Agreement in compliance
with the terms of this Agreement. .

ARTICLE 2: Period of Performance

2.1 The performance of this Agreement shall be from the Effective Date through completion of
the Study, unless terminated earlier in accordance with Article 12 of this Agreement.  This
Agreement may be extended by the written agreement of the Parties.

ARTICLE 3: Conduct of the Study

3.1 The SITEagrees to perform the Study detailed in Annexure 1 heretoin strict accordance
with the Protocol, the terms and conditions of this Agreement and any amendments
thereto, and all federal, state and local laws and regulations applicable to the performance
of the Study and this Agreement in the territory where the Study is performed, including
but not limited to (a) Good Laboratory Practice, the revised and applicable versions of the
Declaration of Helsinki Directive 95/46/EC; and (b) the International Conference on
Harmonization of Technical Requirements for Registration of Pharmaceuticals for Human
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Use Topic E6: Guidelines on Good Clinical Practice and Directive 75/318/EEC, as
amended from time to time (“ICH/GCP”);(collectively, “Applicable Law”).

3.2 The Study will besupervised by the Principal Investigator, who will be employed/engaged,
as applicable,by Institution, and who will personally be responsible for the direction of the
research and the conduct of the Study in accordance with the applicable policies of the
Institution, which the Principal Investigator represent and warrant are not inconsistent with
(1) the terms of this Agreement, (2) the Protocol, (3) generally accepted standards of good
clinical practice, and (4) Applicable Law. Principal Investigator shall conduct the Study
and use his/her best efforts to complete the Study in a professional manner in accordance
with the highest standards in the industry and in strict adherence to sub-parts (1) – (4) of
this Article 3.2.  If the Study is conducted by a team of individuals including Sub-
investigator(s), the Principal Investigator shall be responsible for all Sub-investigators and
Study team members utilized in any manner, in connection with the Study, and SITEshall
instruct each Sub-investigator and team member to follow the direction of the SITEand
otherwise adhere strictly to the Protocol. Institution shall ensure that Principal Investigator
shall not delegate his/her responsibility to personally supervise the Study without
Institution’s prior written approval. Institutionfurther agrees to ensure that Principal
Investigator and/or any sub-investigators: (i) are fully informed of the Protocol, the
Investigational Product; and (ii) participates in all investigator meetings and telephone
conferences as required for the conduct of the Study. Institution will further ensure that
Principal Investigator, sub-investigator, and any other personnel involved with the Study,
participate in training sessions as necessary for the performance of the Study.

3.3 Institution/Principal Investigator will notify SPONSOR immediately if Principal
Investigator is unable to continue as principal investigator for the Study. SITEfurther
agrees that no other investigator may be substituted for the Principal Investigator without
the prior written approval of SPONSOR and the ethics committee.  If for any reason,
Principal Investigator is unable to serve as principal investigator, and a successor
acceptable to SPONSOR is not available, the SPONSOR may terminate this Agreement.

3.4 SITE shall ensure that Study subjects have agreed to participate in the Study as defined by
the Protocol andin compliance with Applicable Law. SITE shall further ensure that the
Study subjects are adequately informed of the aims, methods, anticipated benefits and
potential hazards of the Study and the circumstances under which their personal data might
be disclosed to relevant third parties including, but not limited to, SITE, SPONSOR and/or
its affiliates, competent authorities, and/or ethics committees, in accordance with the
requirements for such information as set forth in the Protocol prior to including any subject
in the Study. SITEshall obtain the informed consent of subjects to participate in the Study
prior to said participation, and shall document the Study subjects’ informed consent by
securing from each patient, his or her signature upon an informed consent form, that
complies with Applicable Law, a copy of which shall be retained by the SITE.  The Study
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subject shall also receive a signed copy of the informed consent.  Further, the name,
medical history, and any and all information relating to a Study patient obtained as a result
of or in connection with his or her participation in the Study shall be held in strictest
confidence and trust, and shall not be disclosed or transferred to third parties except as
expressly permitted by this Agreement or the Protocol.

3.5 Adverse Events. SITE shall report to SPONSOR, any death, life threatening, or serious
adverse event, or other event as specified by the Protocol. Such notification shall be given
promptly, and in no instance later than twenty-four (24) hours of becoming aware of such
an event and shall be made in accordance with the procedures outlined in the Protocol
concerning the reporting of adverse events and serious adverse events.

3.6 No changes or revisions in the Protocol shall be made unless first mutually agreed upon in
writing by SPONSOR and SITE, and reviewed and approved by the Applicable Authority
in accordance with Applicable Law or where deemed necessary to protect the safety, rights
or welfare of any subjects entered into the Study, in which case SPONSOR will be
immediately notified in writing of such action and necessity for deviation from the
Protocol.If any changes in the Protocol affect the charge for research conducted in the
Study, SITE shall submit a written estimate of the charges for SPONSOR'S prior written
approval.

ARTICLE 4: Payment

4.1 Fees

a) Fees mentioned in Annexure 1 are exclusive of GST, VAT, sales or similar withholding
taxes. The SITE will provide its reasonable co-operation to SPONSOR to ensure that
SPONSOR is only required to pay GST, VAT, sales or similar withholding taxes once, in
accordance with Applicable Laws and where permitted, to minimise duplication of such
taxes. All other taxes are the SITE’s responsibility;

b) If any payments made by the Parties under this Agreement become subject to withholding
taxes under Applicable Law of any state, central or foreign government, each Party shall be
authorised to withhold such taxes as are required under Applicable Law, pay such taxes to
the appropriate government authority, remit the balance due to the other Party net of such
taxes, and provide a certificate as provided by the appropriate government authority
towards this effect to the other Party. The Parties agree to cooperate in good faith to
qualify the transactions for any exemptions or reductions in the amount of otherwise
applicable withholding tax provided under Applicable Law (including the provisions of
any relevant tax treaty) and to complete such forms as necessary for such purpose.

c) The quotation provided by SITE for a Study shall be optimal and on a fixed cost basis for
both administrative cost and pass through costs except when mutually agreed upon by both
parties.Parties acknowledge and agree that the Fees along with expenses quoted by
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SITEwill be an upper limit of the estimated quote and has been arrived at, on the basis of
the Study scope, requirements and allocation of resources for conducting the Study.

In the event that, the Parties believe that due to change in  the Study scope, or resource re-
allocation requirements, there is a need for upward or downward revision of the Study
quote, SITE shall inform SPONSOR in writing and Parties shall mutually agree to modify
the Agreement accordingly.

d) the Fees are fixed and will not be varied without SPONSOR’ prior written consent;

e) the Fees include all performance requirements of this Agreement; and

f) The timelines provided by SITE for the completion of a Study shall be optimal and explain
the best case scenarios for achievement of timelines.

4.2 Invoicing and Payment

a) The SITE will invoice SPONSOR in accordance with the terms mentioned herein or as per
the milestones set in the agreement.  Each invoice will specify the SPONSOR Purchase
Order provided by SPONSOR.

b) The SITE must provide appropriate supporting documentation to substantiate the amount
charged, on request by SPONSOR.

c) SPONSOR will pay the Fees within45days of thereceipt of a correct and valid invoice or as
per the milestones set in the agreement, subject to the satisfactory completion of associated
Deliverables.

d) SPONSOR will pay the undisputed portion of an invoice and may withhold payment on the
disputed portion until resolved.

e) The SITE agrees that the Fees:

i. represent fair-market value for the Services or for conducting the Study;

ii. do not create any obligation to prescribe, supply, administer, recommend or buy
SPONSOR' products or constitute any reward for past or future business; and

iii. do not represent any inducement to influence the SITEto push for or prescribe,
supply, administer, recommend or buy SPONSOR’ products.

ARTICLE 5: Record Keeping and Access

5.1 SITE shall ensure that:

5.1.1 Itprepares, maintains and retains complete, current, organized, and legible Study
documents relating to its performance of the Study which are required to be retained under
Applicable Law, and any other records pertaining to the Study subjects who have
participated in any way, in the Study including, without limitation, source documents
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monitoring Study subjects’ progress, medical and clinical records and complete case report
forms (“CRFs”) (collectively, “Study Records”) for each Study patient no later than three
(3) days after a visit or as per protocol. SITE shall respond to all data queries within three
(3) days from the date of such request. SITE will ensure that all personnel take
appropriate measures to prevent unauthorized access to the electronic data capture system
including maintaining confidentiality of their passwords.  Study Records will be retained
by the SITEfor five (5) years following the date a marketing application is approved for
the Investigational Product for the indication under investigation in the Study, or if no
application is to be filed, or if the application is not approved for such indication, until
five (5) years after the investigation is discontinued and the applicable regulatory
authority is notified, or any longer retention period mandated by Applicable Law.

5.1.2 SITEmaintains written adequate records of the disposition of the Investigational Product,
including dates, quantity and use by Study subjects according to Applicable Law,as
amended from time to time, and any successor regulations), the Protocol, or as otherwise
established by written notice from SPONSOR, showing the receipt, administration, or
other disposition of the Investigational Product.

5.1.3 SITEprepares and maintains adequate and accurate subjects case histories recording all
observations and other data pertinent to the clinical Study of each patient enrolled as a
subject in the clinical investigation of the Investigational Product.

5.1.4 SITEretains the records and reports required by Applicable Law as amended from time to
time, and any successor regulations, and the Protocol, and shall deliver copies of the same
to SPONSOR as required by the Protocol.

5.2 Authorized representative(s) of SPONSOR, shall be allowed during regular business hours,
and at reasonable intervals, to examine and inspect SITEfacilities utilized in the
performance of the Study, and to inspect and copy all Study data, records, and work
products related to the Study, for purposes of assuring compliance with Applicable Laws,
the Protocol, and the terms of this Agreement.  Audits shall be at no additional cost to
SPONSOR provided such audits are at mutually agreed intervals and do not significantly
alter Institution's ability to meet any deadlines delineated in this Agreement.

ARTICLE 6: Publications

6.1 SPONSOR shall be solely responsible for determination whether to submit the Study for
listing in a publicly accessible clinical trial registry or any equivalent registry SPONSOR
deems appropriate, prior to initiation of any Study patient enrolment.  For greater certainty,
SITE, shall not register the Study or Study results on any publicly accessible clinical trial
registry.  Where applicable, SITE shall ensure that a non-promotional summary of the
results of the Study or a citation or link to a peer-reviewed article in a medical journal
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where one exists, will be posted on a free publicly accessible clinical trial results database
within one (1) year after the Investigational Product is first approved and made
commercially available in any country or, if the Study is under review by a peer-review
journal that prohibits disclosure of results pre-publication, as soon as practicable after
publication.

6.2 SITEhereby acknowledge and agrees that the SPONSOR has the right to use the Study
results in any manner deemed appropriate to SPONSOR’s business interests, both during,
and following termination of this Agreement and/or the Study.

6.3 In the event Study is not part of a multi-center study or where no multi-site publication has
occurred within twelve (12) months after completion and close out of the Study, SITE may
freely publish and disseminate the site-specific results of the Study, or otherwise publish or
submit for publication an article, manuscript, abstract, report, poster, presentation, or other
material containing or dealing with the site specific results of the Study (a “Publication”)
in accordance with the terms of this Agreement provided that, SITE shall: (i) obtain written
consent of SPONSOR prior to any such Publication; (ii) provide SPONSOR with a copy of
any proposed Publication sixty (60) days prior to submission for Publication.  If
SPONSOR determines that the proposed Publication contains patentable subject matter
which requires protection, SPONSOR may require the delay of publication for a further
period of time not to exceed one hundred eighty (180) days for the purpose of filing patent
applications.

