
SCIENCE  RESEARC.H  CONTRACT

Clinical testing  of the  efficacy and  safety of:

Unigroup's  callus product (Formic acid.,  ethyl  lactate,  Vitamin)

ln  the treatment of corn  (Callus)
1)  Unigroup's   Callus product:   Formic acid,  Carrier: ethyl  lactate,  vitamin  C;   VIfaflrfni±
The product consist of an applicator pen with the active ingredient as well as a  pressure
relief and  hydrating  hydrocolloid  plaster.

In the{reatmentofcorn  (Callus).         .

The undersigned:

The   private   company  with   limited   liability,Unigroup   ApS,   having   its   principal   place   of
business   at   Diplomvej    373,   .DK-2800    Lyngby,    Denmark       (hereinafter:    "uG"),    C.VR:
29804095  .

and

Dr.  RAIfiESH  E}iiAT. .RE  (RB)
MP„DVD.,DNB.,MNAMS.
PROFESSOR & H.O.D
Dept.  of Dermatology, Venereology &Leprosy
Fr   Muller Medical  College
Kankanady,  Mangalore 575 002.India

And

Director,  Fr Muller Charitable  Institution,
Kankanady,  Mangalore-575002

illEE }wi-if I

IRIE



SCIENCE RESEARCH  CONTRACT

Clinical testing of the efficacy an'd  safety of:

in the treatment of corn  (Callus)
1)  Unigroup'.s   Callus  product:   Formic acid,  Carrier:  ethyl  lactate, vitamin  C,   Vlfaffltrrf
Theproductconsistofanapplicatorpenwiththeactiveingred.ientas.weHasapressure
relief and  hydrating  hydrocolloid  plaster.

In the  treatment of com  (Callus).

The  undersigned:

The   private   company   with   limited   liability,Unigroup   ApS,   hav'ing   its   principal   place   of
business    at    Diplomvej    373,    DK-2800    Lyngby,    Denmark       (hereinafter.    "UG"),    CVR
29804095  ;

and

Dr.  RAwhES-H  BH-AT  its  {`P`B)
MD.,DVD.,DNB.,MNAMS,
PROFESSOR & H.O.D
Dept.  of Dermatology, Venereology &Leprosy
Fr.  Muller Medical  College
Kankanady,  Mangalore 575 002.India

WHEREAS:

(i)          uG w`ishes to perform a clinicaHesting of corn treatment produ`ct produced by uG

(ii)         RB wishes to establish and  execute the study and  reporting

HAS AGREED AS FOLLOWS:

1.          Appointment

Subject to  the  conditions  set forth  in  this.Agreement,  The  Pa.rties  have  agreed  to  s.ign  this
Science  Research  Contract with the term and  cc>nditions  as stated  below.

Brief `Resume of the Intended Work

callils  (or callosity)  is  a toughened area  of ;kin which  has  become  relatlvely thick
and  hard .I,n  response to repeated friction,  pressure,  or other irri{atlon.  Rubbingt thatI,_    _      __I ,..---   +-{ -,.,\,

allow  calluses to  foi.in.will  cause blisters  rather thanis too frequent

ftyulul

or forceful
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Ir
WHEREAS:

(i)          uGwishes to perform a clinicaltesting  of corn treatment product produced by uG

(ij)         RB wishes toestablish and executethe studyand  reporting

HAS AGREED AS FOLLOWS:

1.          Appointment

S:,:,:::t%::a:::d6t:on:rsa::Lj:hrtthh:n{:hr££g5eceomn3Tt:6=sh:sP:t:jt:sdi:t:w:greedtos,gnthjs

Brief Resume of the Intended Work

callus  (or callosity)  is a toughened  area of skin which  has become relatively thick
and hare in response to  repeated friction,  pressure,  or other irritation.  Rubbing that
is too frequent or forceful will cause blisters rather than allow calluses to form.  Since
repeated contact is required, calluses are most often found on feet because of
frequent walking.  Calluses are generally not harmful

Hence this  study is  conducted to clinical t.esting the efficacy and  safety.of unigroup's  corn
treatment           .

Aims and Objectives  .
1     To study the efficacy and safety of  Unigroup's callus product product in the

treatment of callus

Materials and Methods

Source of Data  :
(Patients  attending the  Dermatology OPD  of Fr.  Muller Medical  College  Hospital,
Mangalore)

Method of Collection of Data :
Data will be collected from 72 patients with callus at the feets,  attending the OPD.
An  informed  consent wjll be obtained  from .all patients
A detailed h/o age,  sex,  occupations and size (photo with linear) numbers,
placement and duration of the callus problem will be taken.
A thorough systemic examination will be done in each case to exc)ude the existence
of any other djsea§e along with the  callus.

Inclusion  criteria  :                                                                                                                                            -             .
1.   age abbve 8 years
2.   both sexes
3.    patient willing  to  come for  regular follovy  up.

rdiulul            irut`=r^



Exclusion criteria  :
1.   age less than 8years
2.  .Patients  not willing to come for regular follQw  up
3.    patients with diabetes
4.    Patients with systemic d`is?ases
5     Patients with HMnfectioh
6     Patients who refuse to give consent.

Theproductwillbedispensedtothepatientandshownhc>wtoapplythesame
The effect c)f UG  Formic acid  basetl  product wHl  be studied  in 72 cases

Thecallusareawil\becleanedwithaspirit-moistenedcottonswab.Thentheareawillbe
dried.Formicacidwillbeappliedwiththepenwithadequateprecaution,onthecallusarea•      I_ ---- ^-:-|r:cirl   Tha fnrmiilation  and  PlasterI.  Formic acid  will  be  appllecI  Wltn lne  pt3u  w"u  au-Huu`-r...__.._    ,

ahydrocoooidplasterwiubea.ppliedwhenareaisdried.Theformulationandplaster.
beappliedeveryseconddayfor2weeks(7applications).

Treatmentwlllbecontlnuedforthemaximum.periodspecifiedaboveor"I
thedisappearanceofthelesionswhicheverisearlyanditwolbeconsidered
asafailureiftherearenodesirableresultsafterthemaximumnoof
treatments has been finalized.   Success of the treatment wHl be judged  by
thedisappearanceof.thecallusw.ithoutanyserioussideeffects.

•     AH the patients wHl  be fonowed  up  Immediately.after 2 weeks treatmen`i

period.Theiesp`.ns€iotherLipyt'nea.ppearanceofthecallus.aFeaaT:
thepresenceofinfectionwillbenoted.Thepatientwillbemeetatthe
clinic day  (0)  and  Day  (14).

Pateintsnotshowingupday14willbeactivelycontactedtoensurethataw

patientresultswillbeobtained.No-showpatientswillactivelybecontacted
andastoreportbacktothecllnic.Incasewhereitisnotpossibleto
conviencethepatienttoshowupattheclinic,theclini6willvisitthepatleritat
their home address,  or as a last resort a telephone interview will be
conducted.

Inpatientswhohavesideeffects,treatmentwillbediscontinuedand
consideredasfailures.Patientsinwhomtherearerecurrenceorfailureof
treatmentwithinthe3monthsaftercompletionOftreatmentwillbesubiected
to treatment with  salicyl.ic acid

Stasticalanalysis~Datawillbeanalysedbyaindependentstatistician

ftM,cJ-pr



Article  1:  uG
Un/groups oa//us prodL/cf / Formic Acid and carrier based callus product)   fo Fr.  ML///er
Medical College  (RB)

Article  2:

agrees to etv+rust the clinical evaluation: "Test of efficacy and safety of

Responsibility of RB:

-      Obtain  all  permissions forthe trial  (this  cost is  included  in  article 4  below)
-.9C3';Z:C/aE:r6a'j|thaccch°ar::::ejnwdjLhc:hdebgyuj§:r:::;efo2omo#;aE8e:icdes::::::i'gdjcr::t%:

directive  90/385EEC  and  including  GCP  and  EN  ISO/lEC  17025,  EN  ISO  14155-1;
ISO  10993-10:2010,  EN  ISO  14155-2  and all  other relevant standards

-     Reporting  according to lso/EN  14155 and all other relevant standards

Article  3: Responsibility of UG:
-    Supplysamples.
-    Settle for Research Expenses according to the contract.

Article 4:      Payment condition and time schedule:

Payment
I---..-...---. `                                  .            .

payment:  USD 9,000  when study is finalized and approved  by  Unigroup ApS

The payment will be made in the name of Fr Muller Research fund

First payment of 3,000 Ss to give TA/DA to patients.

Secc;nd  payment of 6,000 Ss at the end.of the study

Payment of 200Ss at the time of submission to Ethics committee.

In\Joices  shall  be  issued  by  The  Fullei. Institute  in USD.  Payments  shall  be  made  in  USD  b)'  back
ti.ansfer to a bank account stated on the o].iginal  invoice.

Payment Details

Clinical Study charges(includes Pl, Co-ordinator, Sub Investigator fee,  Patient
TA,Da,  Institution  Charges): -.-..----- 72   patientsx100 S =7,200Ss

Miscellaneous charges -----.----

Total---.---9,000Ss

__J_;_ftal

1,800Ss



Article 5 ^

Public access and  publication

:i:#[:::§:fjorttg:igo:o::n:°g#s:°§;e::t:bi!d#:|'#c:aat|:;t:::p::f#+n#ti:a!nt:oga:I:d:p:ag:i:at;:::;:d::::!°:d#:;e
UG,  RB  shall  apply for pjblicatjon in  a well  respected  publication  decided  by the  Parties.

.

Nothing  in  tliis  Agi.Cement  shall  constitute  any  right  of  RB  to  represent  Unigi.Cup   iti   any  \`Jay       ,
whatsoevei   and   vice   `Jersa.   Neithei.  party   shall   have   authoi.ity   whatsoe\Jei   to   entei   into   anyS;
obligations on behalf of the otlier.                                                                                                                                              `

I

Infoi.mation pro\Jided  by unigi.oup to RB  is confidential  aiid shall  not be available  for.thii.d pailies.        I
RE   will   ensui.e   that   3rd   parties   involved   in   the   clinical   testing   \iJill   be   co\Jei.ed   b}J   a   secrecy
agi.Cement.

A].ticle  1 I :  Miscellaneous            .

•11.1       The pandes agree that this Agreement shall  be in{eri6i`ea-a=Tcord`iing to' t.he  la\us.ofD;m`nark-----                                            +                               ,

and the pailies further agree that any court proceeding regarding this Agreement shall be
subject to exclusive jurisdiction in the couit of  S© og Handelsrettei\ Copenhagen.

11.2      The contractual language is Erigifsh.

1 I.3      Tis Agreement with annexes contains the entire Agreement between the parties v`Jith          -
respect to the subject matter hereof and supersedes all prior or contemporaneous agreements
and understandings, whether oral or whtten relating to the subject matter hereof. No
Amendment to this Agreement shall be effective unless the same shall be in wi.iting and
signed by the Parties.

11.4

11.5

givutJ

The patties to this Agi.Cement i.emain independent conti.actors.   This Agreemeiit does not
create any parfuei.sliip, joint venture, emplo}Jment oi. agency relationship between them and
does not give rise to any fiduciary obligation between the parties othei. than those defined
herein.   Neither party shall have the authority to bind the othei. party.

If any ten or colidition of this Agreement is null and void or will become null  and void
during its coui.s-e, then  the validit)J  and effectiveness of all other tei.ms and conditic>Iis

shall not be inpaii.ed thei.eby, All temis and Son-d.itions of this Agreel.nent are sepgl.a61e.

Jtyhird-ir
a.
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Unigroup ApS

p:.R.NI_E#_#!MD„DVD.,DNB.,MNAMS.
PROFESSOR&  H.O,D     -.
Dept.  of Dermatology, Venereology &Leprosy
Fr.  Muller Medical.College

i----.-.`rT- ,~ ,,.-

Mr.  Flemming  Licht
CEO

f lmrd-„  :
Din.Ec'roR_

Fottipr  MuO"     Cmritablc  lnst:tut.wns
fR.  M`JLI..ER       p`(iAr)
N^XGALot`E.575  002









Dr:Reddy's af

THIS MASTER AGREEMENT FOR CL{NICAL. TRIALS BY SITE (hereinafter ref-erred to as

this ''Agreement") is made on th is 1 2ri' day' of the ;nonth of Septernber in the year 201 7 ("Effective
Date"). bi,' and between

Dr. Reddy's Laboratories Limited, a company registered under the Cornpanies Act, 1956 and

having its registered off-ice at 8-2-337, Road No. 3. Banjara Hills, Hyderabad, Telangana

500034, India (hereinafier ref-erred to as "SPONSORT', which expression shall unless contrary
the meaning and context thereof mean and include its successors, representative and permitted

assigns ) o l- One Part:

Anci

Father Muller Medical College Hospital, a unit of Father Muller Charitable Institution
registered under larvs o1' lrrdia and located at Kankanady, Mangaiore. Karnataka'
575002(hereinafier ref-erred to as "INSTITUTION" which expression shall unless contrary the

nreaning and context thereof mean and include its successors, represelttatives and permitted

assigns) ofthe Second Part;

And

Dr. Jacintha Martis an individual, havin-u an address at Father Muller Medical college Hospital,
Kankanady. Mangaiore. Karnataka--575002wii1 serve as tire principal investigator ("Principal
Investigator")

Collectively Frincipal Investigator and institr-rtion (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 "Patrty" and jointly
as "Parties''

RECITALS

A. WHEREASSPONSOR researches. develops, manuf-actures and distribute a range of
phannaceutical products in a variety of therapeutic use;

B. WHEREAS. SITE. acting as an independent contractor. desires to conduct clinical research

studies("the Study"), accolding to SPONSOR's Ciinical Trial Protocol ("Profocol")and as

agreed to by ail the Parties;

C. WHEREAS, SPONSOR requires a clinical trial to be performed in relation to an

investigational product ("Investigational Product");

D. WHEREAS. SIl-E has established and maintains a clinical trial study service, and has

acquired expertise in coirductiirg research evaluations. clinical trials. and laboratory test

evalualions:

DRL tRN: \ooo\1a.\$
,..