6.4Notwithstanding any other provision of this Section 6, and prior to any Publication, SITE
shall preserve the right of SPONSOR to comment on the results and conclusions set forth
in any proposed Publication upon SPONSOR’s written request prior to the submission of
any Publication. SITE agrees that all comments made by the SPONSOR in relation to a
proposed Publication or presentation will be incorporated into the Publication or
presentation. Reasonable comments for the purposes of this clause 6.4 shall mean such
comments and suggestions that, with a view to the scientific interest or the treatment of
Study subjects, will clarify or improve the proposed Publication or presentation of the
results of the Study or the conclusions drawn therefrom, or any other such comments that
aim to avoid a Publication or presentation that will misrepresent the results. SITE shall
delete any SPONSOR’s confidential information in the proposed Publication where
reasonably requested by SPONSOR.

6.6 The obligations described in this Section shall survive the expiration or termination of the
Agreement.

ARTICLE 7: Confidentiality and Use Restrictions

7.1 SPONSOR will disclose to SITEincluding its employees, agents, directors, and
representatives, certain information furnished in any form, including written, verbal,
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visual, electronic or in any other media or manner, any information that a party would
reasonably consider to be confidential or proprietary including, but not limited to,
information concerning the Investigational Product, this Agreement, the Protocol, Study
results, processes, know-how, discoveries, inventions, compilations, business or technical
information, other materials prepared by either Party or their respective affiliates and
representatives, containing or based in whole or in part, on any information furnished by
the SPONSOR, and the procedures for carrying out the Study, (collectively, “Confidential
Information”). SITE will keep, such Confidential Information in confidence and shall not
use it for the benefit of nor disclose it to others, except as required by the Study or as
defined in the Protocol and will at all times, refrain from any other acts or omissions that
would reduce the value of SPONSOR’s Confidential Information. SITE agrees to ensure
that its employees, agents, contractors, representatives, or affiliates (including members of
the Study team), who have access to Confidential Information are bound by an obligation
of non-disclosure and shall procure non-disclosure agreements with such parties with the
same breadth of coverage as provided for in this Section 7. SITE’s obligations of
confidentiality shall not apply to that part of the Confidential Information that SITE is able
to demonstrate by documentary evidence: (i) already in the public domain prior to receipt
of such information by SITE, or (ii) that becomes lawfully part of the public domain
through no act on the part of the SITE, and/or its employees, agents, and representatives; or
(iii) is obtained from a third party without an express obligation of confidence; or (iv)
where required by applicable law, regulation, legal process, or other applicable judicial or
governmental order to disclose, provided that, should the SITE be required to make such
disclosure, where legally permissible, SITE shall provide the SPONSOR with prompt
written notice of such request or requirement so that SPONSOR may, at its sole expense,
seek an appropriate protective orderprior to such disclosure; and where SITE is compelled
to disclose, SITE shall only disclose that portion of the Confidential Information that SITE
is compelled to disclose and will exercise reasonable efforts to obtain assurance that
confidential treatment will be accorded to that portion of the Confidential Information
disclosed; or (v) is approved by SPONSOR with written authorization for disclosure by
SITE.

7.2 SITE shall return all Confidential Information to SPONSOR, except where retention of
same is required by Applicable Law, at the earlier of: (i) the time at which SITEends its
participation in the Study; (ii) as defined by the Protocol; or (iii) immediately upon request
of SPONSOR.

ARTICLE 8: Intellectual Property (IP)
8.1 Intellectual Property that either Party owned prior to execution of this Agreement, or

develops independently of the Study (without the use of SPONSOR IP and/or Confidential
Information), is that Party’s separate property and is therefore, not affected by this
Agreement.  Neither Party has any claims to, or rights in such intellectual property of the
other Party.

8.2 The Parties agree that the SPONSOR owns the proprietary rights (whether or not
protectable by patent, copyright or other intellectual property rights) to the Study and/or
Study data or materials and other reports required to be generated and submitted to the
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SPONSOR pursuant to the Protocol, and any data  compiled therein, or any discovery,
concept, or idea arising out of the Study, including but not limited to any/all intellectual
property and Confidential Information provided to SITErelating to the Study, or any
inventions, mechanisms, substances, works, trade secrets, know-how, methods, or
techniques (including improvements),  tangible research products, any intellectual property
conceived and reduced to practice, made or developed, the Investigational Product,
formulation of the Investigational Product, device, or biologic, including its administration
or use, alone or in combination with any other drug or device and any related assay or
biomarker, or any improvements or methods of using such Investigational Product,
existing or pending patents and patent applications, records or compilations of information
(excluding records/compilations set forth in Section 8.3 herein), Study data produced by as
a result of the Study, including records produced by Institution and/or Investigator,
innovations of any kind made in performance or carrying out of the Study, and the
Protocol, and the like, either of which, in whole or in part, relating to the Study, derived
from the use or access to SPONSOR’s Confidential Information, or developed conceived
or reduced to practice during the course of conducting the Study (collectively,
“SPONSOR IP”).  The Parties agree that title, interest and rights to any SPONSOR IP
shall remain the sole property of the SPONSOR. The Parties further agree that neither
Party will have any proprietary or other ownership rights in any such SPONSOR IP, but
that such rights in and to the following will remain with SPONSOR, subject only to the
right of SITE, to use such information for: (i) Institution’s own internal, non-commercial
research and for educational purposes provided such use does not violate SPONSOR’s
confidentiality rights or impede commercialization; and (ii) if required during the Study,
for the provision of standard of care medical treatment for a Study patient, without
jeopardizing the SPONSOR’s Intellectual Property Rights on such subject matter. This
Agreement shall not be deemed or construed to convey or transfer any of such intellectual
property rights to SITEexcept insofar as necessary to permit SITEto conduct the Study
which is the subject of this Agreement.  SPONSOR and SITEacknowledge that the
SPONSOR, owns the proprietary rights to the formulation of the Investigational Product,
existing or pending patents and patent applications, trade secrets, know-how, and
confidential information related to the Investigational Product and that these and all other
proprietary rights shall remain the sole property of the SPONSOR.

8.3 Subject to the entirety of Section 7, and the provisions of this Section 8.1 and 8.2,
Institution shall own all original hospital records, clinical and office charts, laboratory
notes, evaluation checklists developed by Institution, pharmacy dispensing records,
recorded data from automated instruments, copies or transcriptions certified after
verification as being accurate copies, photographic negatives, microfilm or magnetic
media, x-rays, subject files, and records kept at the pharmacy, at the laboratories involved
in the Study (collectively, “Source Documents”) provided that such does not utilize any
Sponsor IP and/or contain any Confidential Information of Sponsor.  Institution may utilize



DRL IRN: Privileged & Confidential Page 10 of 24

any Source Documents in any manner deemed appropriate by Institution without
jeopardizing SPONSOR’s Intellectual Property Rights derived out of such documents.
Sponsor shall have the right to access such Source Documents in accords with Applicable
Law.

8.4 Regulatory Filings. Any and all findings obtained as a result of the Study shall be
communicated to SPONSOR, who shall be free to incorporate such findings in any
regulatory filing concerning the Study. SITE understands and agrees that it shall have no
ownership, license or access rights in, or to, such regulatory filings solely based upon the
inclusion of such findings therein, nor shall they acquire any interest whatsoever in the
findings as a result of performing the Study.

8.5 SITE shall promptly and fully disclose to SPONSOR, all discoveries and inventions
(whether patentable or not) arising out of the performance of the Study or involving
SPONSOR’s IP (“Study Inventions”). SITE, each hereby assigns, all rights, title and
interest in and to any Study Inventions and/or SPONSOR IP to SPONSOR. SITE hereby
further agrees to refrain from taking any actions that would prejudice the intellectual
property rights of SPONSOR in any way. Moreover, SITE agrees to inform the
SPONSOR of any known infringement of its intellectual property rights, and to assist
SPONSOR, at SPONSOR’s sole expense, in actions intended to protect the SPONSOR’s
intellectual property rights.

8.6 Without SPONSOR’s prior written approval, SITE, will not knowingly use in the Study,
any of its own or any third-party intellectual property that may interfere with SPONSOR’s
rights to any SPONSOR IP and/or Study Inventions.  Except as stated elsewhere in the
Agreement, the Parties expressly authorize the use and grant a royalty-free license to their
respective intellectual property to SPONSOR, to the extent necessary to accomplish the
purposes of the Study.

8.7 SITE, agrees to use the Investigational Product only for a clinical Study under aregulatory
authority Notice of Claimed Exemption for a New Drug as contemplated by this
Agreement. SITE acknowledges that this Agreement constitutes a non-exclusive and non-
transferrable or sub-licensable license to the SITE, by the SPONSOR to use the Inves-
tigational Product and the SPONSOR'S confidential and proprietary information relating to
the Investigational Product solely for the research contemplated by this Agreement in
accordance with the SPONSOR'S Protocol, and in accordance with regulatory authority
regulations defining the procedures, conditions and requirements applicable to
investigational studies for new drugs under Applicable Law as amended from time to time,
and any successor regulations.  Furthermore, the SITEwill not transfer the Investigational
Product or related information to any third party, or otherwise make the Investigational
Product or related information available to any investigator other than those listed in the
SPONSOR'S Protocol, nor to any clinic or medical facility for use with subjects not
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properly enrolled in the investigational Study, and hereby acknowledges that the SITEshall
not use or exploit the results of the Study for any purpose other than that contemplated by
this Agreement.

8.8 License. If for any reason it is subsequently determined that SPONSOR is not the sole
owner of any such SPONSOR IP or, with respect to any inventions and discoveries arising
from research conducted under this Agreement, other than as expressly provided for herein
(“Other Inventions”), SITEshall promptly disclose to SPONSOR on a confidential basis
any Other Invention arising under this Agreement. SITE each individually, hereby grants
SPONSOR an exclusive option, without fee, exercisable within ninety (90) calendar days
following written notice of any Other Invention, to obtain an exclusive or nonexclusive,
worldwide, royalty-bearing commercialization license, upon reasonable commercial terms
and conditions (including measurable provisions for due diligence in development,
commercialization and marketing), to all rights, title and interest that SITE, may have or
obtain in any such Other Invention. This license will include the right to sublicense, make,
have made, use, and sell the Other Invention or products incorporating the Other Invention.
Upon SPONSOR’s exercise of its option with regard to any Other Invention, Institution
and SPONSOR will negotiate in good faith for up to eight (8) months (“Negotiation
Period”) in an attempt to reach a license agreement satisfactory to both parties. If an
agreement is not reached by the end of the Negotiation Period, SPONSOR’s rights to that
Other Invention will expire, and Institution may license the Other Invention to third-parties
without obligation to SPONSOR. If negotiations between SPONSOR and SITEterminate
and SITEthereafter negotiates a license agreement with a third party on substantially better
terms than those last offered to SPONSOR, SPONSOR shall be given the first right to
refuse such terms for a period of one-hundred, eighty (180) days from the date of
SPONSOR’s receipt of a draft of such license agreement from Institution or Principal
Investigator as the case may be. SITE, , each individuallygrants SPONSOR, for the term
of the Negotiation Period, a non-exclusive, worldwide, royalty-free license on SITE’s
rights to the Other Invention for SPONSOR’s internal research purposes

8.9 The obligations described in this Section shall survive the expiration or termination of the
Agreement.

ARTICLE 9: Use of Names

9.1 Neither Party shall be permitted to use the name, trademark, trade name, logo, or any
adaptation thereof, of the Sponsor and/or either Party hereto, in any news or publicity
release, policy recommendation, advertisement, promotional material, promotional
activity, or in any other commercial fashion, without the prior written consent of the other
Party or where applicable, of SPONSOR subject, however, to the following:
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9.1.1 Sponsor may, without prior consent, identify Principal Investigator as the person
conducting the Study;

9.1.2 SPONSOR may disclose the Principal Investigator to investors or potential investors or as
required by federal, state or local laws or security exchange regulations.