Dr. Reddy's Laboratories Ltd.
8-2-337, Road No.3, Banjara Hills,
Hyderabad - 5OO 034, Telangana,
India.
CIN : 185195TG1984PLC004507

Tel :+91 4O 4900 29OO

Fax :+91 40 49OO2999
Email : mail@drreddys.com

AGREEMEfiT FoR cLINICAL TRIALS By slTH*w'drreddvs'com

Privileged & Confi dential Page 1 of20



ru
Dr.Reddt's es Dr. Reddy's Laboratories Ltd.

8-2-337, Road No. B, Banjara Hills,
Hyderabad - SOO OS4, Telangana,
India.
CIN : L8519STG1984PLCOO4S07

Tel :+9140 49OO 29OO
Fax :+91 40 49OO2ggg
Email : mail@drreddys.com
www.drreddys.com

q- \\ HERE-{S. spoNSoR rvishes ro engage the SITE ro carry out the Study;

F' \1HERE{S' SITEhas sufficient authority. competence and experience in conductingc"::r:cai trials and' having revierved the Protocol, ihe investigator brochure, and sufficient::ji-':nation re-uardin-Q the Investigational Product related 1o the Study, desires to so:art;cipate in the Study as more paiticulartry described in this Agreement. For the purposesoi ciaritl ' s ITE has acq u ired the necessary clearances as per applicable laws fbr in itiating orconducting any studies;

G' \\'HEREAS, slrE is rvili.irrg to urdertake the Study for SpoNSoR according to the te.irns,conditions and covenants hereinafter set forth; and

H' WHEREASSITE lras agreed to provide the services to SpoNSoR on the rerms ofl,thisA greern en t.

Now THEREFORE THIS AGREEMEI\{T WITNESSETH, that in consideration of thel-llutual covenants herein contained and other good arrd valuable consideration exchanged betweenthe Parties' the receipt and sufficiency whereJf is hereby acknowledged by the parties hereto, theparties covenant and agree as lbllows: 
'-"b-* ur Lttv ' '

ARTICLE l: Sfudv

l' l SITE rvill perfornr the StLrdy as detailed in Annexure I of this Agr.eement in compliance withthe terms of this Agreerrent. .

2'1 The perforrrance of this Agreenrent shall be from the Elfective Date through completion ofthe Study' unless terminated earlier in accordance with Article l2 of this,{greernent. ThisAgreement may be extended by the written agreement ortrr" pu.ti";. ""'" ,'

ARTICLE 3: Conduct of the Studv

3' I .fhe 
SITE agrees to perforrn the Study detailed in Annexu.e j her-etoin strict accordance withthe Protocoi' the terms and conditions o1'this Agreement and any amendments thereto, andali fbderal' state and local law's and regulations"applicable to the performan"e of the Studyand this Agreement in the territory where the Str"idy is perfbrrned. including but not limitedto (a) Good Laboratory Practice. the revised and applicable versions of the Declaration ofHelsinl<i Directive 95l46lFC: and (b) the internatlonal conference on Harmonization ofTechnical Requirernells for Registration of pharmaceuri*ir-r"r'*;;"Lse 

Topic E6:Guidelines on Good clirrical Praitice and DirectiveT5l3lS/EEC, as amended fiom time tot i nr e (:'I CH/G Cp") ; (co I I ect i ve l.v. ..Applica ble Law,,).

DRL IRN: Privileged & Confi dential Page 2 of 2A
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Dr.Reddy's IS

Prir ilesed & Conirdential

Dr. Reddy's Laboratories Ltd'

8-2-337, Road No.3, Banjara Hills'

Hyderabad - 5OO 034, Telangana,

lndia.
CIN : L85195TG1984PLCOO4507

Tel :+91 40 4900 2900
Fax :+9140 49OO2999

Email : mail@drreddYs.com

3.1 " 't:: S:;i1 ri ili be s,pervised by the Principal lnvestigator' who will qyH'$'Jf3iU&f3ftugto'

rs:::.icable- b) Institution. and who will personally be responsible forthe direction of the

:esea:ch and the conduct of the Study in accordance with the appiicable policies of the

j:.siitution- $'hich the Frincipal Investigator represent anci warrant are not inconsistent with

r I i rhe terms of this Agreement , (2) t;e, Protocol' (3) generally accepted standards of good

clinicalpractice.and(4)ApplicableLaw.PrincipallnvestigatorshallconducttheStudyand
.use his,lher best effo'ts to cornplete il'," StuOy in a professional manner in accordance with

the highesr standards irr rhe industry and in strict adherence to sub-parts (i) - (4) of this

Article 3.2. If the StLrdy is conductei uy u team of indiv.iduals including Sub-investigator(s),

the Principal investigator shali be responsible for all Sub-ir-rvestigators and Study 'ieam

membersutilizedinanyllranner,inconnectionwiththeStudy'andSlTEshallinstructeach
Sub-investigator and team member to follow the <iirection of the SITE' and otherwise adhere

strictly to the Protocol. institution shall ensure that Principal Investigator shall not delegate

his/her responsibility to personally supervise the st:qy without Institution's prior written

approval. lnstitution further agrees to ensure that Principal investigato.r and/or any Sbbt

investigators: (i) are futrly informed of the Protocol, the Investigational Product; and (ii)

participates in' all invesiigator rneetings and telephone conferences as required for the

conduct of the Study. lnstitution wiil turtner ensure that Principal Investigator, sub-

investlgator,ancianyotherpersonnelinvolvedwiththeStudy,parlicipateirrtrainingsessions
u, n.".'-rrury fbr the perfor:nance of the Study'

3.3 Institution/Principai Investigator will notify sPoNSOR 'immediat:!- 
^'t , 

Princinl]

lnvestigator is unable to continue as principal investigator for the Str:dy' SITE lurther agrees

that no other investigator may be sLrtstituied lbr the Principal investigator without the prior

written approval oiSpOXSOR and the ethics committee' If for any reason' Principal

lnvestigator is unable to serve ut n1in.1nul investigator, and a successor acceptable to

SPoNSoRisnotavailable,thesPoNSoRmayterminatethisAgreement

3.4 SlTL, shall ensure that Study subjects have agleedlo participat: il.tl" Study as defined by

theProtocolandincompliancewithAppli*b1"Lu*.SITEshallfurt.l-rerensurethatthe
Study subjects are adequately informed'of the aims' methods' anticipated benefits and

potentialhazarclsofthestLrdl,andthecircumstancesunderrvhichtheirpersonaldata.might
be disclosed to relevant thircl parties including, but not lirnited to, SITE' SPONSOR andlor

its afflliates. competent authorities, and/or ethics comn'littees' in accordance with the

requiremenrs lor such infbmration as set forth in the Proto:9l p:i"-l::^i::]:o'"* any subject

in rhe Stu<jy. SirE shall obtain the informed consent of subjeits to participate in the Study

prior to said participation, and. shall document the stud)'subjects' informed consent by

securing fiorn each patient, his or her signature upon an inforrned. consent form' that

complies r,vith Applicable Law. a copy of t"l'1c1 shali be retained by the SITE' The Study

subjectshail alsoreceiveasignedcopioftheinformedconsent' Further'thename'medical

history,andanyandallinfblmation''=tutingtoaStudypatientobtainedasaresultoforin
connection with his or her participation in th"e Study tnlti Ue held in strictest confidence and

trust. and shall not be disclosed or transferred to third parties except as expressly peilnitted

bY this Agreement or the Protocol'

DRL lRN:
Paee 3 of20



3.i -iji;:s: E'':;l:s. SITE shall report to SPONSOR, any death, life threatening, or serious
:J-rr:s-.\3nt. or other event as specified by the Protocol. Such notification shali be given
lrr-rr-li-".. anci in no instance later than twenty-four (24) hours of becoming aware of such
::- e1-:: and shall be made in accordance with the procedures outlined in the protocol

. ;'-'::;;:: jng the reporting of adverse events and serious adverse events.

-:-b \{-1 changes or revisions in the Protocol shall be made unless first mutually agreed upon in
''iriting b} SPONSORand SITE, and reviewed and approved by the ApplicaLle Auihority
in accordance with Applicable Law or where deemed necessary to protect the safety, rights
or uelfare of any subjects entered into the Study, in which case SPONSOR wilf be
iminediately notified in writing of such action and necessity for deviation from the protocol.
ilanl'changes in the Protocol affect the charge for research conducted in the Study, SITE
shall submit a written estimate of the charges for SPONSCR'S prior written approval.

{RTJCLE 4: Payment

4. I Fees

4.1.1 Fees mentioned in Annexure I are exclusive of GST, VAT, sales or similar withholdlrrg,
taxes. The SITE will provide its reasonable co-operation to SPONSOR to ensure that
SPONSOR is only required to pay GST, VAT. sales or sinrilar withholding taxes once, in
accordance with Applicable Laws and where permitted, to miniinise duplication of such
taxes. All other taxes are {he SITE's responsibility;

4.1.2 If any payments made b1,the Parties under this Agreernent 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 Parly net of such
taxes, and provide a certificate as provided by the appropriate government authority towards
this effect to the other Farty. The Parlies agree to cooperate in good faith to quaiify the
transactions for any exemptions or reductions in the amount of otherwise applicable
withholding tax provided under Applicable Law (including the provisions ol any ielevant
tax treaty) and to conrplete such forms as necessary for such purpose.

4.1.3 The quotation provided by SITE for a Study shali 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 SITE
will be an upper limit of the estirnated quote and has been arrived at, on the basis of the
Study scope, requirements and allocation of resources for conducting the Stucly.

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 accord ingly.

4.1.4 the Fees are fixed and willnot be varied without SPONSOR'priorwritten consenr;

4.1.5 the Fees include all perfonnance lequirements of this Agreement; and

DRL IRN: Privilesed & Confi dential Pa-ee 4 of 20
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4.2

The ti=e.ines pro\ ided by SITE for the compietion of a Study shall be optimal and explain

the 'nest case scenarios for achievement of timelines'

Inr oicing and Pa.vment

Tkre SITE riill invoice SPONSOR in accordance with the terms mentioned herein or as per

rhe milestones set in the agreement. Each invoice will specify the SPONSOR Study Code /

Purchase Order proviSed by SPONSOR.

-1.1.1 The SITE must provide appropriate supporting documentation to substantiate the amount

charged. on request bY SPONSOR.

+.2.3 SPONSOR will pay the Fees within
invoice or as per the milestones set

of associated Del iverables.

and may withhold PaYment on the
-1.2.4 SPONSOR will pay the undisputed porlion of an invoice

disputed portion until resolved.

4.2.5 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 SITE, to push for or prescribe, supply,

administer, recommend or buy SPONSOR' products'

ARTICLE 5: Record Keeping and Access

5.I SITE shall ensure that:

5.1 . I lt prepares, maintains and retains complete, current, organized, and legible Study documents

reiating to its perforrnance 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 monitoring Study

subjects' progr.rr, medical und .lini.ul records and complete case report forms ("CRFs")

(coilectively, "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 frorn the

date of such iequest. S1TE will ensure that all personnel take appropriate measures to

prevent unauthoiized access to the electronic data capture system including maintaining

confidentiality of their passwords. Study Records will be retained by the SITE for five (5)

years following the date arnarketing application is approved for the Investigational Product

for the indicatlon under investigation in the Study, or if no application is to be filed, or if
the application is not approved for sLrch indication, until five (5) years afler the investigation

is d,iscontinued and the applicable regulatory authority is notified, or any longer retention

period mandated by Applicable Law'

forty-five (45)days of the receipt of a correct and valid

in the agreement, subject to the satisfactory completion

DRL IRN: Privileeed & Confidential Page 5 of20
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6.1

5.1.2 SITE maintains \\ritten adequate records olthe disposition of the Investigational Product,
including dates. quantity and use by Study subjects according to Applicable Law, as

amended fiom time to time, and any successor regulations), the Protocol, or as otherwise
established bv u'ritten notice from SPONSOR, showing the receipt, adrninistration, or other

. disposition of the Investigational Product.

,5.1.3 SITE prepares 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
subiect in the clinical investigation of the Investigational Product.

5.1.-1 SITE retains the records and repods required by Applicable Law as arnended 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 hgurs,
and at reasonable intervals, to examine and inspect SITE facilities 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 cornpliance with Applicable Laws, the Protocol, and the
terms of this Agreement. ALrdits shall be at no additional cost to SPONSOR provided-suah
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

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 articie in a medicaljournal where one
exists, will be posted on a free publicly accessible clinical trial results database within one
(l) 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.

SITE hereby 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.

In the event Study is not part of a multi-centre study orwhere no multi-site pubiication has
occurred within twelve (12) months aftercompletion 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
rnaterial containing or dealing with the site specific results of the Study (a "Pukrlication") in
accordance with the terms of this Agreement provided that, SITE shall: (i) obtain written
consent of SPONSOR prior to any such Publicationl (ii) provide SPONSOR with a copy of
any proposed Publication sixty (60) days prior to submission for Publication. lf SPONSOR
determines that the proposed Publication contains patentable subject matter which requires

6)

6.3
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protection- SPOIiSOR may require the delay of publication for a further period of time not
to erceed one hundred eighty (180) days for the purpose of filing patent applications.

6:1 \onrithstandin,e any other provision of this Section 6, and prior to any Publication, SITE
shall presen'e the right of SPONSOR to comment on the results and conclusions set forth in' an] 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
clari!,'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.

-t;r

7.1 SPONSOR will disclose to SITE including its employees, agents, directors, and
representatives, certain information furnished in any form, including written, verbal, 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 affiiiates 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 lawfi-rlly part of the public domain through no act
on the parl 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, reguiation, 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 rnay, at its sole expense, seek an appropriate
protective order prior to such disclosure; and where SITE is compelled to disclose. SITE
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shall onh disclose that portion of the Confidential Information that SITE is compelled to
disclose and u'ill exercise reasonable efforts to obtain assurance that confidential treatment
n ill be accorded to that porlion of the Confidential Information disclosed; or (v) is approved
b1 SPO\SOR rvith 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 StrTE ends 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 Froperty that either Party owned prior to execution of this Agreement, or

develops independentiy of the Study (without the use of SPONSOR IP and/or Confidential
Information), is that Pafty's separate properly and is therefore, not afTected by this
Agreement. Neither Party has any claims to, or rights in such intellectual property of+he
other Party.

8.2 The Parties agree that the SPONSOR owns the proprietary rights (whether or not protectable
by patent, copyright or other intellectual properly rights) to the Study andlor Study datn on
materials and other reports required to be generated and submitted to the 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 anylall intellectual property and
Confidential Information provided to SITE relating 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 Investigationai 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 rise 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 shalt remain the sole property of the
SPONSOR. The Parties fi;rther agree that neither Farty will have any proprietary or other
ownership rights in any such SPONSOR IP. but that such rights in and to the following w'ill
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 confidentiatity rights or irnpede commercialization;
and (ii) if required duringthe Study, forthe provision of standard of care medicaltreatment
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 SITE except insofar as necessary to permit SITE
to conduct the Study which is the subject of this Agreement. SPONSOR and SITE
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I
ackno\\ledse that the SPONSOR, owns the proprietary rights to the formulation of the
Inrestigational Product, existing or pending patents and patent applications, trade secrets,
knon -ho*. and confidential infbrmation 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. i and 8.2, Institution
shallon'n all originalhospital records, clinicaland office charts, Iaboratory notes, evaluation
checklists developed. by Institution, pharmacy dispensing records, recorded data fronl
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 Iaboratories 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 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, Iicense 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 inventionJ
(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 knorvn infringernent of its intellectual property rights, and to assist SPONSOR, at
SPONSOR's sole expense, in actions intended to protect the SPONSOR's intellectual
propefty 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 andlor 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 a regulatory
authority Notice of Claimed Exemption for a New Drug as conten'lplated 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 Investigational 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 Prolocol, and in accordance with regulatory authority regulations defining the
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::f .-3Jr:i-\. ct.'nditions and requirements applicable to investigational studies for new drugs
-:ie: {lrl:cabie Larv as amended from time to time, und uny sriccessor regulationi.
i;:t.::::1.]re- the SITEwill not transfer the Investigational Product or relateci inf-ormation toa:'' :::rC part\'- or otherr,vise make the Investigationai Product or related information
a"aiia:leto anY investigatorotherthan those iisted in the SPONSOR'S protocol, norto any' 
c;inic or medical facility for use with subjects not properly enrolled in the investigational
Siudr - and hereby acknowledges that the SITEshall not use or exploit the results of the Study
lbr anr purpose other than that contemplated by this Agreement.

8'8 License. If fbr any reason it is subsequently detemined that SpONSOR is not the sole
o\\ner of any such SPONSOR IP or, with respect to any inventions and discoveries arising
lrom research conducted under this Agreement, other than as expressly provided for herein
("Other Inventions"), SITE shall promptly disclose to SPONSOR on a confidential basis
any Other Invention arising under this Agreement. SITE each individually, hereby grants
SPONSOR an exclusive option, r,vithout fee, exercisable within ninety (96j calenJui'duy,
following written notice of any other {nvention, to obtain an exclusive or nonexclusive,
worldwide, royalty-bearing commercialization license, upon reasonable commercial terms
and conditions (including measurable provisions for due diligence in developmstt,
commercializ'ation and marketing), to all rights, title and interest that SITp, may 1"uavJ tr
obtain in any such Other Invention. This license will include the rightto sublicenie, 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, lnstitution and
SPONSOR will negotiate in good f-aith for up to eight (8) months ("Negotiation period")
in an attempt to reach a license agreement satisfactory to both parties. If a-n agreernent is not
reached by the end of the Negotiation Period, SPONSOR'r iightr to that Other trnvention
will expire. and Institution may license the Other Inverrtion to third-parties without
obligation to SPONSOR. If negotiations between SPONSOR and SITE terminate ancj SITE
thereafter negotiates a license agreement with a third parly on substantially better terms than
those last offered to SPONSOR, SPoNSoR shall be given the first right to refuse such rerms
for a period of one-hundred, eighty (180) days lrom the date of SpONSOn,s receipt of a
draft of such license agreement from Institution or Principal Investigator as the case may be.
SITE, , each individually grants SPONSOR, for the term of the Negotiation period, a non-
exclusive, worldwide, rol,alty-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 Narnes

9'l Neither Party shall be perrnitted to use the name, trademark. trade name, logo. or any
adaptation thereol, 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 fbllowing:

9. I .l Sponsor may, without prior consent, identify Principal Investigator as the person conducting
the Study;
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f . i.l SP{-}\SCR
:e:;i:ed lr

mar disclose the Principal Investigator to investors or potential investors or as

t'ederal. state or iocal laws or security exchange regulations.

9.1.3 SITE mar. u ithout prior consent. disclose their participation in the Study (but only with
resDect 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 governnlental reporting requirements.
SITE. will not issue and will ensure the Study staff wili not issue, any information or
statement to the press or public, including but not Iimited to advertisements for the enrolment
ol Study subjects, without, where appropriate, the review and prior written consent of
SPONSOR.

9.2 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 [aw.

ARTICLE 10: Data Protection and Privacy

10.1 SITE, shall undertake to insure:
10.1.1 that data obtained from the Studl,subjects in connection with the Study is utilized fbnno

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. i.4 to provide information as requested by SPONSOR, to authorize the processing and storage
of ceriain personal identifying information and data concerning a Study patient and other
site personnel involved in the Study for the purpose of fulfilling legitiraate business
requirements relating to the Study, meeting regulatory requirernents, as well as for the
purpose of evaluating SITE for inclusion in future studies; and

1 0.1 .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 [-aw.

ARTICLE 1l: Subiect Iniury Reirnbursement
I 1.1 in accordance with Applicable laws, as amended from time to time, SPONSOR shall

reirnburse Institution for all reasonabie and necessary medical expenses for the diagnosis,
care and treatment of any injury to a Sti"rdy 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 lnvestigator/trnstitutiorr's deviation fiom the Frotocol.
Applicable Law, or other written instructions provided by SPONSOR (except for medically
necessary deviations); (ii) the Subject injury or illness was not caused by the ne,eligence or
misconduct of the SITE and/or StrTE staff; (iii) ti're Subject injury or illness is not attributable
to the natural progression ol any underlying illness, any pre-existing abnormal nredical
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/
J'u--:Jr.,.-r t'rr underlving disease of the Study patient, or treatment that wouid have been
::l".iej io the Study patient in the ordinary course of treatment notwithstanding
:a:::clration in the Study; (iv) the injury or illness was not covered by the Study patient's
:r:iical or hospital insurance, or any similar third-party payer providing such medical or

. j',.''spital coverage; (v) the Subject injury or illness was not directly attributable to a failure
cirhe SITE any of its personnel conducting the Study to adhere to the terms of the Prolocol,
directions of the SPONSOR, or Applicable Law pertaining to the administration of the
Stud;'-: (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 thifty (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 ofthis Agreement by SPONSOR. SPONSOR shall make ali payh€nts
due hereunder to SITE fbr 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 Agreernent up to the date of receipt of such final rejection.
Should trnstitution have received higher payments than the payments due according to the
work already performed, Institution shall reimburse the balance to SPONSOR.

12.2 Perfomrance under this Agreement may be terminated by SPONSOR or SITE immediately
upon written notice without any further action or notice by either Parties, in the event (a)
SITE ceases operations, is insolvent or unable to pay its debts when they become due; (b) of
negligence or wilful misconduct by SITE or 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 assurle 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 de.barred,
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 directiy or indirectly
in order to perform obligations reiated to the activities under this Agreement that has been
debarred, threatened with debarrxent or any similar like proceeding.

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 o1'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 shali terminate on the date specified in such
notice.
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I
.l.-l .1.,r Jrltrstition. termination (early or otherwise), suspension or discontinuation of the

S:*i1. u.: iipon the request of SPONSOR; SITE will irnmediately stop screening and

;::tr,.ins Studl subjects, and subject to the protection of the safety and welfare of Study

s',:r-,ecrs. cease Study activities and compiete its normal Study completion responsibilities
. ir an orderly and safe manner, of which shall include but is not limited to: (i) cooperate

nfomprl)' 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

lacilities for Study close-out procedures, and requiring Investigator to complete any actions

required by the role of lnvestigator; (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 Infbrmation, 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 liabie for and agrees to indemnily and hold SITE harmless

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. Institution shall be liable tbr, and agrees to indemnify and hotd the

SPONSOR harmless fiom and against, any and all Losses caused by or attributable to

SITE'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 andlor prof-essional malfeasance or misconduct of an\i

Representative(s) involved in thc Study; (ii) actions by the any Representative that is

contrary to this Agreement, the Protocoi, 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; andlor (iv) the failure of
Ipstitution Representative(s) to obtain the appropriate informed consent.

EXCEPT WITH RESPECT TO A PARTY'S INDEMNIFICATION OBLIGATIONS
IN SECTIONS 13.1 AND tr3.2, NEITHER PARTY SHALL BE LIABLE FOR ANY
SPE,CIAL, 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.
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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. Institution shall maintain such coverage for the
duration of this Agreement and if the policy is clain'ls-made, for two (2) years thereafter.
Institution will 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.

1i.4 The oblisations described in this Section 13 shall survive the expiration or termination of
rhe AgreernenL.

ARTICLE tr4: 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 SI[E.
Neither this Agreement, the obligations hereunder nor the rights granted to the S{TE unddi
this Agreernent 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 bytheterms
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.

i4.2 Independent Contractor Status

In the performance of this Agreement the Principal Investigator and Institution shall be

independent contractors with respect to SPONSOR. SITE is authorized to act as the agent
for SPONSOR. SPONSOR shall not be bound bv the acts of the SITE
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l{otices
Any notices concerning
by this contract shall be
Party:

To INSTITUTION ar:

the administration of this contract
delivered by hand, sent by mail.

which are required or permitted
or by lacsimile ro the ibllowine

Rev. Fr. Richard Aloysius Coelho
Address: Father Muller Charitable institutions" Fr.

Mangaloie _57 5 A02, Karnataka.
Telephone: 0924-223g464
Attention : Director

To PRINCIPAL INVESTIGATOR at:
Dr. Jacintha Martis
Address : Professor, Department of Dermat?Jogl, venereorogy and Leprosy, Father rf,4ugerMedical College Hospital, Fr. Mulleiiioad, Kankanady,

Mangalore _5 7500 2, Karnataka.
Telephone: 0824- 223g261

To SPONSOR at:
Clinical & Medical Operations, Clinical
Dr. Reddy's Laboratories Limited.
IPDO. New Admin Block, Bachupallv
Telephone:

Management

Mul ler Road, Kani<anady.

in writing.

Attention: Head Clinical & Medical Operations

With a copy to:

Dr. Reddy,s Laboratories, Limited
8-2-337. Road No. 3. Baniara Hiils
Hyderabad, Telangana SObO:+ (INDIA)
Fax: +91 40 49002999
Attention: The General Counsel

or to such other address for either party as is subsequentry specified
14.4 Applicatrle Law and Dispute Resolution

This Agreement shall be governed in accorclance with the laws of lndia. In the event theParties are unable to me.diate their dispute to a satisfactory resolution, the parties agree thatthe dispute shall be.exclusively settled by in accordance *irt, rt," rules of arbitration underthe Arbitration and 
-conciliatlon Act, 1996 as in effect on the Effective Date of. thisAgreement (the "Arbitratio.n Rules"j. The seat of arbitration wiil be Hyderabad, India.The language of the arbitration will be English. !a:h p";t wili bear its own expenses inthe arbitration and will share equally the costs of the arbiiration; provided, however, thatthe arbitrators rnay' in their dlr...iion, award costs and feel to the prevailing party.Judgment upon the aw'ard may be entered in any 

"ou,t 
nuuing jurisdiction over the awardor over the applicabie party or its assets.
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:-:.-i Impossitrilif.v and Waiver

in the event that any further lawful performance of this Agreement or any part thereof by
an1 Party hereto shall be rendered impossible by or as a consequence of uny law or
administrative ruling of any government, or political sub-division thereofl having

" 
jurisdicti^on over such Party, such Pafty shall not be considered in default hereunder bi
reason ofany 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 fufiher or
continuing waiver of any such term, provision or condition, or of any other term, provision
or condition of this Asreement.