9.1.3 SITEmay, without prior consent, disclose their participation in the Study (but only with
respect to the indication, treatment period, and number of Study subjects enrolled) and may
disclose SPONSOR as the source of funding for the Study as well as the Protocol title as
necessary to comply with regulatory, academic, and governmental reporting requirements.
SITE, will not issue and will ensure the Study staff will not issue, any information or
statement to the press or public, including but not limited to advertisements for the
enrolment of Study subjects, without, where appropriate, the review and prior written
consent of SPONSOR.

9.1.1.Nothing in this Article 9 shall be construed as prohibiting SPONSOR from submitting
reports with respect to the Study to a governmental agency as required by law.

ARTICLE 10: Data Protection and Privacy

10.1 SITE, shall undertake to insure:

10.1.1 that data obtained from the Study subjects in connection with the Study is utilized for no
purposes other than as outlined in the Protocol and that SITE shall cause such data to be
managed in accordance with Applicable Law;

10.1.2 compliance with Applicable Law on the protection of individuals with regard to the
processing and free movement of personal data;

10.1.3 that all Study subjects are properly informed that the data collected from them may be
considered personal data and to obtain from such Study subjects written consent to the
processing, disclosure, and transfer of this data by SITE and SPONSOR;

10.1.4 to provide information as requested by SPONSOR, to authorize the processing and
storage of certain personal identifying information and data concerning a Study patient
and other site personnel involved in the Study for the purpose of fulfilling legitimate
business requirements relating to the Study, meeting regulatory requirements, as well as
for the purpose of evaluating SITE for inclusion in future studies; and

10.1.5 to obtain the consent of Study team members and all other personnel involved in the
Study for the processing of their personal data as required by Applicable Law.

ARTICLE 11: Subject Injury Reimbursement

11.1 In accordance with Applicable laws, as amended from time to time, SPONSOR shall
reimburse Institutionfor all reasonable and necessary medical expenses for the diagnosis,
care and treatment of any injury to a Study patient directly resulting from Study patient’s
participating in the Study (“Subject Injury”); provided, however, that: (i) the Subject
Injury or illness was not caused by Investigator/Institution’s deviation from the Protocol,
Applicable Law, or other written instructions provided by SPONSOR (except for
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medically necessary deviations); (ii) the Subject injury or illness was not caused by the
negligence or misconduct of the SITEand/or SITEstaff; (iii) the Subject injury or illness is
not attributable to the natural progression of any underlying illness, any pre-existing
abnormal medical condition or underlying disease of the Study patient,  or treatment that
would have been provided to the Study patient in the ordinary course of treatment
notwithstanding participation in the Study; (iv) the injury or illness was not covered by the
Study patient’s medical or hospital insurance, or any similar third-party payer providing
such medical or hospital coverage; (v) the Subject injury or illness was not directly
attributable to a failure of the SITEany of its personnel conducting the Study to adhere to
the terms of the Protocol, directions of the SPONSOR, or Applicable Law pertaining to the
administration of the Study; (vi) the injury or illness is not attributable to the Study
patient’s deviation from the reasonable direction of SITE, Study personnel or the Study
patient’s physician.

11.2 This provision shall survive the expiration of termination of this Agreement.

ARTICLE 12: Termination

12.1 Performance under this Agreement may be terminated by SPONSOR for any reason or no
reason upon thirty (30) days written notice to SITE.  Performance may be terminated upon
thirty (30) days prior written notice by SITE if circumstances beyond its control preclude
continuation of the Study.  However, termination of this Agreement shall not relieve SITE
of its obligations under Articles 5, 6, 7, 8 and 9 of this Agreement. Other than in cases of
termination for breach of this Agreement by SPONSOR, SPONSOR shall make all
payments due hereunder to SITEfor actual costs, non-cancellable commitments incurred in
the performance of the research, which have accrued up to the date of such termination, or,
in case of a termination of this Agreement up to the date of receipt of such final rejection.
Should Institution have received higher payments than the payments due according to the
work already performed, Institution shall reimburse the balance to SPONSOR.

12.2 Performance under this Agreement may be terminated by SPONSORor SITE immediately
upon written notice without any further action or notice by either Parties, in the event (a)
SITEceases operations, is insolvent or unable to pay its debts when they become due; (b)
of negligence or wilful misconduct by SITEor its employees, contractors or agents which
impacts or reasonably may impact the Study; (c) SITE’s breach of this Agreement, or
obligation and/or warranty hereof; (d) for reasons related to Study patient safety as
determined by SPONSOR; (e) the Principal Investigator ceases or is unable to serve and a
successor acceptable to SPONSOR cannot assume his/her duties within a reasonable
period of time; (f) in case any regulatory or legal authorization necessary for the conduct of
the Study is finally rejected; (h) in the event that Principal Investigator becomes debarred,
threatened with debarment or any similar proceeding, is excluded from being able to
participate in any such Study, and/or utilizes the services of a third party directly or
indirectly in order to perform obligations related to the activities under this Agreement that
has been debarred, threatened with debarment or any similar like proceeding.
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12.3 Except as otherwise provided above, where either Party fails to perform any of its material
non-monetary obligations under this Agreement, and does not cure such breach within
thirty (30) days of receipt of written notice of such default, then the non-defaulting Party,
at its option, may terminate this Agreement by giving written notice of termination to the
defaulting Party.  In such event, this Agreement shall terminate on the date specified in
such notice.

12.4 Upon completion, termination (early or otherwise), suspension or discontinuation of  the
Study or upon the request of SPONSOR; SITE will immediately stop screening and
enrolling Study subjects, and subject to the protection of the safety and welfare of Study
subjects, cease Study activities and complete its normal Study completion responsibilities
in an orderly and safe manner, of which shall include but is not limited to: (i) cooperate
promptly and diligently in an orderly and safe manner, in the wind down of the Study,
including, without limitation, discontinuing the Investigational Product as soon as
medically appropriate, allowing SPONSOR access to records and facilities for Study close-
out procedures, requiring Investigator to complete any actions required by the role of
Investigator, and transferring to SPONSOR all Study data and, if applicable, the
administration and conduct of the Study; (ii) allowing SPONSOR access to records and
facilities for Study close-out procedures, and requiring Investigator to complete any actions
required by the role of Investigator; (iii) returning all unused supplies associated with the
Study to SPONSOR or the appropriate facility with the exception of Investigational
Product which shall be returned to SPONSOR; and (iv) Immediately delivering to the
SPONSOR, all Confidential Information, except for copies to be retained in order to
comply with Institution’s archiving obligations or for evidential purposes.

ARTICLE 13: Liability/Indemnification/Insurance

13.1 SPONSOR.SPONSOR shall be liable for and agrees to indemnify and hold SITEharmless
from and against, any and all any/all claims, damages, liabilities and losses (including
reasonable attorney’s fees and expenses) (collectively, “Losses”) arising out of
SPONSOR’s negligent act, omission or wilful misconduct.

13.2 Institution. Institutionshall be liablefor, and agrees to indemnify and hold the SPONSOR
harmless from and against, any and all Losses caused by or attributable toSITE’s
(including principal Investigator), and/or any of its affiliates, subsidiaries, employees
(including sub-investigators), officers, directors, contractors, sub-contractors, consultants
or agents (collectively, “Representative(s)”): (i) negligent acts, omissions, wilful or
intentional and/or professional malfeasance or misconduct of any Representative(s)
involved in the Study; (ii) actions by the any Representative that is contrary to this
Agreement, the Protocol, or other written instructions provided to an Institution
Representative(s) by SITE; (iii) any unauthorized warranties relayed by any such
Representative(s) to a third party concerning the Study Drug; and/or (iv) the failure of
Institution Representative(s) to obtain the appropriate informed consent.
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EXCEPT WITH RESPECT TO A PARTY’S INDEMNIFICATION OBLIGATIONS
IN SECTIONS 13.1 AND 13.2, NEITHER PARTY SHALL BE LIABLE FOR ANY
SPECIAL, INCIDENTAL, PUNITIVE, INDIRECT OR CONSEQUENTIAL
DAMAGES OF ANY KIND, INCLUDING LOST PROFITS, WHETHER OR NOT
A PARTY HAS BEEN ADVISED OF THE POSSIBILITY OF SUCH LOSS OR
DAMAGE.

13.3 Insurance. Institution represents that it will maintain general and professional liability
insurance (malpractice) and if applicable, workers’ compensation insurance, covering
SITE’s liability and the liability of its employees (including, Investigator and sub-
investigator(s)) and its trustees, officers, agents, or directors, in amounts sufficient to
adequately cover its obligations hereunder. Institutionshall maintain such coverage for the
duration of this Agreement and if the policy is claims-made, for two (2) years
thereafter.Institutionwill provide evidence of all such coverage upon request. Institution
will notify SPONSOR within twenty (20) days of any notice of cancellation, non-renewal,
or material change in its insurance coverage.

13.4 The obligations described in this Section 13 shall survive the expiration or termination of
the Agreement.

ARTICLE 14: Miscellaneous

14.1 Assignment and Succession

This Agreement and the rights and obligations hereunder granted to and undertaken by
SPONSOR may be assigned by SPONSOR without prior written approval of SITE.
Neither this Agreement, the obligations hereunder nor the rights granted to the SITE under
this Agreement shall be assignable or otherwise transferable by the SITE without the prior
written consent of SPONSOR.  Any such assignee of the SITE shall be bound by the terms
hereof as if such assignee were the original party hereto.  Any assignment in violation of
this provision shall be deemed null and void and of no effect.

This Agreement shall be binding upon and inure to the benefit of the Parties hereto,
SPONSOR’s assigns, successors, trustee(s) or receiver(s) in bankruptcy, and legal
representatives and SITE'S permitted assigns, personal representatives, successors and
trustee(s), or receiver(s) in bankruptcy.  No assignment shall relieve either Party of the
performance of any accrued obligation that such Party may then have under this
Agreement.

14.2 Independent Contractor Status

In the performance of this Agreement the Principal Investigator and Institution shall be
independent contractors with respect to SPONSOR. SITEis authorized to act as the agent
for SPONSOR. SPONSOR shall not be bound by the acts of the SITE.