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 noticeto 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 thlf '
Article, SPONSOR will pay lor reasonable substantiated costs actually incurred and/or
that are non-cancellabie 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 parr of a multi-site Study, SpoNSoR,
objective is to recruit a set number of Study Subjects across all Study sites. SpONSOR
tnay, ar its discretion, amend the number of Study Subjects requirei to be enrolled for

, parlicipation in the Study, in order to achieve this objeciive. 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 occurfences 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 reasonabiy be controlled by the party who
failed to perfbrrn.

14.8 Conflict between Agreement and protocol

If the event provision of this Agreement conf-licts 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.
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l+.9 Third Party Beneficiaries

Notrvithstanding any other provision in this Agreement to the contrary, the Farties agree
that the SPONSOR is an intended third-party beneficialy of any Agieement(s) between
the SITEand third parties and shall have the full right to enforce an] and all obligations. owned to it as through it were a party to those Agreernents.

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 shalt not affect
the validity and enforceability of the remainder of this Agreement unlessthe part or pafts
which are void, invalid or unenforceable as aforesaid shali 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 bl modified,
amended or discharged except as expressly stated in this Agreement or by u *riti#.
agreement signed by the parties hereto.

14.12 Warranties
SITE, for itself and its officers ancl directors, warrant and represent that they: (a) possess
the necessary resources, skills, expeftise, equipment and infiastructure, and training to -perform the Study professionally ancl 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 off-ence which prohibits them from
performing the Study; (f) are not currently the subject of any regulaiory, civil or criminal
investigation; and (g) shall maintain and provide evidence upon ."qu.rt comprehensive
general Iiability insurance, professional Iiability insurance and worker,s compensation
insurance.

14.13 Third Party Beneficiary

The Parties a_cknowledge 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 counterpafts, each of which
counterparts. when so executed and deliver"d, rhull be deemed to-be an original, and allof which counterparts, taken together, shall constitute one and the same instrument.
Facsimile and PDF signatures shall be treated as original signatures.
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Headings

Headings are used in this Agreement for convenience only and
construction or interpretation of this Agreement

not affect any

IN WITNESS WHEREOF, the Parties hereto hav'e caused this Agreement to be executed in
duplicate as of the date and year first above written.

Privileged & Confidential

For DR. REDDY,S
LABORATORIES LIMITED. FoT FATHER MULLER

CHARITI BLE INSTITUTIONS

X

FoT PRINCIPAL
INVESTIGATOR,

W,*;16'" flLa^G"'
{l

Authorised Signatory Authorised Signatory Authorised Signatorv

Name: Dr Rarnesh Jasannathan
Name: Rev. Fr. Richard Aloysius
Coelho Name: Dr. Jacintha Martis

Designation: Director & Head Designation: Director Desi gnation: Professor
Place: Hyderabad Place: Mangalore Place: Mangalore

Department: Clinical
Development

institution: Father Muller Charitable
Institutions, Fr. Muller Road,
Kankanady, Mangalore - 575002

Depaftment: Dermatology,
Venereoiogy and Leprosy, Father
Muller Medical Coilege Hospital.
Fr. Muller Road, Kankanady,
Mansalore - 575OO)

Witness

Name:

Designation:

Finance
Name:

Designation:

Legal ,ffi
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," Dr.Reddy's I.S

i.

ANNEXURE -1
STUDY

Title :A Clinical Trial Study to evaluate "A Phase 2, Multicenter, Randomized, Double
blind, Comparative Study to evaluate the reduction in incidence of scarring in acne
vulgaris subjects treafed rvith combination of Benzoyl peroxide (2.5%/s%),iin"oxide
and Polysiloxanes compared to Benzoyl peroxide 1z.s;lrt so/o\,,.
Key information about the Studv

Primary & Secondary Ob.lective: To evaluate the safety and efficacy of Lorcaserin in comparison
to placebo in the treatrrent of Obesity.

Sttdy Name., Benzoyl peroxide (2.5ok15%), Zitc
P ro to c ol l\Iu nt b e r ; DRL- iN Dc04-Bp O 120 I 6

Study Fees

2. Payment Schedule:
The a nt schedule is as follous.

)

J.

The final baiance airount payabie
Ciinical trial
*The dropouts wiil be paid at actuajs
cha:'ges upto the point of dropout.
xx Research Assistant will be paid a

patient/per visit

oxide and Polysi loxanes

be calculated on the basis of the actuai @t. ti.,,"

for Investigator consultation charges, patient Conveyance and photographic

fixed arnount, whereas the investigators wiri be paid compensat!on per

x** If there are less nu;nberof patients enroiled in the stLrdr,. payment will be made paid according to prorata basis.ln case extra patients (:.nore than 20 patients) are recruited in thls clinical trial at the request ofsponsor, aciditionalpaylnent will be tnade on pro rata basis fol Investigator consultation charges, photogi.aphic charges and patient
Convel,ance (as appl icabie).

@ Scr"ee'ing failures will be paici at actuals for one tinre cor.rsultation charges.

PAYMENT TERMS AND SCHEDULE
mated Uxpenses for. ,0* comnleted

Sr. No

I

Particulars Unit Costs (In i No. of
INR) i patients

No. of
visit/months

Total
Arnount (in INRI

i nvesil gator L ons u ltaltcy
Chalges

R.s 1500 20 8 240000

2
--- 1

J

4---;-
)

-- ---t---
dui

I

i

i R.esearch Assistant Clrarges

-

l'hotograpJtic t r al uar ion

@
i Rs 12000
I Rr 3oo

Rs 50h
1n
-\,
ZV

l0 months r 20000
8 48000
8 80000

Screeni irg Fail ure Charges
(Assumirrg SF@ 05 patienrs)
Consultatioir Clrarges
Fax. Telepirone, Staticirery. 

iCoulier

Rs 1500

Rs 1000

05 7s00

l0 morrths I 0000

1r overneac cnat-ge (i) Zo lrom Sl. No i& 2)
_ lO i fotrt C

54000
559500

Instalment iVlilestone of Payment
1570 ol estimated total as Advance

159ir of estirnated total after 5 patients u,=*n-lt.O-
i 5% of estimated total after l0 patients ur.-nrott.a

i 150%of,estirratecitotaiafterffi
Balance antount 

i
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3. , f AnY.u-endment i" tt" pioiocoi oi-*y'otr',iiA;;; il*lriir,."q*i. R;;p#lbi; Eihil;
, Lommrttee approval it will be charsed as addifinnal cnct.

4. , 
rn 

Te 
event of pre-termination/closeout of the project, professional fees will be paid based

_ : on the mtlestone achieved up to the termination with pro-rata adjustment;
;* i-- . -. ,.;-^;
,5. _, Services lax an{__v_gr wiil_9.q._he'e_g-4_?gq1to"any ?t qgi ih-9_prg.t;"[L!.gJd;;i" 

- 
- *-

6. j lnt,qo.u.t:T"n,t ?Pjrovals,Notification required for the study orher than EC approvals shall
i be obtarned by the Dr. Reddy's Laboratories Ltd. Limited.;

Please provide aft fbifirifi;;i;ils f"ffii*; p"tmeil;*
1. Cheques should be issued in favour of "Father Muller Research Centre,,

2. Name of the bank: Syndicate Bank

3. " Branch: Father Muller charitable Institution Branch, Mangalore

4. Bank Account No.:02392160000136

Statutory Derails:

PAN No-AAATFO345D(Scan/ Xerox copy of pan card to be encrosed)
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Government of India

DePartment of Atomic EnergY (DAE)

Board of Research inNuclear Sciences (BRNS)

Shri D. K. Dalal BRNS Secretariat' l't Floor' CC'

Programme officer (Arc) Fffi3,'I?il??;syff#-3$l?rrt
e-mail : dkdalal@barc' gov'in'"

ffi
vsitrwA'

rRNS/ e 3 -s * **

Total:

:

Date: 3 6 MilYZ0tr4

vtt*

OFFICE MEMORAI{DIJM

Sub: R/p entitled ..Identification of specific- variability parameters and pulse patterns for

disease characterization using p"i;h; pulse unilyi"'" under Dr' J' P' Alva' Professor

of Medicine, Father Muller MJiil Colieg", Kankanady, Mangalore 575 002 bearing

sanction xo.b+lr+lr 8/2014-BRNS with ATC' BRNS'

----:--------- --------------

on the recommendations of the Board of Research in Nuclear Sciences (BRNS)' I am

pleased to convey ttte uamirristrative *t"*t ""g 
sanction of the President of India for the

captioned project f*-r*" y"*, U.gir,;;;ft;* hnancial year 20L4-15 with a total grant of

<14,23,1004 (Rupees fourteen fafO tweJty three thousani one hundred only) for the project

as under:

Item of expenditure 
rzitl-T[ts) (rj1s:Tt6)

;- ilil;; -;leP';-- - -- -
# Staff JRF (1) 1',92'000 1',92'000

Technical Assistance 1'00'000 2'00'000

Consumables 25'000 25'000

Travel (Pf 25'000 25'000

ContingencY 25'000 25'000

$ overheads' 56'400 33'150

8,33,400 5,00,150

(i)PeripheralPulseAna|yzet,(ii)Anu-photoRheograph,(iii)StandardAccessoriesPC,
Printer (4 Nos).
lnl s"riv gio,oaot- in I't and'2nd year'

Technical Assistance includes Equipment Hire charges, computer charges and charges

forHiring Services. .r i 1- ^,-^^.^+ ^^-rinoonc' The re

overheads calculated @ 7 .5% of the other heads except contingency' The remaining

7.57otowardsoverheadsG89,550/-)shallbereleasedonlyonmeetingtherequirernents
specihed (See Annex-B)'



-2 - e--
z.

2. I am also pleased to convey the sanction of the President of India to incur an expenditure

of {8,33,400/- (Rupees eight lakh thirty three thousand four hundred onty) towards grant for

the year 2014-15.

3. The expenditure involved is debitable to:

4. This issues with the concurrence of Scientific Secretary, BRNS and IFA, DAE.

Grant No.
Major Head
Minor Head
Sub Head

Detailed Head

Pay & Accounts Officer,
Department of Atomic Energy,
Anushakti Bhavan,
CSM Marg, Mumbai - 400 001.

- 04 Atomic Energy
- 3401 Atomic Energy Research
- 00 004 Research & Development
- 08 02 Board of Research in Nuclear Sciences

(BRNS)
- 08 02 31 Grant-in-aid

sd/-
(D. K.Dalal)



&
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No.34l1 4/1 8/20 I 4-BRNS/ Date:

Copy forwarded to:
1. Director of Audit, Scientific Department, AEAP, OYC, CSM Marg, Mumbai - 4gO 001.

2. Joint Secretary (R&D), DAE,, Anushakti Bhavan, CSM Marg, Mumbai-400 001'

3. Dean, Father Mtiller Medical College, Kankanady, Mangalore 575 AA2'

4. ** principal Investigator (PI): Dr. J. P. A1va, Professor of Medicine, Father MullerMedical

College, Kankanady, Mangalore 575 042'

A. First year grant is being released in fult through Pay & Accounts Sflicer,

Departmeniof Atomic Enerry, Anushakti Bhavan, CSM Marg, Mg*ai400
0$1 directly. You may await 

" 
pnl MT, accordingly' '

i) Receipt of this sanction letter and the DD/ MT for the amount saptioned

for the first financial year may please be acknowledged (Form-I).

ii) THIS SANCTION IS FURT}IER SUBIECT TO THE CONDITIONS

STIPULATED IN ANNEX-A AND ANNEX-B (ENCLOSED), WHiCH

MAY BE GONIE THROUGH CAREFULLY.

B. Second year Sanction Letter will be issued automatically in the reath of

ApriyMay of the 2od financial year, however, the grant will be releared after

the PI submits the following documents to the Programme Officer, BRIIS:

a) Claim in Form-II (enclosed) quoting the reference of the sanctiet issued

for the first year.

b) Utilisation iertificate (UC) as on 31't March of the preceding financial

year in Form-III (enclosed) duly audited by the Internal Audits of the

University/ Institution or a Chartered Accountant.

c) Statement of Accounts (SA) as on 31*t March of the preceding financial

year in Form-IV (enclosed) duly audited by the Internal Auditcr of the

University/ Institution or a Chafiered Accountant. Interest earaed in

previous year should be reflected in the Statement of Accounts

d) -Copy 
of appointment order and joining report of the staff appointed for the

project along with minutes of the Selection Committee'

e) An inventory of equipment in Form-V (enclosed)'

0 A One Page reports on the progress of work during first year'

Grant for the third year and subsequent years (if any)' will be released on$
after the Principal Investigator GD fulfills the following requirement:

i) The Department will issue a fresh sanction for the third and subsequent

years uft". receiving the recommendation of the BRNS after scrutiny of
the Renewal Application in Form PRA.