14.3 Notices

Any notices concerning the administration of this contract which are required or permitted
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by this contract shall be delivered by hand, sent by mail, or by facsimile to the following
Party:

To INSTITUTION at:

Rev. Fr . Patrick Rodrigues

Director- Father Muller Charitable Institutions

Address: Father Muller Medical College Hospital,

Father Muller Road, Kankanady, Mangalore - 575 002, Karnataka, India

Telephone: 0824-2238000

Attention: 0824-2238261

To PRINCIPAL INVESTIGATOR at:

Dr. Jacintha Martis

Address:Department of Dermatology, Venereology and Leprosy, Father Muller Medical
College Hospital, Kankanady, Mangalore - 575 002, Karnataka, India

Telephone: 9845148112

To SPONSOR at:

Global Clinical Management

Dr. Reddy’s Laboratories Limited,

Integrated Product Development ,

Bachupally, Quthubullapur Mandal

Survey No: 42, 45 and 46,

Hyderabad,

R R District– 500 090

Telangana, India

Telephone:+91 40 4879 6019

Attention:

With a copy to:

Dr. Reddy’s Laboratories, Limited
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8-2-337, Road No. 3, Banjara Hills

Hyderabad, Telangana 500034 (INDIA)

Fax: +91 40 4900 2999

Attention: The General Counsel

Or to such other address for either Party as is subsequently specified in writing.

14.4 Applicable Law and Dispute Resolution

This Agreement shall be governed in accordance with the laws of India. In the event the
Parties are unable to mediate their dispute to a satisfactory resolution, the Parties agree that
the dispute shall be exclusively settled by in accordance with the rules of arbitration under
the Arbitration and Conciliation Act, 1996 as in effect on the Effective Date of this
Agreement (the “Arbitration Rules”). The seat of arbitration will be Hyderabad, India.
The language of the arbitration will be English. Each party will bear its own expenses in
the arbitration and will share equally the costs of the arbitration; provided, however, that
the arbitrators may, in their discretion, award costs and fees to the prevailing Party.
Judgment upon the award may be entered in any court having jurisdiction over the award
or over the applicable party or its assets.

14.5 Impossibility and Waiver

In the event that any further lawful performance of this Agreement or any part thereof by
any Party hereto shall be rendered impossible by or as a consequence of any law or
administrative ruling of any government, or political sub-division thereof, having
jurisdiction over such Party, such Party shall not be considered in default hereunder by
reason of any failure to perform occasioned thereby.

No waiver of any term, provision or condition of this Agreement whether by conduct or
otherwise in any one or more instances shall be deemed to be or construed as a further or
continuing waiver of any such term, provision or condition, or of any other term, provision
or condition of this Agreement.

14.6 Amendment

14.6.1 New or additional Services, or amendments to the Services, must be agreed by the parties
in writing and documented in writing (“Change Order”).

14.6.2 SPONSOR may remove any existing agreed Services with at least30days' written notice
to the SITE. Once notice has been properly given, the Agreement is deemed to be
amended in accordance with that notice.  If SPONSOR removes Services under this
Article, SPONSOR will pay for reasonable substantiated costs actually incurred and/or
that are non-cancellable at the date of removal, up to a maximum of the Fees that would
otherwise have been payable.

14.6.3 The SITE acknowledges that, where the Study is part of a multi-site Study, SPONSOR'
objective is to recruit a set number of Study Subjects across all Study sites.  SPONSOR
may, at its discretion, amend the number of Study Subjects required to be enrolled for
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participation in the Study, in order to achieve this objective.  This may be reflected in a
removal of or amendment to the Services.

14.6.4 Where the Services are amended in any way, the parties will agree on the changes, if any,
to the Fees related to those Services which are required.

14.7 Force Majeure

Any delays in or failure by either Party in performance of any obligations hereunder shall
be excused if and to the extent caused by such occurrences beyond such party's
reasonable control, including but not limited to acts of God, strikes, or other labour
disturbances, war, whether declared or not, sabotage, and other causes, whether similar or
dissimilar to those specified which cannot reasonably be controlled by the party who
failed to perform.

14.8 Conflict between Agreement and Protocol

If the event provision of this Agreement conflicts with a provision of the Protocol relating
to the conduct of the Study, the Protocol shall take precedence on matters of medicine,
science and Study conduct. This Agreement takes precedence in any other conflicts.

14.9 Third Party Beneficiaries

Notwithstanding any other provision in this Agreement to the contrary, the Parties agree
that the SPONSOR is an intended third-party beneficiary of any Agreement(s) between
the SITEand third parties and shall have the full right to enforce any and all obligations
owned to it as through it were a party to those Agreements.

14.10 Severability

The provisions of this Agreement shall be deemed severable.  Therefore, if any part of
this Agreement is rendered void, invalid or unenforceable; such rendering shall not affect
the validity and enforceability of the remainder of this Agreement unless the part or parts
which are void, invalid or unenforceable as aforesaid shall substantially impair the value
of the whole agreement to either Party.

14.11 Integration and Amendment

This Agreement sets forth the entire agreement between the Parties and merges all prior
communications relating to the subject matter contained herein and may not be modified,
amended or discharged except as expressly stated in this Agreement or by a written
agreement signed by the Parties hereto.

14.12 Warranties

SITE, for itself and its officers and directors, warrant and represent that they: (a) possess
the necessary resources, skills, expertise, equipment and infrastructure, and training to
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perform the Study professionally and competently; (b) are familiar with current
Applicable Law and regulations related to the Study, and maintain a program for
regularly updating their familiarity and compliance with such Applicable Law and
regulations; (c) are licensed and in good standing with all necessary and appropriate
government agencies; (d) have never been disciplined or debarred by any government
agency; (e) have never been convicted of an offence which prohibits them from
performing the Study; (f) are not currently the subject of any regulatory, civil or criminal
investigation; and (g) shall maintain and provide evidence upon request comprehensive
general liability insurance, professional liability insurance and worker’s compensation
insurance.

14.13 Third Party Beneficiary

The Parties acknowledge and agree that SPONSOR is an express, intended third party
beneficiary of any Agreements SITE will enter for the purpose of this Agreement.

14.14 Counterparts

This Agreement may be executed in any number of counterparts, each of which
counterparts, when so executed and delivered, shall be deemed to be an original, and all
of which counterparts, taken together, shall constitute one and the same instrument.
Facsimile and PDF signatures shall be treated as original signatures.

14.15 Headings

Headings are used in this Agreement for convenience only and shall not affect any
construction or interpretation of this Agreement.

IN WITNESS WHEREOF, the Parties hereto have caused this Agreement to be executed in
duplicate as of the date and year first above written.

AGREED FOR AND ON BEHALF OF:

DR. REDDY’S LABORATORIES LIMITED,

Name: _______________________________

Title: _______________________________

Signature: _______________________________

Date: _______________________________
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THEINSTITUTION,

Name: Rev. Fr. Patrick Rodrigues

Title: Director, Father Muller Charitable Institutions

Signature: _______________________________

Date: _______________________________

PRINCIPAL INVESTIGATOR,

Name: Dr. Jacintha Martis

Title: Professor, Department of Dermatology, Venereology and Leprosy

Father Muller Medical College Hospital

Signature: _______________________________

Date: _______________________________
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ANNEXURE –1
STUDY

1. Title
A Phase 2, Multicenter, Randomized, Double blind, Comparative Study to evaluate the
reduction in incidence of scarring in acne vulgaris subjects treated with combination of
Benzoyl peroxide (2.5%/5%), Zinc oxide and Polysiloxanes compared to Benzoyl Peroxide
(2.5%/ 5%)

2. Key information about the Study
Primary Objective:
To evaluate the reduction in incidence of scarring in acne vulgaris subjects treated with
combination of Benzoyl peroxide (2.5%/5%), Zinc oxide and Polysiloxanes compared to
Benzoyl Peroxide (2.5%/ 5%).

Secondary Objective:
To evaluate the efficacy, safety and local tolerability of Benzoyl peroxide (2.5%/5%), Zinc
oxide and Polysiloxanes combination in comparison to Benzoyl Peroxide (2.5%/5%) in the
treatment of moderate acne vulgaris.

Study Name:Acne-Benzoyl peroxide (2.5%/5%), Zinc oxide and Polysiloxanes

Study Site:List will be annexed

Protocol Number:DRL-INDG04-BPO/2016

Responsible Ethics Committee:List will be annexed
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3. Study Fees
Annexure II

PAYMENT TERMS AND SCHEDULE
1. Estimated Expenses for 20# completed patients*

Sr. No Particulars Unit Costs (In
INR)

No. of
patients

No. of
visit/months

Total
Amount
(in INR)

1 Investigator
Consultation Charges

Rs. 2000 per
patient

20 6 Visits 2,40,000

2 Research Assistant
Charges**

Rs.12000 per
month

- 6 months 72,000

3 Patient Conveyance Rs.500 per
patient

20 6 visits 60,000

4 Screening failures
charges (assuming
screening failures rate 5
patients)

Consultation charges

Rs. 2000 05 - 10,000

5 Patient conveyance for
screening failure
patients

Rs.500 per
patient

05 - 2,500

6 Fax, Telephone, Stationery, Courier etc.(Rs 1000 per month for 6
months)

6000

7 Institutional Overheads charges, if any

Total Cost of the Project for the 20*** completed Patients 3,90,500
2. Payment Schedule:

The agreed payment schedule is as follows.
Instalment Milestone of Payment

1st 20% of estimated total as Advance payment
2nd 20% of estimated total after 5 patients are enrolled.
3rd 30% of estimated total after 10 patients are enrolled.
4th 15% of estimated total after 20 patients are enrolled.

Balance amount On receipt of last completed case record form.
The final balance amount payable will be calculated on the basis of the actual number of patients who complete the
Clinical trial
*The dropouts will be paid at actuals for Investigator Consultation charges and Patient Conveyance upto the point of
dropout.
**Research Assistant will be paid a fixed amount, whereas the investigators will be paid compensation per
patient/per visit
*** If there are less number of patients enrolled in the study, they shall be paid according to prorata basis.

# In case extra patients (more than 20 patients) are recruited in this clinical trial at the request of sponsor, additional
payment will be made on pro rata basis for Investigator Consultation charges, Patient Conveyance (as applicable).
@ Screening failures will be paid at actuals for one time consultation charges.

3. If Any amendment in the protocol or any other documents which require Responsible Ethics
Committee approval it will be charged as additional cost;

4. In the event of pre-termination/closeout of the project, professional fees will be paid based
on the milestone achieved up to the termination with pro-rata adjustment;
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5. Services tax and VAT will be charged additionally as per the prevailing rates;

6.
Any government approvals/Notification required for the study other than EC approvals shall
be obtained by the Dr. Reddy’s Laboratories Ltd. Limited.;

Please provide the following details for future payments:

1. Cheques should be issued in favour of “Father Muller Research Centre ”

2. Name of the bank: Syndicate Bank

3. Branch: Father Muller Charitable Institutions branch, Mangalore

4. Bank Account No.: 02392160000136
5. Statutory Details:

PAN No.AAATF0345D ( Scan/ Xerox copy of Pan Card to be enclosed )
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ANNEXURE - 2

PROTOCOL
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GTRI Number

Last Modified On

Post Graduate Thesis

Type of Trial

Type of Study

Study Design

Public Title of StudY

Scientific Title of
Study

Secondary lDs if AnY

Details of Principal
!nvestigator or overall
Trial Coordinator
(multi-center studY)

Details Contact
Person (Scientific
Query)

Details Contact
Person (Public Query)

A30, Road No. 10, MIDC, Wagle Estate, Thane, Maharashtra

400604, lndia.