Hence, Principal lnvestigator (PI) is required to submit a

renewal/extension application in the prescribed Form - PRA by email to

Member Secretary (ATC) (pvananth@barc.gov.in) by January l of the

second and subsequent years of the project as the case may be alurgwith

the progress report giving year wise details of the progress made. Form-

PRA is also available on http://barc.qov.in/brnslindex'html A printed copy of
the application duly signed and forwarded by head of the in*itution

' shoul-d also be submitted to the Member Secretary (ATC) as well as

programme Officer (ATC), BRNS, 1't Floor, Central Complex, BARC,

Mumbai-400 085 bY JanuarY 15.
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it sanction Letter: Il the progress is found to be satisfactory the rraewal

sancti;=for th; year wiil be issued in the beginning of that finaneial year

in APriiMaY'
iii) claim: on receipt of the renewal sanction, the PI shall claim tbe funds

sanctioned uy suumitting the following documents to shri D' K' Dalal'

Programme officer {ATC), BRNS Secretariat, First Flooro central

Complex, BARC, Trombay, Mumbai-400 085:

a)ClaiminForm-II(enclosed)quotingreferenceofthercnewal
sanction.

b) Utilisation Certificate (UC) as on 31$ March of the prsceding

financiai year in Form-m'(enclosed) duly audited by th6 Intemal

Auditor oitt 
" 

University/ Institution or a Chartered Accountanl

c) Statement of Accounrs (se) as on 31"' March of the preceding

nnunriut year in Form-rY (enclosed) duly audited by the lntemal

Auditor of ttr" university/ institution or a chartered Accountant'

Interestearnedinpreviousyearshouldbereflectediathe
Statement of Accounts'

d)Copyofappointmentorderandjoiningreportofthestaffappointedfor
the projeci along with minutes of the selection committee.

e) An inventory of equipment in Form-V (enclosed)'

These forms are encloied with the sanction letter (first year) also.

D. At the end of Terminal Year the final Settlement Grant will be reld on

fulfillment of the following requirements:
a) Claim Form-II,
b)ThefinalConsoiidatedStatementofAccounts(SA)and

Consolidated Utilization Certificate (tJC) duly auditeil by a

Chartered Accountant or a Statutory (Govt') Auditor'

c)FinalConsolidatedProgressReportinForm.Vll(enclosed).

5.

6.

rV
l-/' '

8.

AAO (Bills II), DAE, Anushakti

request that the amount granted

immediatelY.

Member Secretary (ATC): Dr. P.V.A. Padmanabhan, L&PTD, BARC, Mumbai-400 085'

,/' 
co_Investigator (ci): Dr. B. Sanjeev Rai, professor of pediatrics, Father Muller Medical

College, Kankanady, Mangalore 575 AA2'

Principal collaborator (PC): Mr. R. K' Jain & Mr' Vineet Sinha, Electronics Division'

BARC, TrombaY, Mumbai-400 085'

YouoryournomineemaypleasebetheDAErepresentativeforselectionofResearch
Fellow/ Research Associate for the project'

1"

r. L*"
trr

(D. K.Dalal)

Note:
All documents as applicable be sent in time to avoid delays & unnecessary colrespondence'

please quote Sanctit'n No. 34l14l18/2014-BRNS in all your coffespondence with BRNS'

If you do nor receive the money please contact AAO (Bills II), DAE on022-228627W'

Bhavan, CSM Marg, Mumbai - 400 001 - With a

for the first year of tfr" project may be released

**
1.

2.
a



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
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GPL/CT /2014/02 2 /Ill site Budget

Si(e Budget

Visit Details Cost

Visit 1  I ScreeninE1 3,000

Visit  2  (  Randomization-  Day11
5,000

Visit 3 ( Day 8) 3,000

Visit 4 (Day 29) 3,000

Visit 5 (Day 571 3,000

VIsit 6 fDay 85) 3,000

visit 7 I Day 1131 5,000

Total Pel. Patient 2¥:000

CRC fees( per Month from  SIVtill12MonthsorLastDCFresolutionwhicheverlsearlierl

5,000

Travel Reimbursements per|iatlentallvisitr500*71
3,500

Description of payments Cost(INR)

No. ofpatientsprojected atsite

Total

Investigator         F e e         PerPaticnt(percompletedsubjects)
25,000 15 375,000

CRC  fees(  per  Month  fromSrvtlll15MonthsorLastDCFresotutlonwhicheverisearllerl

5,000 NA 75,000

Travel Reimbursements pert)atlentallvisits
3,500 15 52,500

Total  , 50Z,500

•      Patient travel reimbursement is upto maximum lNR 500/-per visit and as per actuals.
The  amount  for  patient  travel  reimbursement  mentioned  above  would  be  paid  on
acfuals based on invoice received

lNPLCT12621
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Mobile  :  +91  98640  12367

treasureriadvl2016@gmail.cc)in
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Dr Rochene c Monteiro

Asst. Prot'essor, I)ept. of Dei.mat.ology

L`t. MilHer Mf.Ji.ral rnlleop  MAtionlr`rp

Da_!gd ci!!  I 0-r)0-?fi I f

Dear Dr. Roche]le,

rtreefi.not from  TAr}Vr, Hfi#r]niiartftr.i I

It's  ny  pleasure  to  inform  you  that  IADVL  Academy  has  approved  )Joiu.

pro;iect tj+rfed  "A  study  Of tlle  bacteriotogy  Of acne  and iti  vltro  anlthiotic
susceptibittry patterns Of oral and topical antibiotics in treatrr\ertt Of ttcfie"
aTid  thf  Fxf.filtjve  rnm]7Tiffee   TATIVT   haq  qanr.t]`nnp`d  Rs  1  qrl Onf}/-/Riir`,®f.i

One Lakh Fifty  Thbusand Only) for the  same project.  As per the advjct€;  of`
Academy,   IADVL   an   I.nitial   amount   Of  Rs.   80,000/-   &upees   nghty
Thousand `Only)  was  transferred  to  your  institutional  bank  account  otl  :!7L!'
May,   20]6.   (NEFT   UTR  NO:   SBIN616]483o6458   dt   27.05.20]6).   'r'llc
remal]ing  amouiit  Th'jjl  'ue  rrarisferred  aniei'  tile  subiujssion  of tlit3   LindbLL.I Ill

progress report opt the same  project.  Kindl}r  acknowledge the  receipt of the
sane at your end.

Best regards,

I,    .         '   --      .i.      I
Dr. Rajib Kumar Gogoi

Hon. TTeasurer, TADvlj

lADVL  NATloNAL  HEADQUARTERS

4772-73 Pvt No., T-3 & T-4 3rd Floor, 23 Bharat Ram Road,  Darya Ganj, Delhi-110002
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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
.~

L.AMBpA
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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
1\ -
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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
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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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GENERAL MEMORANDUM OF UNDERSTANDII\G (MoU) FOR

ACADEMIC AND RESEARCH COOPERATION

BBTWEEN

FATHBR MIJLLBR MEDICAL COLLEGE

NATIONAL INSTITUTE 
"ff'HNOLOGY 

KAR]\ATAKA,
SURATHKAL

MANGALORE, INDIA

Father Muller Medical College, Kankanady, Mangalore and The National Institute of
Technology Karnataka, Surathkal, establish this General Agreement to foster mutual

cooperation in education and research.

1. Both parties agree to encourage the following activities, to promote academic

cooperation and exchange of domain knowledge;

a) Exchange of materials in education and research, publications and academic

information;

b) Facility to the research scholars to exchange data, ideas and knowledge;

c) Joint research and meetings for education and research;

d) Technical assistance;

Both parties shall discuss the problems involved to the satisfaction of each party and

enter into specific activity agreements based on the mutually agreed objectives and

outcomes of the relationship.

2. This General Agreement shall be applicable to educational and research organizations

attached to each party.

hrA
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3. This Agreement constitutes the entire agreement between the parties and all prior

discussions, agreements and understandings, whether verbal or in writing a.re assumed to

be merged in this agreement.

4. This is not considered to be a contract creating legal and financial relationship between

the parties. Rather, it is designed to facilitate and develop a genuine and mutually

beneficial exchange process/research relationshiP, and so forth.

5. This General Agreement shall become effective as on the date of sigqature of both

parties. The Agreement may be amended by the written consent of the parties.

6. This Agreement should be reviewed every five years to evaluate the progress and the

qualrty of the mutual cooperation. The Agreement may be extended for additional five-

year period upon the written consent of both parties. If the agreement is not renewed by

mutual consent The Agreement will conclude at the end of the specified time period, or

after activities in progress have concluded.

7. This Agreement may be terminated by either party with minimum of 120 days written

notice. However, activities in progress at the time of termination of this agreement shall

be permitted to conclude as planned unless otherwise agreed.

8. Both institutions subscribe to a policy of equal opportunity and do not discriminate on

the basis of race, color, gender, age, height, weight, marital or familial status, ethnicity,

religion, national origin, disability and on similar issues.

9. All disputes or difference arising between the parties as to the affect, validity or

interpretation of this MoU or as to their rights, duties or liabilities shall be resolved by

mutual discussion between representatives of National Institute of Technology Karnataka

and Father Muller Medical College.

10. Neither National Institute of Technology Karnataka nor Father Muller Medical

College will be held responsible for any liability to the other party, and neither party shall

-+, tfrv
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be required to purchase any insurance against loss or damage to any property due to

activities to which agreement relates.

Each party shall designate a person or office to serve as liaison for implementing this

agreement. For Father Muller Medical College, Kankanady, Mangalore, the contact

person will be- Dr Anil Shetty, Dept of Pediatrics, Father Muller Medical College,

Kankanadi,, Mangalore -575003, Phone no +91-0824-2238000, Fax no +91-0824-

2436352, email id: anilshettyk@hotmail.com. For National Institute of Technology

Karnataka, Surathkal, the contact person will be Dr. Shashidhar G. fooLgudi, Dept. Of

CSE, National Institute of Technology Karnataka, Surathkal, Mangalore, 575 025,India.

Phone no.' +91-0824-2473413, Fax no.: +91-0824-2474060, email Id:

koolagudi@nitk. ac.in.

Every collaboration will have its own agreement/ contract which addresses issues such as

publications, IPR, furr.dirg pattern, disclosure of information etc. This has to be based on

the mutual discussion and agreement finalized by the concemed people involved in it.

for Father Muller Medical College,
Kankanady, Mangalore:

,lrl+n*l-'* ,
Rev Fr. PatriclZRodri gues

Director

rakash Alva

/or National Institute of Technology
Karnataka, Surathkal:

{: (1*^r;i
Dr. Swapan Bhattac

Director

ya t:*t l o) \-tr l)"

M.(l _ 
j*:t-l

Dr. M. B. Saidutta

Dean (Alumni Affairs & Institutional
Relations)

Date-10/0212015
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NVF.STIGATOR CLINICAL TRIAL AGRELF.MENT

THIS -AGREEMFINT FOR "CL[NICAL TRIAL" is miide and entered into this O8'h day of
February, 2018 by and between

Biocad India Pvt. Ltd. Registered office address: #163/C,  3rd Cross. 3rd Phase, JP Nagar,
Bangatore-560078, Kamataka` India., duly represented b}. Mr. Krishnam iuthy Rae, Managing
Director qerein after r`eferred to as "Biocad")

AND

Dr.  Ramesh  Bhat,  Professor,  Father  Muller Medical  College  Hospital,  Father Mul]er
Road, Kankanady, Mangalore 575002, Kamataka, India
®ereinafter referred to as the "Principal Investigator" or .`Pr)

AND

Father Muller Medical College Hospital, a unit of Fathei. Muller Charitable Ins±ioutions,
Father Muller Road, Kankanady, Mangalore 575002,  Karnataka,India .
Protocol No: BCD-057-2
aiereinafter referred to as the "Institution."i

in  connection  with  conduct  of  clinical  trial  -  ``A   Multicenter  Comparative  Randomized
b`o.ri616`-blind  Study  of  the  F,fficacy  and  Safety  of`  BCD-057  {INN:   Adalimumab,   CJSC
BIOCAD,   Russia)   and   Huniira®   (n\N:   Adalimumab,   Vettei.  Pharma)   ill  Patie,nts   with
Moderate to Severe Plaque Psciria,sis" bearing the p].otocol,`stiidy ID: BC`D-05 7-2 .

-`®

PI,  Ihstitution  and  Biocad  `riereinaftei-  are  individually  i`eferred  to  as  .`the  Part,v"  and  are
jointly referred to as "the Parties".

VIEREAS:

1'.  I       Sponsor is  a phamraceutical  company  responsib}e  for  exei`utiort. of a  c]irical  trial  in
India,

2.  `        Biocad  India  is  the  Indian  subsidiary  of  CJSC`  "BIOCAD"  (Sponsor)   which  is  a
Russian. biotechnology c(]mpany, established in 20(jl. CJSC Biocad has both research
and  development  and  full  cycle  manufact`iring  facilities.  Biocad  India  desires  to
engage the services of the PI to condr!ct/assist in this clinical trial ;

PI has  the necessary qualit.icaho_r},  training,  skil'i  and  facilities  to  a,onduct the  clinical
trial  and  is  desirous  of rend`inng  such  services  :.`pon  such  terms  and  conditions  as
envisaged below.