C-fRUZOtOlOl/006515 [Registered on 1210112016] - Trial Registered Prospectively

1510212016

No

lnterventional

Drug

Randomized, Parallel Group, Active Controlled Trial

n Co;y1prrutiue Clinical trial to evaluate the Safety and Clinical Equivalence of Clotrimazole

TrocheTlozenges USP, 1omg (Unique Pharmaceutical Laboratories, lndia) with Clotrimazole

Troche 1gmg (Roxane Laboratories lnc., USA) in subjects with Oropharyngeal Candidiasis.

? Multi-Centre, Randomized, Double Blind, Parallel-Group, Comparative Clinical Trial to evaluate

the Safety and Clinical Equivalence of Generic Clotrimazole Troche/Lozenges USP, 1Omg (Unique

Pharmaceutical Laboratories, lndia) to Clotrimazole Troche/Lozenges @ 10mg (Roxane

Laboratories lnc., USA) in subjects with Oropharyngeal Candidiasis ".

TPC-CLT-O02 Protocol Number

Neelam Centre, B wing, 4th Floor, Hind Cycle road, Worli' Mgmbai

400030,lndia

Road No. 10, MIDC, Wagle Estate, Thane, Maharashtra

AHARASHTRA
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Details of-PrinciPal

Details' Contact,,Person
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ndia

Phone )2225816800

Fax

Email reeta@thinqcro.com

Source of Monetary or
Material Support

Primary Sponsor

Details of Secondary
Sponsor

Gountries of
Recruitment

Sites of Study

> THINQ Pharma-CRO Ltd., A30, Road No. 10, MIDC, Wagle Estate, Thane, Maharashtra 400604,
lndia.

Dr Savita Lasrado Father Muller Medical
College Hospital

Department Of ENT
OPD No.41 Father
Muller Road,
Kankanady,
Mangalore-575002,
Karnataka, lndia
Dakshina Kannada
KARNATAKA

91 -9945361 81 I

savita_menezes@yaho
o.com

Dr Kalpana Dasgupta Government Medical
Colllege Nagpur

HOD Department of
ENT 1st floor,
Government Medical
College Near Hanuman
Nagar Nagpur- 440009.
Nagpur
MAHARASHTRA

91-9822229496

drkalpanadasgupta@g
mail.com

Dr Geeta Joshi Gujrat Cancer
Research lnstitute

Pain and pediatric 'lst
floor Room 1021103
Gujrat Cancer
Research lnstitute Civil
Hospital Campus, Asar
wa,Ahmedabad-380
016.Gujarat, INDIA
Ahmadabad
GUJARAT

91-9824075707

dr. geetajoshi@gmail.co
m

Dr Shehnaz Kanthariya Kailash cancer hospital
and research center

Department of ENT
Ground floor Muni Seva
Ashram Campus,
Waghodia Road,
Vadodara - 390025
Vadodara
GUJARAT

91-953751 1001

shehnazkantharia@gm
ail.com

Dr Hanumanth Prasad institute of
science

Department of ENT
Ground floor Room No.
18 Mandya institute of
medical science

1 -991 6856058

Source of.Monetary or Material

F-.rirnhry Sponsor Details

Centre, B wing,4th Floor, Hind Cycle road, Worli, Mumbai
lndia
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Bangalore - Mysore
Road, Mandya,
Karnataka 571401
Bangalore
KARNATAKA

Dr Anoop Raj Maulana Azad Medical
College

ENT Department 6th
floor 122, Maulana
Azad Medical College
B.L. Taneja Block, Delhi
Gate, Bahadur Shah
Zafar Marg, New Delhi-
1 10002
New Delhi
DELHI

91-9968604231

Cr.anoopraj@gmail.com

Dr Vimal Batra Medical College Baroda
& S.S.G Hospital

Department of
Radiotherapy Ground
floor Medical College
Baroda & S.S.G
Hospital Jail Road,
Raopura, Vadodara -
39000'1,
Vadodara
GUJARAT

91-9825350509

vimalbatra@rediffmail.c
om

DrBLNPrasad Rajiv Gandhi lnstitute of
Medical Science and
RIMS Government
General Hospital

Department of medicine
'1st floor Room No. 13
Rajiv Gandhi lnstitute of
Medical Science and
RIMS Government
General Hospital Hudco
Colony, Balaga,
Srikakulam, Andhra
Pradesh 532001
Srikakulam ANDHRA
PRADESH
Srikakulam
ANDHRA PRADESH

91-9848211931

amcmedicine@hotmail.
com

Dr Dhrubajyoti
Mukhopadhyay

Saroj Gupta Cancer
Centre & Research
lnstitute

Department Of ENT
Ground floor Room No.
103 Saroj Gupta
Cancer Centre &
Research lnstitute
Mahatma Gandhi road,
Thakur pukur kolkata
700063
Kolkata
WEST BENGAL

91-9831 142992

researchccwhri@gmail.
com

Dr Ashish Chikhale Shree hospital and
critical care centre

Department of ENT
Ground floor Room No.
12 Shree hospital and
critical care centre 799,
Om Nagar, Opp
Tajshree Building,
Mirchi Bazar,
Sakkardara Sq, Nagpur
- 44009
Nagpur
MAHARASHTRA

91-9850853253

shreehospitalcriticalcar
e@gmail.com

Dr Mohan Jagade JJ group of Hospital
i Grant Government
dical Colleqe

repartment of
,NT,Main Building,3rd
loor Sir JJ group of .c

-9323593627
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and Grant
Medical

College Byculla
Mumbai 400008
Mumbai
MAHARASHTRA

-9823288672

.dgadwanil @gmail.c

Denial Department
Ground floor 52 B

Surgical Cancer
Eknath Puram

Road, Shankar Nagar,
vATl-444605

Amravati
MAHARASHTRA

Sujan Surgical Cancer
Hospital & Amravati
cancer foundation,
Amravati

Dr Dwarakadas Adwani

1-9820506232
Services 12th

Tata Memorial

Hospital Dr.E Borges
Road Parel Mumbai
400012lndia
Mumbai

'ata Memorial HosPitalDr Devendra Chaukar

Details of Ethics
Committee

Amravati Ethics
Committee

Approved 2811212015 No

Ethics Committee, Rajiv

Gandhi lnstitute of
Medical Sciences &
RIMS Government
General Hospital

Approved 0510112016

Ethics
Committee,MlMS,
Mandya

Approved 25t0112016 No

Fr muller Medical
College,
hospital.,Human Ethics

Committee

Submittted/Under
Review

No Date Specified No

GCRI/GCS Ethics
committee

Approved 0211212015 No

Grant Government
Medical College & Sir J

J Group of HosPital,

Submittted/Under
Review

No Date Specified No

IEC I and IEC ll Submittted/Under
Review

No Date Specified No

lnstitutional Ethic
Committee for Human

Research,medical
college Baroda

Submittted/Under
Review

No Date Specified No

lnstitutional Ethics

Committee Government
Medical College,

Submittted/Under
Review

No Date Specified No

lnstitutional Ethics

Committee MAMC

Submittted/Under
Review

No Date SPecified No

lnstitutional Ethics
(lnmmittoe Sir Ganoa

Submittted/Under
Review

Date Specified

{ame-of Csmmittee Approval Status ,L
Date'of *p val ls lndependent E!iliP.,s

Committee? 
-:i 

.rir:r]r,

\o
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Ram Hospital

lnstitutional Ethics
Committee,Saroj Gupta
Cancer Centre &
Research lnstitute

Submittted/Under
Review

No Date Specified No

Kailash Cancer &
Medical Centre
lnstitutional Ethics
Committee

Submittted/Under
Review

No Date Specified No

Shree Hospital Ethics
Committee.

Approved 30101t2016 No

Regulatory Clearance
Status from DCGI

Health Condition /
Problems Studied

lntervention /
Comparator Agent

lnclusion Criteria

Exclusion Criteria

1. Female subjects who are pregnant, lactating or planning to
become pregnant during the study period.

2. Subjects diagnosed with disseminated candidiasis or requiring
systemic antifungal therapy.
3. Subjects diagnosed with hairy leukoplakia,
4. Presence of only perioral lesions, e.9., angular chelitis.
5. History of intolerance or sensitivity to clotrimazole (or other
imidazole or azole compounds) or any constituent of Roxane @ or
the generic Clotrimazole Troche/ Lozenges or unable to tolerate oral
medication.
6. Subjects having history of resistance to treatment with

clotrimazole.
7. Subjects who have received any oral or systemic antifungal
therapy within fourteen (14) days prior to randomization.

1Omg troche 5 times a day for
14 consecutive days

Clotrimazole troche/ lozenges
USP, 10 mg (Unique
Pharmaceutical Laboratories .

lndia)

1Omg troche 5 times a day for
14 consecutive days1 Omg (Roxane Laboratories

18.00 Yea(s)

1. Presence of specific signs and symptoms of Oropharyngeal
Candidiasis, including erythematous areas, white patches(thrush),
mouth pain, irritation, burning, glossitis, altered taste, pruritis,

2. Clinical examination of oropharynx consistent with a diagnosis of
oral candidiasis (such as creamy, white, curd-like patches of

or erythematous lesions on mucosal surfaces).
3. Confirmation of Candidiasis by findings on direct microscopic

(potassium hydroxide smear) consistent with Candida
species or positive fungal culture for Candida species, with culture

ined in the 2 days preceding initiation of therapy with the study

Subjects who are able and willing to give lnformed Consent.
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Subjects who have received any investigational therapy within 30
prior to randomization.

Subjects who have been diagnosed with any concomitant
condition that, in the opinion of the investigator, could interfere with
the evaluation of efficacy or safety, or would make it unlikely that the
subject would complete the study.
'10. Subjects who have been treated with protease inhibitors for the
first time within 30 days.
1'l . Subjects who have been taking medications known to have
significant interaction with azoles (e.9., antacids, H2-receptor
blockers, rifampin, phenytoin, carbamazepine, astemizole).
12. Subjects who have a history of candidal prophylaxis with any
azole antifungal medication.
13. Any subject with recurrent Oropharyngeal Candidiasis.
14. Any subject who is chronically infected with Candida.
15. Any subject with baseline liver function tests greater than 3 times
the upper limit of normal (ULN).
16. CD4 cell count less than 200 cells/mm3. 17. Absolute neutrophil

less than 500/mm3.
18. Subject with history of Type ll Diabetes Mellitus with Uncontrolled

Sugar levels. (1,e. Random Blood Sugar level > 350).
19. Suspected inability (or) unwillingness to comply with the study

Method of Generating
Random Sequence

Method of
Concealment

Blinding/Masking

Primary Outcome

Secondary Outcome

Target Sample Size

Phase of Trial

Date of First
Enrollment (!ndia)

Date of First
Enrollment (Global)

Estimated Duration of
Trial

Recruitment Status of
Trial(Global)

Recruitment Status of
Trial(lndia)

Publication Details

Brief Summary

Computer generated randomization

Pre-numbered or coded identical Containers

and lnvestigator Blinded

Clinical cure i.e., complete resolution of all signs
and symptoms of Oropharyngeal Candidiasis

Mycological cure (negative culture and negative lDay 15-17
KOH for Candida species) |

Total Sample Size=360
Sample Size from lndia=360

Phase 3

0110212016

No Date Specified

Years=0
Months=4
Days=0

Not Applicable

\ot Yet Recruiting

NIL

Study Title:- A Multi-Centreo Randomized, Double
to evaluate the Safety and Clinical Equivalence of (

(Unique Pharmaceutical Laboratories, India) to
Laboratories Inc., USA) in subjects with Oropharyn

Study Rationale: - Oropharyngeal Candidiasis is a :

on the mucous memtrranes of the mouth. Clotrimal

Blind, Parallel-Group, Comparative Clinical Trial
Generic Clotrimazole Trochellozenges USP, 10mg
Clotrimazole Troche/Lozenges @ 10mg (Roxane
geal Candidiasis

mycosis (yeasUfungal infection) of Candida species

zole is a broad-spectrum antifungal agent which is
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fungistatic and fungicidal and has not shown any serious adverse events. Topical drugs show increased

bioavailability. By administration ofa topical alternative, the affected area can be treated directly in a
manner which greatly minimizes the adverse effects associated with oral medications. Hence, topical
alternative minimizes the adverse events. Clotrimazole troche persists in the saliva at sufficient
concentration for around 3 hours. This long term persistence ofdrug in saliva appears to be related to

the slow release of clotrimazole from the oral mucosa to which the drug is apparently bound. Also,
given as a troche, it may be the best choice nowadays owing to its high clinical success rate, safety, cost

effectiveness, and high subject acceptability.

Primary Objective is to evaluate the clinical cure i.e. complete resolution of all signs and symptoms of
aryngeal Candidiasis, T days after the end of the therapy, @ay 2f(+4)), which wiII be assessed

the Murray scale. According to the Murray Scale, lesion score 0 (0:none, l=single, localized,
localized, 3:extensive, confluent) and symptom score 0 (0:absent, l=mild, 2=moderate,

vere) will be considered as clinical cure

Objective is to assess the mycological cure (negative culture and negative KOH for Candida
and complete resolution of all signs and symptoms of Oropharyngeal Candidiasis at Day

ls(+2).

Size: - 360 randomized, completed subjects in order to achieve at least 250 per-protocol (PP)

subjects.

Design: - A Multi-Centre, Randomized, Double Blind, Parallel-Group, Comparative Clinical
l. The subjects would be assigned to test product and reference product in the ratio of 1:1,

Arm A: Test Product: Clotrimazole troche/ lozenges USP, l0 mg (Unique Pharmaceutical

Laboratories, India)

Arm B: Reference Product: Clotrimazole Troche/ Lozenges USP, 10 mg (Roxane Laboratories Inc.,

usA)

Duration of the Clinical Trial:- Total duration of the study will be approximately 5 months. After
Randomization, the treatment rvill be tbr 14 consecutive days, and lbllow-up will be conducted on Day

'+2), Day 15(+2) and Day 2l(!4).

Statistical analysis: - Continuous data will be described using Mean, Standard Deviation, Median,

Minimum and Maximum values. Categorical data will be described using counts and percentages. P

value less than 0.05 will be considered as statistically significant.

The Per-Protocol population (PP) will include all randomized subjects who met all inclusion/exclusion

criteria, had a positive baseline Candida culture, complied with minimum treatment course, returned
to study site for primary end point assessment visit (Day 2l (+ 4)) or discontinued from the study as

treatment failure and did not have any protocol violations. This PP population will be used for efficacy

analysis.

Efficacy: The efficacy evaluation will be calculated based on the primary and secondary endpoints of
the study.

Safety: Safety will be evaluated by assessing laboratory parameters on visit 1 and visit 5 which includes

(CBC, BSL (R), Blood urea and Serum creatinine) & LFT [T.Bil, ALKP, SGPT & SGOT]. Vital signs

will be measured at all visits and will be used for safety assessment. Safety parameters will also be

assessed by adverse event monitoring throughout the study.









FATIIERMT]LLERMEDICALCoLLEGEINSTITUTIONAL
ETHICS COMMITTEE

Father Muller Road, Kankanady, Mangalore - 575 002' Karnataka' India

DCGI Re- registration No'
ECR/ 540/Insti KA/20f i/ RR-U

CHAIRPERSON
Dr. Ashok ShenoY
Professor of PharmacologY

KMC, Mangalore-575001
Phone : +919880530703

E-mail: ashok.shenoy@manipal.edu

Tel:0824-2238327
e-mail: ftniethicscommittee@grnail.com

MEMBER SECRETARY

Dr. Shivashankara A'R.'
Associate Professor of Biocbemistry,

Father Muller Medical College

Mangalore - 575 002

Phone : +919880146133

E-mail: arshivaT2@gnail.com

t"/ 
"' *;r:'N6FMMelEcTcclw 6s tzotg

To : Dr .Ramesh Bhat'

Professor of Dermatoolo gY,

Father Muller Medical College Hospital'

Mangalore.

Dear Dr.Ramesh Bhat,

Your amended research proposal was reviewed and discussed in the

Date : ........ 39..91:2018...

ethics committee meeting held

on 20110/2018 and the decision is as follows:
the efficacY and

safety of BCD-057(INN: Adalimumab JSC BIOCAD' Russia )and Humira @ (INN:

Adalimumab,vetterPharma)inpatientswithModeratetosevereplaquepsoriasis''

Protocol No: BCD-057-2

FrtnApaL In6ttgatofl Dr' Ramesh Bhat

Co lnvestigators I Dr Meryl Sonia Dsouza

ated26 Oct20l'7

Listofdocumenbrevie*ed(forclinicaltrials)-cleardescriptionofthesedocumentsalongwith

version No., and date'

1) 1) Protocol Ver 1.1 Dated 26 Oct 2017

2) Investigator Brochure Ver 1'0Dated21 Dec 2015

3) CRF content Version i ' 1 Dated l4Dec 2017



I

ffiInformedConsentFormEng1ishver1.1dated26ocI|.7
5) patient Information Sheet & Informed Consent Form Kannada ver 1.1 dated 15 Dec 2017 with

Translation Certificate ver 1.1 dated 15 Dec 2077

6) Back Translaiion of Patient Information Sheet & Informed Consent Form Kannada to English

ver 1 .1 dated 24 Dec 2017 with translation certificate dated 24 Dec 2017

7) Patient Information Sheet & Informed consent Form Malayalam ver 1.1 dated 15 Dec 2017

with Translation Certificate ver 1 .1 dated 15 Dec 2017

8) Back Translation of Patient Information Sheet & Informed consent Form Malayalam to

English ver I.l dated24 Dec 2017 with translation certificate dated24 Dec 2077

9) Dermatology Life Quality Index (DLQI), SF-36 questionnaire & visual analog scale for

assessment of itch by the patient -English Version 1 .0, dated 06-Sep-2017

10) Dermatology Life Quality Index (DLQI), SF-36 questionnaire & Visual analog scale for

assessment of itch by the patient - Malayalam ve.r,l.0 dated 6 Sep 2017 Translated from English

to Malayalam on l4lSEPl20I7 with Translation certificates dated 14 Sep 2017 and Back

Translation documents & certificates dated 17 Sep 17

1 1) Dermatology Life Quality Index (DLQI), SF-36 questionnaire & Visual analog scale for

assessment of itch by the patient - Kannada ver 1.0 dated 6 sep 2017 Translated from English to

Kannada on 14/SEP12017 with Translation certificates dated 14 Sep 2017 and Back Translation

documents & certificates dated 17 Sep 17

12) Study Participant Card English Ver 1.0 Dated 26 OcI2017

13) Study Participant card Kannada ver 1.0 with Translation certificate ver 1.1 Dated 19 Dec

2017

14) Study participant Card ver 1 .0 back Translated from Kannada to English D ated 24 Dec 2017

15) Study Participant Card Malayalam ver 1.0 with Translation Certificate ver 1'1 Dated 19 Dec

20r7

16) Study Participant card ver 1.0 back Translated from Malayalam to English Dated 24 Dec

20t7

17) Draft CTA

18). DCGI Submission & Approval Letter



T
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Name & Address of Institution :

Father Muller Medical College Hospital,
Mangalore. .

New review: Full review

Date of review: 20.01.2018

Date and type ofprevious review, if revised application:

Approved with suggestions

patient's eyes while taking photographs.

Recommended for a period of : One Year

. Th" 
"pp."t"t 

t. ralid for one year. Aftbr one year, you are instructed to submit an

application requesting for continuation of ethical clearance for another one year (if

required).

o you are instructed to register your trial in clinical registry (CTRI) before starting the

study, and submit the necessary evidence to the IEC

o your research work will be continuously reviewed by ethics committee during the study

period.

o The investigator/s is/are instructed to cary out the research study as per the protocol

,,. approved by the ethics committee. Any protocol deviations/violations should be brought

to the notice of ethics committee.

r The FMMCIEC will be monitoring the conduct of the protocol by on-site monitoring,

review of study-related documents and review of progress reports'

o You are instructed to submit progress report of the research project once in every six

months

r you should bomply with the regulations and guidelines on biomedical research on human

participants, and follow good clinical practice

r Ethics committee has the right to withdraw the approval if found necessary due to

protocol violations, non-compliance to regulations and guidelines



For any modifications/changes in protocol, investigators and

submit the iroposal to ethics committee and get the approval.

study site you need to

You should report any serious adverse events in your site or any other site of this clinical

trial to the ethics committee

You need to submit the final report and summary at the termination of the study.

Following members of the IEC were present and involved in decision making.

Members absent : Nil

r/t\vtr
Name a"nd Signatire of Member Secretary

Dr.Shtnrhankara 4.R., PhD,
, Marnb.t gicrotary

Father Mulbf lt.dical Coll69o
lnstitutional Etilca Commllte o

Kankanady. Isngaloto

Sl. No. Name Role in the

Committee

Affrliations to the

Institution

1 Dr, Ashok Shenoy K. Chairperson Non-affiliated

2 Dr. Shivashankara A.R. Member Secretary Affrliated

3 Mr. Eric Sequeira Legal Expert; Vice

Chairperson

Non-affiliated

^ Dr. Varadaraj Shenoy K. Member-Clinician Affiliated

Dr. Safeekh AT Member-Clinician Affiliated

o Dr. Sudhir Prabhu Joint Secretary,

Clinician

Aftiliated

7 Dr. Anup Kumar Shetty Member-Basic

Medical Scientist

Affiliated

8 Mrs. Veena Manoi Member-Lay Person Non-affiliated

9 Mrs. Anuradha Shetty Member-Social

Scientist

Non-affiliated

10 Fr.Dr. Leo D'Souza Member-

Theologian/Ethicist

Non-affiliated































































































Scanned by CamScanner



Scanned by CamScanner



Scanned by CamScanner



Scanned by CamScanner



Scanned by CamScanner



Scanned by CamScanner



Scanned by CamScanner



Scanned by CamScanner



Scanned by CamScanner



Scanned by CamScanner



Scanned by CamScanner



Scanned by CamScanner



Scanned by CamScanner



Scanned by CamScanner



Scanned by CamScanner



Scanned by CamScanner



Scanned by CamScanner



Scanned by CamScanner



11/26/2018 CTRI

http://ctri.nic.in/Clinicaltrials/rmaindet.php?trialid=29416&EncHid=65191.75758&modid=1&compid=19 1/6

FULL DETAILS (Read-only)  -> Click Here to Create PDF for Current Dataset of Trial

CTRI No CTRI/2018/11/016419 [Registered on: 26/11/2018] Trial Registered
Prospectively

Acknowledgement
Number REF/2018/11/022336 

Last Modified On: 23/11/2018

Post Graduate
Thesis No 

Type of Trial Interventional 

Type of Study  
Vaccine

 Biological
 Preventive 

Study Design Randomized, Parallel Group, Active Controlled Trial 

Public Title of
Study  

A clinical study to assess the safety and immune response with Typhoid conjugate
vaccine of BE when compared with a licensed Typhoid conjugate vaccine. 