Clinical Trial Agreemerit-BCD1057-2
Father Muller Medic,al Collegi. Hospital,

Kankanady, Mangalore 5 75002
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I.         Provision of services

1.I        The services to be provided by the pl to Biocad are described in detail -in the stateineri
attached  hereto  and  incorporated  herein  by  references  as  Exhibit  A  Qereinafter
referred to as "the Proposal").

.,--

1.2        The  Study will be conducted at the Institution under the supervision and direction of
the  Investigator,  wherein  Investigator  shall  control  any  individual  performing  any
portion  of the  Study  at  the  Institution.  Site  will  cany  out  Study-related  labgra[qgr
services and investigations asmayberequired forthe study.~<    '   ..+  '   `., ` -..,

.                -~;--i;tr   :.i-i??;?

1.3        The pl will conduct various activities with-`respect to the cli`nical Trial{ded;ri-'ifi*,:-:`':`';`?':
referred to as "activities") in accordance with the followin'§:   '

•     Responsibilities of pI (attached herewith as Exhibit A) and Protocol of Clinical trial as
ainendedfromtim-etotime.                                                                                         `    +       .. `q.`r,.` -.,.,a..

•      Budget(attachedherewithasExhibitB)                                                           -\     T`.`_     ``£':`'.``~Li   ,  ,``
J            _                            `,      .                  1.l`,o

•    All applicable International conferenc.e on Harmonisation (IC'H) Good clinieal Lpractie
aereinafter referred to as "GCP") guidelines.                                            ` ,    .

•    All relevant current `Indian Regulations and guidelines implemented or advised by the
Indian Laws.

1.4        Biocad will provide the pl with all the i-nformation, documents, and.mat-erials which, in
Biocad's reasonable opinion, are required in order to carry out activities in a Clinical
Trial.

•,,-.  `      ;     `1.,-`      i:I?       ,+1`

1. 5      tBjscca]€mqc¥Sf:I:ythteo °£:£gpa[t£:nds'a:Pficitc[ges::ara:dsi:¥£dbfsth£[t:£#jsenSe6Efrifa`:#

out along with other obligations under this Agreement. The PI will take all reasonable
steps to ensure that persomel used to perform histher obligations under this Agreement
are appropriately trained and qualified.` `

I.6        Biocad will appoint a representative ®ereinafter referred to as the "Clinical REe``a`rch
Associate (CRA)/Clinical Research Monitor (CRM)") to be authorised to monitor
the  activities  of the  Clinical  Trial.  The  CRA/CRM  will  coordinate  perfomance  of
Clinical Trial with the PI. All communications between Biocad and the PI regarding
the conduct of Clinical Trial shall be addressed to or routed through the CRA/CRM.
Biocad may, at its discretion, change the CRA/CRM during the course of Clinical Trial
and inform the PI accordingly.

1.7        The pl will store copies of all data and records generated during the trial in accordance
with local regulations, applicable GCP and as per the directions of Biocad.

2.         Term

This Agreement shall commence on the date of execution and shall continue till the
`'    -   da-te of payment of the last sun due hereunder or till the date when the last services
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required to be performed hereunder are performed,  whichever date  shall  last occur,
unless terminated earlier as provided herein.

3.         Termination and consequences of Termination

Termination:

3.1        Either  Party  may  terminate  this  Agreement  without  any  notice,  only  for  subjects'
safety or medical reasons.

32       Either party may terminate this Agreement by whtten notice offorty five (45) days to
the other Party vyithout assigning any reason thercof and with no penalty on either
side.

3.3        Either party may terminate this Agreement by written notice of thirty  (30) days in
advance issued by means of communication ensuring evidence of the date of receipt in
case of a substantial breach by the other Party of the obligations arising out of this
Agreement,  provided  the  Party  receiving  such  notice  has  neither  remedied  nor
sufficiently explained for the breach within the period specified in the notice.

3.4       Any failure by a party to carry out all or part of its obligations under this Agreement
• resulting in sueh detriment to the other Party as to  substantially deprive  such other

Party of what  it  is  entitled  to  expect  under  this  Agreement,  shall  be  considered  a
substantial breach for the purpose of clause 3.3 above.

3.5        Upeh receipt of a written temrination notice, both the parties will work diligently, in
good faith and in cooperation with each other, to conduct the orderly termination of the
services set forth under this Agreement.

Consequences of EXDirv or Termination:

3.6       Upon expiry or temination of this Agreement, Biocad shall, in accordance with the
payment  provisions  of Clause  2,  pay  for  all  reasonal)le,  verifial)le  and  completed
activities  up  to  the  date  of actual tennination.  In no  event will  payments  made by
Biocad to the PI under this Agreement exceed the projsct costs as set  orth in tpeL sqldy
Budget.

3.7       Upon expiry or termination of this Agreement, the PI shall, at Biocad'  option, either
immediately  transfer  to   Biocad  or  destroy  any  or  all   Confidential   Information,

.i£¥¥gulT¥i:?nE:fdr¥hi?vfpceprj:°£:T°semateriaisorcopiesthatarerequiredby

4.         I]itel]ectual property ownership, Invention & Discoveries and publication

4.1        The  PI  ackngwledges  that  all  the  intellectual  property  rights  in  the  Confidentiaal
lnformatiori of and belonging to Sponsor (Biocad) which is disclosed to the PI is and
shall always remain the sole and exclusive property of Sponsor (Biocad).
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4.2

5.2

7.2

The primaly right in the data generated. during and in connection with the conduct .of
the  trial,  including  publication  rights:  rests  with  the` Sponsor.  However,` the'PI  may
publish data generated at dsjr '(own) site:
•    only upon getting whtten appi.oval from sponsor  and
•    only after the first publication of such data by the sponsor.

Representations ; Indemniffi cation

The PI hereby warrants and represents that the following are true and correct on the
date of entering into this Agreement:

a.          The pl is un individual and has the requisite qualification, legal power'to ehter
into   this   Adreement   and  to   perfom  liis/her   obligations  hereund6r.   This
Agreement,  when .duly  executed,  shall  constitute .the  legal, valid `and binding
obligation on the PI  and  is enforceable  against the  PI  in accordance  with its
tens;

b.           All  acts and conditions required by the lavys in force  a`t the date trie.re-Oft`o.b6
done,  fulfilled and performed in order` (i) `Lo  enable himther lawfully to  enter
into   this   Agreement   and   to   exercise   his/her  rights   and  perfor|n  prsther`chligivio'n`s under this Agreemeut'and (ii) to make this admi`ssible `in `ividence

have   been   do`ne,   fulfilled   and  'performed   in   strict   compliance   with   the
applicable laws.    -

The PI will be covered by a professional indemnity of sufficient value as decided by
Bibcad,  which  shall  be  in  force  throughout  the  ter|n  of this  trial.  However,  this
indemni'ty coverage` does not cover ally indqunity, liat)ility Qr consedrieric`e alsing o.ul
6f or altrib`itabl; to 'the negligence or willful mi'sconduct of the PI.

Conflict of Interests
Site warrants that neither Institution nor Investigator has any conflict of interest that
would affect the conduct of the Study. PI shall notify Biocad promptly and within
twenty four (24) hours, if` a conflict of interest arises during the term of this Agreerpent

Payment

The  total  fees  and  expenses  payable  by  Biocad  to  the  PI  for the  services  set  forth
herein shall not exceed the Budget as per Exhibit 8.

This study is non-negotiable and includes all costs associated with the conduct of the
study, including phannacy fees, laboratory fees, dry ice, procedure cost, study
coordinator./investigator fees. patient payments` all overhead charges and
administrative fee s.

7.3        Nonpayment.
Unless  and  otherwise  agreed  in  witing,  Biocad  India  shall  make  no  payment  for
patients whom the investigator entered into the study in violation of protocol (i.e, the

not a qualified participant)
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7.4       Biocad shall pay the PI for same in accordance with the terms set forth herein after
deducting there from any tax as applicable.

7.5        Payment shall be made by account payee cheque / DD only.

8.         Governing Law

This  Agreement  and  the  rights  and  obligations  of the  parties  hereunder  shall  be
governed by and construed in accordance with the laws of India.

9.         Arbitration

9.1        Any dispute, cohtroversy or claim arising out of or in connection with this agreement
including any question regarding its existence, validity,  interpretation or termination,
shall  be  conclusively  settled  by  referring  the  sane  to  arbitration.  The  arbitration
proceedings  shall  be  conducted  in  the  English  language  and  be  governed  by  the
provisions  of the  AIbitration  and  Conciliation  Act,  1996.  The  venue  for  arbitration
proceedings shall be BangaLore.

10.       Force Majeure (Act of God)

a In the event either Party is delayed or hindered in or prevented from the performance
:,  ,,        of any act required hereunder by reasons of restrictive government or judicial orders or``        decrees,  riots-,  burglary,  iusurection,  war,  acts  of God,  inclement  weather  or  other

similar reasons or causes beyond such Party's control, and such Party has exerted all
reasonable efforts to avoid or remedy such event, then performance of such act shall be
excused for the period of such delay (which is reasonable and consented by the other
Party  in  whting).  Notice  of the  start  and  stop  of any  such  force  majeure  shall  be
provided to the other Party.

11.       RecordKeeping

During the ten of this Agreement; PI shall maintain all materials and all other data
obtained or generated by PI in the course of providing the services in a secure area
reasonably protected from fire, theft and.destruction.

12.       Review of work, Audit

12.1      The  PI  shall  agree  and  permit  concerned  Government  Agency,  Regulatory  Body,
Sponsor Representative  to perform,  during normal  business  hours,  quality  assurance
audits of the work perfomed under _this. Agreement to determine that the services .area b'6iie.  '-pdr6rihed  in.  accordance  wiin :the' 'appli`cable  study `protocbl,-  G6v6mrferit

E*vaeti::Sd:£gthi=aAulgr;:,e:ednet££:]tiir:tiro:tlt:g|:[c[a:?ITectanyerorsordeficiencies

13.        Headings

The headings used in this Agreement are for the sake of convenience and the same are
not to be constnied to define, limit or affect the construction of interpretation of this
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14.        r`Totices & Service of documents

The notice an£1 doc`iments requirc`d to bc given under 1.his Agreement shall be deemed
to  be  sufficientl)'  given  if  hand  delivered  by  one  Part.v  to  the  other  or  sent  by
Registered Mail with acknowledgcment due.

All the coriesljondence/ no`.lees  [c. be se7i{~ by `de PT to Biocad shall be addressed to:

Biocad Ind.ia Pi/t. Ltd.
#163/C, 3rd Cross,
3rd Phase, JP Nagar,
Bangalore-560078
Phone No. 0804i699773
Fax No.  08041699773

All the corresponde£`ice;`` flctices to be sent by Biocad to PI shall be add].essed to:

Dr. RamesLI Bhdt
Professor.
Depa7thent of J)ei.matology Voneh.eoiogy and I.eprosy.
Father MilHer C®]lege hospitalq
Father Muller Road,
Kankanady,
Manga]ore, Kamataka,
India
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FOR BIOCAD INDIA PVT. LTD.

i\|r'

*
Mr Krishnamurthv Rao Principal Inv estig#4gr

Manaring[ DirectorBiocadIndiaPrivate Dr. Ramesh Bhat M

Limited

sckaro\}\:::`Jc:';?\\~'` Seal

|9|   3rdcross,  \-r-`       I)•63rdphase,.+`*@£SGPA::g;Z.KO'...i, r|
|LPRT[c?LFL%:,RA%T[°ip°RG:.Muller.s:.1r:d,calCoHclg`ttiday.fwaH9L.lure-5/SoI

Witness Witness

HO

I-___-

Institute Head

Rev .Fr. Richard Aloysius
Coelho

REv.  in RlcHARD ALorslus  cO

herMu«er%jhr:r?tta°brieinsmu
Fr Mull.. Road,  Kankanad

FatherMuller-ch;rTt`a'b'lelnslitudons
f=rLJ„''--I___,    ,I       -
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Exhibit A

RESPONSIBILITIES 0F PI:
INVESTIGATOR'S AGREEMENT FOR THE CLINICAL TRIAL -.ckA Multicentt+ :  `` `
Comparative Randomized Double-blind Study bf the Efficaey and Safety of BCD-057 , .
qu`TN: Adalimumab, CJSC BI0CAD, Russia) and Humira® (INN: Adalimumab, Vette+ .
Pharma) in Patients with Moderate to Severe Plaque Psoriasis" bearing the
protocol/study ID: BCD-057-2

1.   I` iiave sufficient time, adequate staff; and appropriate faciliti;es to conduet and complete
the Clinical Study.  I agree to make these resources availdy|e for the duratiori of the study
and agree that other Studies will not divert essential subjects or facilities away froin-.this ` ;+'hial-.

I assure Biocad India Pvt.  Ltd., that no other Clinical Study +conducted dy me shall giv;
rise to a conflict of interest or interfere with the Clinical Trial.

Iwillendeavortoensureanadequaterecruitmentrateduringtheclinicalihvistigation.