Scientific Title of
Study  

A multicentre single blind randomised controlled Phase-II/III study to evaluate
immunogenicity and safety of single intramuscular dose of Biological E’s Vi-capsular
Polysaccharide-CRM197 Conjugate Typhoid Vaccine in healthy infants, children and adults
in comparison with a licensed comparator. 

Trial Acronym None 

Secondary IDs if
Any  

Secondary ID Identifier 
BECT053/TCV-Phase-IIbyIII/CTP-01 Version :1.0 dated:09.07.18 Protocol Number 

 

Details of
Principal
Investigator or
overall Trial
Coordinator
(multi-center
study)  

Name Dr TSA Kishore 
Designation Associate Vice President - Clinical Development 
Affliation Biological E.Limited 

Address 

18/1&3, Azamabad, Hyderabad, Telangana,India 
 
Hyderabad

 TELANGANA
 500020

 India 
Phone 04071216247  
Fax 04027675309  
Email kishore.turaga@biologicale.com  

 

Details Contact
Person

 Scientific Query  

Name Dr Subhash Thuluva 
Designation Vice President- Clinical Development 
Affliation Biological E.Limited 

Address 

Biological E.Limited, 18/1&3, Azamabad, Hyderabad, Telangana India
  

Hyderabad
 TELANGANA

 500020
 India 

Phone 04071216000  
Fax 04027675309  
Email subhash.thuluva@biologicale.com  

 

Details Contact
Person

 Public Query  

Name Dr Subhash Thuluva 
Designation Vice President- Clinical Development 
Affliation Biological E.Limited 
Address Biological E.Limited, 18/1&3, Azamabad, Hyderabad, Telangana India

http://ctri.nic.in/Clinicaltrials/pdf_generate.php?trialid=29416&EncHid=65191.75758&modid=1&compid=19%27,%2729416det%27
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Hyderabad

 TELANGANA
 500020

 India 
Phone 04071216000  
Fax 04027675309  
Email subhash.thuluva@biologicale.com  

 

Source of
Monetary or
Material Support  

Biological E.Limited  
 

Primary Sponsor  

Name Biological E Limited 
Address 18/1&3, Azamabad, Hyderabad-500020, Telangana, India.  
Type of Sponsor Pharmaceutical industry-Indian 

 

Details of
Secondary
Sponsor  

Name Address 
None None 

 

Countries of
Recruitment    India  

Sites of Study  No of Sites = 10  
Name of
Principal
Investigator 

Name of
Site Site Address Phone/Fax/Email 

Dr Pavan
Hegde 

Father Muller
Medical
College &
Hospital 

Department of Pediatrics,
Ist floor,Father Muller
Road, Kankanady,
Mangaluru 575002,
Karnataka, India 

 Dakshina Kannada
 KARNATAKA 

09845088116
  

pavanhegde@hotmail.com 

Dr K Siva Ram
Prasad 

Gandhi
Medical
College &
Hospital 

Department of
Pediatrics,Ist
floor,Musheerabad,
Secunderabad-500003,
Telangana, India.

 Hyderabad
 TELANGANA 

09440424545
  

ksivaramaprasad@yahoo.com 

Dr Manish
Narang 

Guru Teg
Bahadur
Hospital 

Department of Pediatrics,
3rd floor, Dilshad Garden,
Shahdara, Delhi 110095,
India

 North East
 DELHI 

09811036569
  

manish_2710@yahoo.com 

Dr Mandyam
Dhati Ravi 

J.S.S.
Hospital 

Department of
Pediatrics,Ist floor,
Mahathma Gandhi Road,
Mysuru 570004,
Karnataka, India

 Mysore
 KARNATAKA 

09880629506
  

ravimdped@gmail.com 

Dr Kapil Garg 

Jay Kay Lon
Hospital
attached to
S.M.S.
Medical
College 

Department of
Pediatrics,1st floor, JLN
Marg, Jaipur-302004,
Rajasthan, India.

 Jaipur
 RAJASTHAN 

09829182888
  

drkapilgargjkl@gmail.com 

Dr Sonali Kar Kalinga
Institute of

Department of community
Medicine, Ist floor,KIIMS

09438423273
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Medical
Sciences
(KIMS) 

Campus 5, KIIT University,
Patia,
BhubaneswarBhubaneswar
– 751024, Odisha, India.

 Khordha
 ORISSA 

sonsam72@yahoo.co.uk 

Dr P
Venugopal 

King George
Hospital 

1st Floor, Dept.of
Pediatrics, Collectorate
Junction, Maharanipeta,
Visakhapatnam 530002,
Andhra Pradesh, India.

 Visakhapatnam
 ANDHRA PRADESH 

09848027203
  

fbnc.amc@gmail.com 

Dr Madhukar
Pandey 

Oriana
Hospital 

Department of
Pediatrics,1st floor,Plot
number 6, 7, 8
Ravindrapuri Extension,
Lanka, Anandbagh,
Bhelupur, Varanasi
221001, Uttar Pradesh 

 Varanasi
 UTTAR PRADESH 

09839439464
  

pandeymadhukar@gmail.com 

Dr Savita
Verma 

PT. B D
Sharma Post
Graduate
Institute of
Medical
Sciences &
Hospital 

Department of
Pharmacology, 3rd
floor,Near Directorate
Office, Rohtak-124
001,Haryana,India

 Rohtak
 HARYANA 

09812283746
  

savita_verma@hotmail.com 

Dr Ashish
Dhongade  

Sant
Dnyaneshwar
Medical
Education
Research
Centre 

Department of Pediatrics,
Ground floor, 695/A,
Sadashiveth, 695/A,
Sadashiv Peth, Opp. Vijay
Talkies, Laxmi Road, Pune-
411030, Maharashtra,
India. 

 Pune
 MAHARASHTRA 

09011095436
  

adhongade1@gmail.com 

 

Details of Ethics
Committee 
Clarification(s) with
Reply 
Modification(s)  

No of Ethics Committees= 10  

Name of Committee Approval
Status 

Date of
Approval 

Approval
Document 

Is
IEC? 

Institutional Ethics Committee,Sant
Dnyaneshwar Medical Education
Research Centre 

Submittted/Under
Review 

No Date
Specified 

No File
Uploaded No 

Ethics Committee, SMS Medical
College and Attached Hospitals 

Submittted/Under
Review 

No Date
Specified 

No File
Uploaded No 

Guru Teg Bahadur Ethics
Committee-Guru Teg Bahadur
Hospital 

Submittted/Under
Review 

No Date
Specified 

No File
Uploaded No 

Institutional Ethics Committee,
Gandhi Medical College/ Gandhi
Hospital 

Submittted/Under
Review 

No Date
Specified 

No File
Uploaded No 

Institutional Ethics Committee, JSS
Medical College & Hospital 

Submittted/Under
Review 

No Date
Specified 

No File
Uploaded No 

Institutional Ethics committee,
Kalinga Institute of Medical
Sciences 

Submittted/Under
Review 

No Date
Specified 

No File
Uploaded No 

Institutional Ethics Committee,
Oriana Hospital Approved 17/11/2018 Approval

File No 

Institutional Ethics Committee, PT.
B D Sharma Post Graduate Institute
of Medical Sciences  

Submittted/Under
Review 

No Date
Specified 

No File
Uploaded No 
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Institutional Ethics committee-
Father Muller Medical College 

Submittted/Under
Review 

No Date
Specified 

No File
Uploaded 

No 

Institutional Ethics Committee-
King George Hospital 

Submittted/Under
Review 

No Date
Specified 

No File
Uploaded No 

 

Regulatory
Clearance Status
from DCGI  

Status Date Aproval Document 
No Objection Certificate 01/11/2018 Approval File 

 

Health Condition /
Problems Studied 
Clarification(s) with
Reply 
Modification(s)  

Health Type Condition 
Healthy Human Volunteers Preventive protection against Typhoid fever  
Patients Z23||Encounter for immunization,  

 

Intervention /
Comparator Agent
 

Type Name Details 

Intervention 

BioE’s Typhoid
Conjugate
Vaccine(Monovalent)-
Single Human dose-
0.5mL  

1. Dose: 0.5 mL single dose 2. Frequency: One
dose only 3. Route of administration: intramuscular
injection 4. Total duration of therapy:42 days (post
single dose administration)  

Comparator
Agent 

Typbar-TCV Single
Human dose-0.5mL 

1. Dose: 0.5 mL single dose 2. Frequency: One
dose only 3. Route of administration: intramuscular
injection 4. Total duration of therapy:42 days (post
single dose administration) 

 

Inclusion Criteria
 

Age
From 6.00 Month(s)

Age To 64.00 Year(s)
Gender Both 

Details 

1. Healthy subjects of either gender between ≥6 months to <64 years of age
at the time of vaccination 
2. Subject or Subject’s Parent(s) or LAR who after the nature of the study has
been explained to them, have given written consent according to local
regulatory requirements.

 3. Subject or Subject’s Parent(s) or LAR’s ability to understand information
relevant to participation in the study and abide with the requirements of the
subject diary and other study procedures;

 4. Individuals in good health as determined by the outcome of medical
history, physical examination based on clinical judgment of the investigator. 

 5. Negative to urine pregnancy test for female subjects of childbearing
potential. Female of childbearing potential is defined as a pre-menopausal
female capable of becoming pregnant. This does not include females who
meet any of the following conditions: (1) menopause at least 2 years earlier,
(2) tubal ligation at least 1 year earlier, or (3) total hysterectomy.