2.P;;::;;pE::::aor::::::::]`:::::::=:::;i:+£:mewithcopiesofthehvestigator'sBrochoreandine:

a)   t6  becoine  thoroughly  familiar  with the  properties  of the `ihvestigational -pLodied'-`as
described in the Investigator' s Brochure, which provides full  information concemiri§

gL#;fi[£ghi:#b#ggyg#Po¥#i:j#¥T#effstfu##=:::X+usT#°be¥+:
into account in the course of the clinical investigation; and

i)  ` To become well acquainted with de Study Plan before .signing it.

3.        I` agree  to  make  the  necessary  arrangements,   including  provisions  for  emergency
treatment, to ensure the proper conduct of the Study.

4.      I  understand  that  I  shall  have  primary  responsibility  for  the  accuracy,  legibil.ity{ apd
security of all Study data, documents, and subject records both during and after the Study.
I will  be  responsible  for  signing the  Case  Report Forms  (CRFs).   Any alteration of the
raw/source data shall be signed and dated, without obliterating the original entry.

I agree to abide by the following conditions governing my handling of the data associated
with this Study.

a)    I  an  required  to  maintain  adequate  records  regarding  all  investigational  product
received and used by me including batch numbers, dates, and quantities. If the Study is
teminated, suspended, discontinued, or completed, I shall return to Biocad India Pvt.
Ltd.,  any unused  supplies unless  other arrangements  are  made by Biocad  India Pvt.
Ltd.

required to  prepare  and  maintain adequate  and accurate  subjects  case  histories,
all observations and other data pertinent to the clinical investigation of each

'T1+`

in the Clinical Study.
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c. I understand I am to furnish my records of the Study to Biocad India Pvt.Ltd.

d. I will maintain records of the disposition of the investigational product and other records
for the  duration  longer than the  following  periods:  Archival  will  be  done  by  Third
Party

the period defined by national or local law and rules
five years after the Study is terminated or computed, or
five years after the records are no longer required for purposes of supporting the
relevant  United  States,  other  national,  European  (EU),  or  other  international
regulatory applications.

iv.      To avoid any possible enors I will contact Biocad India pvt. Ltd. prior to
the destruction of records or in the event of accidental loss or destruction
of any Study records.

e.  I agree to provide accurate information to the Ethics Committee upon request.   I also
agree to provide accurate infomation to the regulatory authorities upon their request
and within the  scope of the agencies'  authorities and my ethical  obligations,  as  set
forth below:

I .  Upon the iequest of a scientifically trained and specifically authorized employee
of.national or international regulatory agencies, I will make records related to tne
Clinical Study available for inspection and copying.

2`.-The  subject's  identity  will  not  be  released  except under  the  following  limited
circumstances.

i) Where data verification procedures demand inspection of subject's personal
identity or personal medical information, in which case this inspection may be
performed only by a properly authorized person.

3.   The   subject's   identity   shall   not   be   released`   to   third   parties   without   the
Subject's   or  subject's   legal   representative's  prior  consent.   Accordingly,   the
study subject's or subject's legal representative's consent to the potential release
of patient identity information to regulatory bodies for data verification purposes
will be obtained as part of the informed consent procedure.

I  agree  to  be  responsible  for  submitting  the  Investigational  Protocol  for  opinion  or
approval, to an appropriate Ethics Committee and shall transmit the results to Biocad India
Pvt. Ltd.

I shall not cormence the Study without ah approval or favorable opinion from the Ethics
Conmittee  of the  Investigational  Protocol,  informed consent forms,  subject recruitment
procedures, and any written material to be provided to the  subject or the  Subject's legal
representative.

I  shall  provide  the  Ethics  Committee  or  Institutional  Review  Board  with  all  required

•t!-`
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6.   I certify tha{' t,hc jrLvest!gatic`]ial products i.i-jr clinical_ ii`]`.'estigation will be provided®{jnly to
subjects  ijridei.  my  personal  sixperi.'ision  Gr  u.i)cier  the  {`,!jpervision  of the  following  sribf
investigatoi.s responsible to iTie ('add ar.}J addit]'¢i.Lad rLtTLmes on a.si-parate sheet, if needed):

Sub-I]ives€ig8.toI- i :

I  further  ceitify  that  the  in\'estjg,ational  produc,ts  will  riot  be  supplied  by  me  to  any
investigator,  other than those  listeci  ab`ive  as  sub-investigators,  or to  any  clinicg  medical
facility, or study site foi use.

7.     No proc:€dure will be Performed until all personnel have been properly trained.

8.    I agree to be resForif;`,ible for the personal safety and wcll. bein£` of the s-iibjects .To this qua.,
I agrt3e to abide by the Declaratic.n of Helsinki and their sT]bsequelit anendments, national
policy,  and  the  t`'.llowing  conditions  governing  the  e..rlical  treatment  of subjects. in  this
c.linical in`'estigation:

F.llowing  national  p..iicy  arid  t,he  I)a,``,laratioli  of IIeisinki.  infomed  consent  shall  be
documepted by the sihoject or subject' s legal representative v`rith dated signature.

a)  I. wi}`|  ensur`e tha.t  subject /  sthject's  legal  representative  or their gundians pi.eceive
adf..qunte irL.foL Imation to inake iriformed curisen[s.   This information will be provided
brtth  :ri  oral  and.  in written  form  atid  shall  bc  in  a  form  easily understood  by ,the
subject 7' subjec`L-' s'1egal represent,ative.

Tne ilifi-7rmed co.isent ilrformation shalt include the al.ms, expected benefits, risks and
inconvenierfces   of  the   tTlinical   im'esLigation,   .®m   explanatit>n   of  any   alteinative
methods or treatments available, and an expjanation of possible a,onsequences' of any
withdrawal £`rom the c]i_trical investigation.

b) J w!.Ii ensure that the subject / subject's legal representatives are given the opportunity
to  inquire  abf7ut  the 'details  ``,t. the  C-,lin].cp.I   St`[dy.  The  infoimation  given  to  the
subject /subject's legal representatives ,;hall make t;lead i,o them that they remain free
to refuse to participate in and fre`. to withdraw from the Clinical  Study at `any``tiine
wiinout  any`   sanction.     I  will   rna.ke  an  effort  to  ascertain  the  reasons  for  any
withdrawal    while    fully    respecting    the    subject.s.  and/    the    subject's    legal
representat{\Je. a rights.

c)   I will eiisure that the subject / the subjcot`s legal representati\'es Cure provided adequate
time to decide whether or not t,hey- wish to participate / wish their ward to partic`ipate in
this clinical  invesiigati(in.

d)   I will ensure Audio-Visual recording of I.he complete informed (',on`sent process will be
done.

9.     I  will  er^sure  that  comp]cte  C.ace  Report  F`orms`  (CRF)  provided  by  Biocad  will  be
completed promptly and accuratt.,1y within 5 workirig days after the visit occurs at site andI   '  `also eh;ure t.nat any tii]eries aiising will be resolvr.`d withiri 3 wt.king days.
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10. I will discuss with Biocad India Pvt. Ltd. any question of modification of the Study Plan
and obtain Biocad  India Pvt.  Ltd.  written agreement  and  also  approval  from the  ethics
committee prior to  implementation of any modification.  I will not precede with a non-
emergency deviation from the Clinical Protocol without approval from Biocad India Pvt.
Ltd.  and  as  needed  the  Ethics  Committee.  It  is  my  responsibility  to  inform  the  Ethics
Comhittee about any protocol alnendment or any significant change in the Investigational
Plan or Protocol that has been approved by Biocad India Pvt. Ltd., including the reason for
the change, and to obtain the Ethics' Committee's approval or favorable opinion regarding
the change.

1 1 .  I will report all adverse events to Biocad.

a.       I will promptlyreport:
•    Deviations from or changes to the protocol to eliminate immediate hazards

I   \1,       I,

b.

to the study subjects.
Changes  increasing the  risk to  subjects  and/or  affecting  significantly  the
conduct of the study.
All adverse drug reactions (ADRs) and Adverse Events (AEs) that is both
serious and unexpected.
New information that may affect adversely the safety of the subjects or the
conduct of the study.

All staff in contact with the subjeet should be aware of their responsibility to
note and report all adverse events reported by the Subjects / subjects
legally acceptable representative.

c.    The hvestigator or designate should assess the patient at each visit for
`    adverse event or serious adverse event that may have occurred since the

previous visit.

d. All serious adverse events (SAEs) should be reported to Biocad within 24 hours.

e.  The  immediate  reports  should  be  followed  promptly  by  detailed  written  reports
including the completed Adverse Event Forms.

f.       The  immediate  and  follow-up  reports  should  identify `subjects  by  unique  code
numbers assigned tb the study subjects rather than by the subjects' names, personal
identification numbers and/or addresses.

9.       Adverse events and/or laboratory abnormalities identified in the protocol as critical
to   safety  evaluations  should  be  reported  to  Biocad  according  to  the  reporting
requirements and within the time periods specified by Sponsor in the Protocol.

h.        I will  peisonally be responsible  for,  or I will  appoint a sub-investigator (who  has
signed  an  Investi§atbr Agreemerit and has  been added to  the  Institution's,  Biocad
India Pvt.  Ltd.  and the  Study Monitor's Investigator List) to be responsible for all
Study  related medical decisions.
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i.    I  agree  to  personally  conduct-  andi'or  supervise  the  clinical  +vial  at  my  site.a I  may
delegate some of the activities to the I,r.rdy staff, However all delegated activities will
be my responsibility.

12.    I  will  report  all  deviations  from  the  protocol  to  Biocad  India  Pvt.  Ltd.  and the  study
monitor.

13.  I  will  notify  Biocad  India  Pvt.  iLtd.,  immediately,  but  in  no  everLt  in  more  than  five
working days.,  about withdrawal of appi.oval  by the i.eviewing Ethics Committee of my
part of the C]iniczll Study.

14.  I  will  comply  with  any  request  by  Biocad  India  Pv{.  Ltd.  to  reinm `or  dispose'  off,
investigational  product  (IP)  upon  termination  or  completion  of  the  clinical  study.   I
understand  that 'Biocad  India  P`v.t.  Ltd.  is  required  by  law  to  discontinue  shipments  of
investigational  product  to  me  if I  fail  to  comply  with  the  Study  Protocol  or  with  any
applicable  laws  or  regulatory  requirements  applicable  to  the  investigation,  iiicluding
national gui delines.

15. I agree ro permit personnel from Biocad India Pvt. Lid. and/or the Study Monitor/auditor
to visit me and/or the Study Site to monitor my compjiance with the protocol and/9r audit
the  investigational  records.  To  facilitate' Biocad  India  Pvt.  Ltd.,  or the  Study  Monitor's
audit` I further agree to make records related to the Cliriical Study available for inspection
and copying.

16. I agree to maintaui.n co[ijidentiality regarding all information generated in the course of -his
Clinical Stud].I.    I further agree to ensure that the coiifidentiality of all information about
subjects  and tJie  information  supplied by  Sponsor  is  respected  by  all  persons,  with  the
limitations discussed above.

17. I agree to submit and sign a Final  Report of the Clinical Study within three months after
termination or completion of the Clinical Study or of lily part in the Clinical Study to the
Ethics Committee.

I agree to abide by this investigatc`r Agreemeiit

Investigator Signature:

Date Signed:  _

I agree to abide by this Investigator

Sub-Investigator Signatu re :

Date Signed:

Agreement. (If applicable)

-..,,!'c±Ji__
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Exhibit 8: Proposal 0udgetl

Budget and Pavment Terms
1.   All  payments  would  be  rude  only  upon  fulfilment  of responsibilities  by  the  PI  as

described in Exhibit A and the services provided by the PI as is described in the clinical
trial protocol including its amendments.

2.   Biocad India Pvt. Ltd. offers to pay the PI Rs. I,72,500 which will be paid per subject as
per Annexure  I  who  completes   full  study  (complete  all  study visits  and procedures  as
required by the protocol)
This payment is inclusive of all patient related cost as well as non-patient related cost such
as  all  Overhead  expenses,  completion  of case  report  forms,  audits,  administrative  costs
(e.g.  Internet,  telephone,  Fax,  Xerox,  prints  etc.),  Hoapitalization  and  infusion  changes,
pharmacy fees and lab costs for testing {for exanple CBC, Biochemistry, ECG, ECHO, as
per  protocol  requirement},   patient  travel   costs,   including  unscheduled  visits  as  per
protocol, study/site staff fees. (Subject to deductions as per point No.4 below):

*The payment will be made as per the visits completed by the patient

3.   For Screening Failure, Rs.  5000 will be paid to PI which includes institutional overhead
charges.

+##£t#£:°Lbeess¥£°=Eytido¥tl:#Lg¥ir#renpti%£#¥
approved by the sponsor.

^,    Below laboratory tests should be perfomed at the institution/local lfroratory.
B8rie` S.Can, ECG, CBC, ESR & Biochemistry

The  costs  for these  are  included  in the  budget  All  other protocol  specified  laboratory
exaninatious will be perfomed at sponsor identified central lal>.

Teus of Paunent:

:- ?  `   Payxpen]t `rtyl be made after verifying completed case report foms and completion
of   Resolution   of   Data   Clarification   Form/   Data   queries   raised   by   Data
Managemerfufor that respective visit. ,

In case the patient does not complete the milestone visits then the payment would
be made as per the earliest milestone visit.

` `.     Payment to the PI-on the above milestones will be made on monthly basis only by
a.crossed .A/C Payee Cheque in the favor of "Father Mu]ler Research Centre".

:  ` ,-,-,,   NP payment .shall be made in cash.