  
 

Exclusion Criteria Details 1. Individuals who have a previously ascertained or suspected disease caused
by Salmonella typhi;

 2. Individuals who have history of household contact with/and or intimate
exposure to an individual with laboratory confirmed S. typhi;

 3. Individuals who have previously received any vaccines against typhoid
fever (either oral live attenuated or injectable vaccines);

 4. Individuals with body temperature ≥100.4°F (≥38.0°C) within 3 days of
intended study immunization;

 5. Individuals with any serious chronic or progressive disease according to
judgment of the investigator (e.g., neurological, neoplasm, insulin dependent
diabetes, cardiac, renal or hepatic disease);

 6. Subject or Subject’s Parent(s) or LAR unwillingness or inability to
understand and follow required study procedures, keep appointments, or are
planning to relocate during the study period; 

 7. Individuals with history of any illness or any laboratory abnormality that, in
the opinion of the investigator, might interfere with the results of the study or

http://ctri.nic.in/Clinicaltrials//WriteReadData/dcgi/7459826031TCVPhase2by3CTNOC.PDF
javascript:newwin2('viewmod.php?trialid=29416&blid=14&EncHid=65191.75758&modid=1&compid=19','29416cla')
javascript:newwin2('viewmod.php?trialid=29416&blid=14&EncHid=65191.75758&modid=1&compid=19','29416modi')
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pose additional risk to the subjects due to participation in the study;
 8. Subject with suspected or known history of an autoimmune disorder or any

other known or suspected impairment /alteration of the immune system, or
under immunosuppressive therapy including use of systemic corticosteroids or
chronic use of inhaled high-potency corticosteroids within the previous 30
days;

 9. Subject with a known bleeding diathesis, or any condition that may be
associated with a prolonged bleeding time or history of receipt of anti-
coagulants in the past 3 weeks;

 10. History of allergy or allergic reaction to any vaccine-related component; 
 11. Individuals participating in any other clinical trial within 30 days prior to

first study visit or intent to participate in another clinical study at any time
during the conduct of this study; 

 12. Women who are pregnant or breast-feeding or of childbearing age who
have not used or do not plan to use acceptable birth control measures, for the
duration of the study. Female of childbearing potential or age is defined as a
pre-menopausal female capable of becoming pregnant. This does not include
females who meet any of the following conditions: (1) menopause at least 2
years earlier, (2) tubal ligation at least 1 year earlier, or (3) total
hysterectomy. 

 13. Any other reason that in the opinion of the investigator may interfere with
the evaluation required by the study objectives.

  
 

Method of
Generating
Random Sequence
 

Computer generated randomization 

Method of
Concealment  On-site computer system 

Blinding/Masking
 Participant Blinded 

Primary Outcome
 

Outcome TimePoints 

1.Seroconversion rate as measured by proportion of
subjects with anti-Vi IgG serum antibody concentrations
above the threshold value.

 2.Geometric mean concentrations (GMC) of anti-Vi IgG
antibodies.

 3.Fold increase in anti-Vi IgG antibody concentration.  

1.at day 0 pre vaccination
and at day 42 post
vaccination.

 2.at day 0 (pre
vaccination) and at day 42
(post vaccination)

 3.post-vaccination sample
from pre-vaccination
concentrations 

 

Secondary
Outcome  

Outcome TimePoints 

Proportion of subjects with
solicited adverse reactions  

during first 30 minutes of post vaccination observation
period and for subsequent 7 consecutive days (Day 0-
6) 

Proportion of subjects with
unsolicited adverse events
(AEs) 

during the follow up period until day 42 of post
vaccination. 

Medically attended and/or
serious adverse events (SAEs),
if any 

during the post vaccination 42 day follow up period. 

 

Target Sample
Size  

Total Sample Size="622"
 Sample Size from India="622" 

 Final Enrollment numbers achieved (Total)= "Applicable only for
Completed/Terminated trials" 

 Final Enrollment numbers achieved (India)="Applicable only for
Completed/Terminated trials" 

Phase of Trial  Phase 2/ Phase 3 

Date of First 30/11/2018 
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Enrollment
(India)  

Date of Study
Completion
(India)

Applicable only for Completed/Terminated trials 

Date of First
Enrollment
(Global) 

No Date Specified 

Date of Study
Completion
(Global)

Applicable only for Completed/Terminated trials 

Estimated
Duration of Trial  

Years="0"
 Months="6"

 Days="0" 

Recruitment
Status of Trial
(Global)  

Not Applicable 

Recruitment
Status of Trial
(India) 

Not Yet Recruiting 

Publication
Details  None 

Brief Summary  

This is a multicentre single blind randomised, comparative, phase-II/III study to demonstrate non-
inferiority in terms of seroconversion rates and safety of Biological E’s Typhoid conjugate vaccine in ≥6
months to <64 year old healthy subjects in comparison with licensed Typbar-TCV vaccine at day 42. The
total sample size to be enrolled would be 622 subjects in both groups put together based on the
screening and enrolment criteria set in the protocol.

Each subject will  receive a single 0.5 mL dose of the study vaccine intramuscularly i.e., Biological E’s
Typhoid conjugate vaccine or Typbar-TCV vaccine, based on the treatment groups to which they are
randomised for assessing the safety & Immunogenicity. Only optimal quantity of venous blood sample for
immunogenicity assessment will be drawn twice during the study period.

The study will be conducted in compliance with schedule Y, ICH and Indian good clinical practice
guidelines in force at the time of study conduct.
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Rajiv Gandhi university of Health sciences, Karnataka
4th T Block, Jayanagar, Bangalore _ 560 O4l

PROCEEDINGS OF THE RAJIV qlvpHr uNMRSrry oF HEALTH SCIENCES.
BANGALORE

sub: Financiar assistance for Research under RGUHS
sanction of grant-in-aid for various teaching faculties of
affiliated institutions of RGUHS _ res.

Ref: 1 . _u_niversity notifi cation No : RGUHS/A?v. Research :
20 15- 16 dated:29-O4-2Ots

2. Approval of the Syndicate in its 1 16th meeting held
on 16th December 2015.

READ:

one of the main objectives of the University is to promote research activities
in the university and also aJfiliated colleges. In this regard university had invited
applications for financial assistance for conducting of advanced research projects
for the year 201'5-16. university had received 366 research proposals. The
university had earmarked Rs.5.0o crores in its budget estimate for the year 2015-
16 for this purpose. In order to meet this expenditure the concerned subject
Experts as suggested by the concerned Bos PG chairpersons and the Expert
committee comprising of all the Bos pG chairpersons have scrutinized the
proposals and shortlisted them based on the criteria set out by the university.
such of the proposals which have fulIilled the norms have been recommended by
the Expert Committee for sanction of grants.

Ttie Syndicate in its 116th meeting held on 16th December 2ol; has
approved to sanction the grant-in-aid as per the recommendations of bxpert
committee for 159 selected proposals in medical, dental, pharmacy, a5rurved.a,
nursing, physiotherapy, allied health sciences and BNys faculties for the year
2015- 16.

As per the decision of the syndicate the following orders are made.

Pursualt to the approval of the
release of grant-in-aid amounting to
towards research proposal,.Analysis

Syndicate, sanction. is hereby accorded for
Rs. 3,00,000-00 (Rupees Three lakhs only)
of Biofilm Production and Detection of

1



tY of Human Bod/'furnished
Associated Genes in Anaerobic Microbial communr

byDrBeenaAntony,ProfessorofMicrobiolory,Fr.MullerMedica]Col1ege,
Kankanady,Mangalore,Karnataka-S75002fortheyear2015-16.TheGrant-in-aid

will be released in the narne of Director of the Fr. Muller Medical Coilege'

Kankanady,Mangaloresubjecttofollowingtermsandconditionsmentioned
hereunder.

l.ThePrincipal/Headoflnstitutionsha]lopenaseparatejointaccountfor
thefinancialgrantreleasedbyRGUHsinthenarneofPrincipal/Headof
the Institution and the Principal Investigator'

2.Principallllead,ofthelnstitutionandthePrincipallnvestigatorsha]lbe
responsiblefortheaccountsandtheproperutilizationofthefunds,The
grants released shall be used only for research purpose'

3.50%ofthegrant-in-aidapprovedbyRGUHSshallbereleasedasl",
installment.29ohofthegrant-in-aidshallbereleasedaftertheUtilization
Certificateforthemoneyreleasedinthel"tinstallmentisglven.Balanceof
15% shall be released after the Utilization certificate for the money released

inthe2.ainstallmentisgiven.RemainingLo%willbereleasedafterthe
submission of project Report to the university. Audit report shall be

submitted along with every Utilization Certificate'

Thebifurcationofgrarrt-in-aidaspertheabovecriteriaapplicabletoyouis

Theprojectshatlbecompletedwithin2yearsfromthetimeofreleaseofl"t
installmentofgrant-in-aid.However,theUniversityindeservingcasesmay
extend this time frame'

Principallnvestigatorshallfurnishprojectstatusreportonceinsixmonths
till the completion of the project'

6'Duringtheresearchwork,officialsoftheExpertCommitteealongwith
Subject Experts shall reserve the right of inspection'

4.

5.

R"3,00,000-00fficuonetiTotal grant-in-aro

Ftrst Installment (50%)
Rt Z5,OOO-OO

Seco-Instilment (25%)
Rs- +5,OOO-OO

trrir-arn*trtlment(15%)

F"uffiInstiliilent (10%)



7. All the details about the conduct of research activity along with documents
should be properly'maintained by the Principal Investigator. He/She should
submit such details of research to monitoring committee or to the University
whenever it is called for.

8. ICMR and MCI guidelines especially with regard to ethical issues shall be

followed strictly in the research activity.
9. Regarding ethical issues in various faculties, the guidelines prescribed in the

apex bodies or any other related authorities regarding the conduct of study
should strictly be adhered to.

lO.Research project shal1 be published in national/international indexed
journals after the completion of the project. During such publication it is
the duty of the Principal Investigator to acknowledge the assistance given by
the university as a source of funding for the research activity.

11.In case the Principal Investigator discontinues the research work under
unforeseen circumstances, the co-investigator shall continue the research
work and complete the project with the approval of the University. It is the
responsibility of the Principal/Head of the Institution to ensure, in such
circumstances, that the research is completed with the co-investigator of the
research project.

12. lt is tl.e responsibility of the Principal/Head of the Institutidn and principal

Investigator to ensure that research work is completed within the st.ipulated
time.

13. The grants released by'the University shall not be utilized for the purpose of
purchase of equipments.

14. The honorarium for the supportive staff, purchase of consumables, tests
carried outside the institution because of lack of infrastructural facilities in
the institution, travel grants for attending conference for presenting the
research work and for publication of papers in national / indexed journals
sha-llbe met out of the grant-in-aid.

15.After the completion of the project the entire project report shall be

submitted to the University and will become property of the University.
16.If any of the conditions mentioned above are not adhered to by the

Principal/ Head of the Institution and the Principal Investigator, University
reserves the right to take appropriate action.

17.In research proposals involving clinical trials, if any untoward incidence
occurs, it is the responsibility of the Principal Investigator and the
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No. N('r)rRit Is('R-DM t27 t2o nl>*f l4 .lLrne 201 8

Dr. Fr. Richarel Aloysius Coellttr
[]ather \{Lrller \,leciical C'o[[cge [ [ospital.
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Karnataka 57-i002

Sir.

[:stension o1'"'tlospital Based L]anccr Rcgistries (f{t}('R)-Data \{anagemcnt
:.,,firr. ar.e to:- rlr+ ner.ierd fr-,.trn 01.0-1.1t) !8 tl I !.()_1 .2019
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I

Annual Budget for the project on'oHospital Based Cancer Registry - Data Management

Software", at Father Muller Medical College Hospital, Mangalore for the financial year
z0fi-1^8 W.e"f 01-04-2018 to 31-03-2019.

sr.
No.

Designation No.
of
Posts

Total per
month

Total
Budget

per
Annum

I Social Worker rq, Ii.s 32000/- Per Month
r I 2 Nlonths

I i 2000/- 3,84.000

l)ata [rntrr, Operator (A) '{r] Rs 17000/- l'}er

lvir.,rriji x i I |u'ioniirs
I I7000/- 2."04.000

ll Contingency -Rccurring 1,00,000

Grand Total 6,88,000
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