•      The  final  payment will  be  subject to  a fmal  reconciliation,  meaning  after (i)  all
subjects  have  completed  the  study,  and  the  database  has  locked,  (ii)  all  study
specific   queries   and   issues   (including   data   queries)   has   been   satisfactorily
resolved. (iii) The site close out visit has been completed (including the return of
all study drugs) and (iv) Study records have been received by sponsor.

Clinical Trial Agreement-BCD-057-2
Father Muller Medical College Hospital,

Kankanady, Mangalore 575002



4.    The following deductions will be made, if app]ic'd.b]e:
•    Tax  deduction  at  source  for  all  payments  of fee  unless  a  valid  tax  exemption

cer [ificate i5 pro-vided by the irIvestiga{or/ institution.

•     Any  capita`  expenses  for  tile  site  incurred  by  Biocad  on  behalf of PI  will  be
deducted from the fee paya'ole to PI.

Clinic:ii Trial Agreemem-BCD-057-2
Father Mullet Mediciil College Hospital,•Rutmutv,VJEL\Sot,lQtes75001

NEL"IEnHH



FOR BIOCAD INDIA PVT. LTD.

Vtr tT
QLJJ+

Mr Kfishnamurthv RaoManarim!DirectorBiocadIndiaPrivateLimited Principal I nvestieator Institute Head

Dr. Ramesh Bhat M Rev .Fr. Richard Aloysius Coelho

Seal: Seal Seal:REv.  in  RI€HMD  ALoysius  COELHO

_|F1      3rd.PhaseT      .*,t      F

-i`.L   Of   DERMATOLOGY,EFiEL`LOGYANDLEPFOS`.r.1uller'r.:.1f!dicalCollece

Director
Father Muller  Char-jtable lmstifutionsFrMUHerBoad,KankanadyMANGALOBE-575002*@#*GPA::gquaz,A€,3L"Lc",fi,!,.    ''.`",i''.,,I,J'|-5,.5   LJ,

Witness,giv Witness  \ Witnessj>

Clinical Trial Agreement-BCD-057-2
Father Muller Medical College Hospital,

Kankanady, Mangalore 575002



NA TONAt, CENT'I{E FOR DISEASE INFORMATICS AND RESEAITCH

IA/DIAN COUNCIT. OF MEDIC'AL RTST.AI<CH
Departrnent of Health uesearch, Minrstry of Health and Family Weltare. Goverrrment of lndia

NirmalBhawan-l(.MR Complex (llFloor), Poojanahalli, N.H -7. B. B. Road.

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.
Father N{uIle r Roac1. Kankanadr,.
N{angalLrrr-r.

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

lam directed fo intorm ),ou that. Director (]eneral. ICMR, Ner.v Delhi and Director. NCI)tR.
BenqalLrru lras accorclecl approval for estensiou ol'ithl)vc project ti.rr furthcr period ol otlc- year

rr.c.t-. 0 l.{),4.10 1 8 to -l 1.01.20 I 9.

'lhe 
annLral buclgr:t sanctiotrcd firr the financial vear l0l8- l9 is enclosecl.

Yours faithtirll,v.

$^,A{kKry
,\dur in i strati i,e Ol'flcer

[]or I)ire ctor

.Z
t6

c4ns.

Tr.l '91 08() 22176-100, +c)1 ()E0 22 176300 Far: 0E() 107?,16-11, Enrail rrcdir'(OIrcr'lirindia.ors

'$5-
<Eo

z't

Kannamansala Post. Bensaluru -562 1 10 (lndia)

-

sffi"



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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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

1;#F,'
::'t'lijlivii:i,i"7tlii'i,: N:::: ! i

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.
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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

1;#F,'
::'t'lijlivii:i,i"7tlii'i,: N:::: ! i

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,
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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.
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ESTD 1880

GENERAL MEMORANDUM OF UNDERSTANDING (MOU) FOR

ACADEMIC AND RESEARCH COOPERATION

BETWEEN

FATHER MULLER CHARITABLE INSTITUTIONS, MANGALORE

AND

ST JOSEPH ENGINEERING COLLEGE, VAMANJOOR, MANGALORE.

Father Muller Charitable lnstitutions (FMCI), Kankanady, Mangalore and St Joseph

Engineering College, Mangalore, establish this General Agreement to foster mutual co-

operation in education and research.

Both partie$ agree to encourage the following activities to promote academic co-operation

and exchange of domain knowledge;

a) Exchange of materials in education and research, publications and academic

information;

b) Facility to the research scholars to exchange data, ideas and knowledge;

' c) Joint research and meeting for education and research;

d) Technical assistance;



!.

2.

3.

4.

5.

6.

7.

8.

Both parties shall discuss the issues concerned to the satisfaction of each party and

enter into specific activity agreements based on mutually agreed objectives and

outcomes of the relationship.

This General Agreement shall be applicable to educational and research organizations

attached to each party.

This Agreement constitutes the entire agreement between the parties and all prior

discussions, agreements and understandings, whether verbal or writing are assumed to

be merged in this agreement.

This is not considered to be a contract creating legal and financial relationship between

the parties. Rather, it is designed to facilitate and develop a genuine and mutually

beneficial exchange process/ research relationship and so forth.

This General Agreement shall become effective as on the date of signature of both

parties. The Agreement may be amended by the written consent of the parties.

This Agreement should be reviewed at the end of five years to evaluate the progress

and the quality of the mutual cooperation. The Agreement may be extended upon the

written consent of both parties. lf the agreement is not renewed by mutual consent, the

Agreement will conclude at the end of the specific time period, or after activities in

progress have concluded.

This Agreement may be terminated by either party with a minimum of 30 days written

notice. However, activities in progress at the time of termination of this agreement shall

be permitted tcl conclude as planned unless otherwise agreed.

Both institutions subscribe to a policy of equal opportunity and do not discriminate on

the basis of race, color, gender, age, caste, creed, ethnicity, region, religion or

nationality and on similar issues.

All disputes or difference arising between the parties as to the affect, validity or

interpretation of this MoU or as to their rights, duties or liabilities shall be resolved by

mutual discussion between representatives of St Joseph Engineering College and Father

Muller Charitable lnstitutions.

Neither St Joseph Engineering College, nor Father Muller Charitable lnstitutions will be

held responsible for any liability to the other party, and neither party shall be required

to purchase any insurance against loss or damage to any property due to activities to

which agreement relates.

Each party shall designate a person or office to serve as liaison for irnplementing this

agreement. For Father Muller Charitable lnstitution, Kankanady Mangalore, the contact

person will be Dr D V Muralidhara, Chief Research Officer. For 5t Joseph Engineering

College, contact person will be Dr Dayakshini, Head of the Department of Electronics

and Communication Engineering.

9.

10.



tt. All collaborations will have its own agreement/contract which addresses issues such as

publications, lPR, funding pattern, disclosure of information etc., This has to be based on

the mutual discussion and agreement finalized bythe concerned people involved in it.

Signatories:

For

Father Muller Charitable lnstitutions

Kankanady, Mangalore

Rev. Fr Richard Aloysius Coelho

Director

Date: l(^o L- JoLL.

Witn"rrS, --
Dr Jayaprakash Alva

Dean:

Date: "8P ' A-' tt'

For

St Joseph Engineering College,

Vamanjoor, Mangalore

Rev. Fr Wilfred

Director

h D'Souza

Date: l+ rl t)

Dr Rio D'Souza

Principal:

Date: t f(ull

@rffi
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MEMORANDUM OF UNDERSTANDING
BETWEEN

Swami Vivekananda Yoga Anusandhana Samsthana (S-WASA),
Bengaluru

AND
Father Muller Research Center,

Unit of Father Muller Charitable Institutions, Mangalore
(Constituent Colleges x Father Muller Medical College.

Father Muller Homeopathic Medical College.
Father Muller College of Nursing. Father Muller College of Allied Health Sciences.

Father Muller of College of Speech and Hearing)

FOR COOPERATION IN THE FIELD OF RESEARCH & EDUCATION

This Memorandum of Understanding is made on this Ogth of Januaryr ZOLS

PREAMBLE

Swami Vivekananda Yoga Anusandhana Samsthana (S-WASA), located at
Bangalore, India is a Deemed to be University recognized by the
Ministry of Human Resource Development, Govt. of India. It offers
Bachelors, Masters, Post-graduate programs, and Doctoral Programs in the
field of Yoga. The S-VYASA University is a pioneer in the field of Yoga
Research and Education.

The Father Muller Research Center(FMRC), located in Mangalore ,DK
District, Karnataka is an interdisciplinary research laboratory of all the
constituent Medical Institutions run by the Father Muller Charitable
Institution devoted to research and education.

SCOPE OF AGREEMENT

This MoU is signed between Swami Vivekananda Yoga Anusandhana
Samsthana and Father Muller Research Center for the purpose of Research
and Education in the field of Yoga.

REV. FB RICHARO

ur uu.,"i i'7 i t ;,1 f^ LX:'I[Y ^'
Director

F athe r I'l1 ut t el 
; ;9i;K:l [Xt"ro,

COELHO

t' $ll\tirie'szsooa



Objectives of MoU

,/ Both the parties mutually intend to conduct high quality research
projects and publish in high impact journals

,/ To combine the best of the technology with the best of the traditional
wisdom to innovate new tools for health and wellness

,/ To conduct and support joint workshops and seminars to
disseminate usefulness of Technology in Traditional medicine

Areas of Cooperation

,/ Collaborative research projects on Yoga
/ Developing health screening tools, particularly tools which may use

alternative medicine diagnostic methods
/ Participating in community health projects including health camps

disease screening, field runs and health education
./ Developing wearable sensors / measurement tools to assess Yoga

and Meditation
/ Conducting workshops and seminars related to the topic of

technology and alternative medicine
/ Faculty exchange programs, to the extent possible within existing

programs at each institution

Terms of Agreement

This memorandum is effective immediately upon its signature by the
parties. Progress in achieving the objectives referred to herein will be
reviewed periodically as mutually agreed and the memorandum may be
amended at any time by mutual consent. Both parties reserve the right to
terminate this memorandum by either party with one month written notice
given to the other party.

Confidentiality

Neither pafty shall, at any time disclose to any third party any confidential
information of the other party which is acquired in the course of activities
under this Memorandum, a collaborative project, without the prior written
consent of the other party. The confidential obligations herein will not apply
to information in the public domain; information in the possession of the
receiving pafty prior to the disclosure of the information; information which
is independently developed by the receiving partyi information required
to be released by law; or information which is rightfully received by
the receiving party from third parties without any breach of confidentiality

REV. FR RICHARD AL COELHO

obligations.

t " ""'-;'t lnstitutions

'.??#lltii;n'j]leta-



Intellectudl Property

Joint Invention$: Inventions made jointly by employees and/or students
of S-wASA with employees and/or students of FMRC, and make use of
data produced from the collaborative work, shall be jointly owned by S-
VYASA and FMRC. S-WASA and FMRC also agree to notify each other
after an invention disclosure is received by either organization's
technology licensing office.

S-VYASA Inventions: Title to any invention conceived or first
reduced to practice solely by employees of S-VYASA apaft from the
collaborative work, or prior to the start of the collaborative work,
shall remain with S-WASA.

FMRC Inventions: Title to any invention conceived or first reduced to
practice solely by employees of FMRC apart from the collaborative work, or
prior to the start of the collaborative work, shall remain with FMRC.

Ethics Approvals

It is the responsibility of the investigators from each site to obtain
necessary approvals for conducting this study and to ensure compliance
with national and global guidelines on biomedical ethics. Each investigator
is responsible for any litigation that arises from data collection at their site.

Publications

Parties agree that any publication or conference presentation that makes
use of the results and data produced from the collaborative work
between FMRC and S-VYASA shall be mutually approved by both
parties, and the principal investigators from both parties shall be invited to
be co-authors of the publication or presentation. Each investigator
has the right to decline the invitation to be a co-author. Both parties
acknowledge that it may be necessary to delay publication in order to
identify patentable subject matter and allow time for patents to be filed.

Validity and Termination

,/ Memorandum will enter in to force on the date of signing./ Memorandum is valid for the period of five years
'/ Parties may terminate this MoU at any time by written notice to the

other pafty not later than one month.

REV. FR RICHARD ALOYS
Director

Father Muller Charitable lnstitutions
Fr Muller Road, KankanadY

MANGALORE.575OO2



Signature:

For S-VYASA

'*A
idhi K Parthasarathi,

istrar,
Swami Vivekananda Yoga
Anusandhana Samsthana,
(S-VYASA), Bengaluru, India

Dr. Manjunath N K,
Director-R & D and
Internationa I Affa i rs,
Swami Vivekananda Yoga
Anusandhana Samsthana,
(S-VYASA), Bengaluru, India

For FMRC/FMCI

Signature:

d Aloysius Coelho,
Director,
Father Muller Charitable Institutions,
Father Muller Road, Kankanady,
( FM RC), * u 

"n{g,[l{,c$t$ffi
REv. rR *'r*tl$ll;re 

rnstitutions

'.??#iltilan':iel$Y

, L),;2,
Dr B. SSnjeev Rai,
Chief of Research,
Father Muller Charitable Institutions,
Father Muller Road, Kankanady,
(FMRC), Mangaluru, India

.i,:.r"|i,.:;;>.,
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