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Biosphere Clinical Research hrt. Ltd.

This AGREEN,'IEhiT is entered into on tlie date of the last signatLre page betrveen:

I8. Biosphere Clinical Research Pfi Ltd having its registered office at SB-02,03 ,A4,2"d
Floor, Highland Corpotate Center. Kapurbarvdi Junction. Thane (W)-400607 hereby
referred to as "Biosphere clinical Research."

2.Dr. Rajendra Bohla, havurg rts principal place of business at Mahatma Gandhi lv{ission's
Medical College and Hospital. N-6 CIDCO, Aurangabad- 431003. L.,laharashtra, India.
hereby refen'ed to as 'olnvestigator."

WhereasBiosphere Ciinrcai Research Pvt Ltdandlnvestigatorhave entered into an Agreement
that the Researchers shall undertake the Research Project in accordance with the Research
Proposal included as Schedule i to this Agreement, supported byh{acleods Phannaceuticals
Ltd. R & D Division III Plot No. 18. Road No 09, r\{arol iVllDC, Andheri East, 400093.
S,fumbai(Company), on the terms and conditions set out in this Agreement and it is
appropriate that the terms of the Agreernent be set dowr in rwiting, IT IS HEREBY
AGREED BY ANiD BETWEEhI THE PARTIES HERETO as follows:

18. DEFII{ITIONS

I8.1. in this AgTeement:

"Commencement Date" shall meal09 September,2020, notwithstanding the date on which
the last pafi signed this Agreement:
"Complefion Date" slrall mean After 4 Months, being the date on which the Researchers
shall deliver to the Research Centre a copy of the draft report arising frorn the Research
Project:
"Force Majeure Events" has {he meaning provided in clause 1 l;
"Intellectual Property Rights" means (a) copyright, patents, database rights, service marks"
trademarks and nghts in tradernarks, desigrrs, know-how and confidential information
(whether registered or unregistered); (b) applications for registration. and the right to appl-v_'

for regish"ation, for any of these rights; and (c) all other intellectual properfy riglrts and
equivalent or sirnilar forms of protection existing anywhere in the world;
"Maximum Grant Expenditure" lneans the maximum level of' funding which r,vill be
provided rurder the tenns of this Agreeinent, as mentioned in Appendix 1"

"Research Centre" sirall rnean the Research Department at N,{ahatma Gandld N.{ission's
Ir4edical College and Hospital, N-6 CIDCO, Aurangabad- 431003, Maharashtra, lndia.

"Research Committee" shall mean the Ethics Committee of Mahatma Candhi lvlission's
lvledical College and Hospital, N-6 CIDCO. Aurangabad- 431003, Maharashtra, India.;
"Research Project" means the researcli project.
"Research Proposal" flleans the proposal and application fonn included as Schedule I to this
Agreement; "Term" rneans the term of this Agreement as more fully detailed in Clause 3.

1.2 References in tliis Agreement to any statute or anv section of any statute include any
siafutory amendment, modification or re-enactment in force from time to time and references
to any statute include anl statutory instrtnnent or regrdation rnade under it.
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Biosphere Clinical Research Pvt. Ltd.

1.3 In this Agreernent:

(l8)References to a person include an individual. a body corporate and an

unincorporated association of persons, and

(b) Subject to Clause B. references to a partv to this Agreement include references to
the successors or assigrees (immediate or otherwise) of tirat parl,v.

1.4 The section and paragraph headings used in this Agreement are irserted for convenience
only and shall not aft'ect the meaning or interpretation r:f this Agreement.

l.-5 The Schedules to this Agreemenf shall fcnn pa:1of the Agreement.

2.ITIATURE OF RELATIONSHIPS BETI+/EEN THE PARTIES

2.1 For the avoidance of dor,rbt, this Agreernent constituies a contract fbr the prcvision of,

services and shall not be held to constitute a contract of service between Biosphere Ciinical
Researchand Investigator.

2.2 Any staff errgaged in perforrnance of the Research Project shall be appointed by
lnvestigator.

2.3 This Agreement shall not constitute aq/ one of the parties to this Agreement as an agent
or legal representative of any one {)r more of tlle otlier parlies for aq, plrrpose whatsoever.
nor create an association, agency. joint venture or pafinership between fte parties ol to
impose an_v liability auributable to such a relationship upon either part1..

3. TERM

3.1 This Agreement shali come into force on the Comrnencement Date anci will end on tlre
Cornpletion Date. unless tenninated by ore of the parties in terms of Clause i0.

4. PERFORh{ANCE OF TI{E RESEARCH PROJEC]T

4.1 Biosphere Ciinical Researchard the Researchers agree to carry ollt and deliver tire
Research Project in accordance with the Research Pr:oposal in Schedule 1, rvitlt all drie skili
and care and il aceordance with tlre terms and conditions of this Agrcement, in consideration
for w'iiich Biosphere Ciinical Research u'ill perfonn its obligations uuder this Agreement and
will pai,' slrms to investigator in accordzurce with C1ause 5.

4.2 ln carrying aut and delivering the Research Project, the Researchers shall appl-v the
research method as noted and approved in the Research Proposal. In the event that the
Researchers wish to make any significant changes in respect of the research metirod. then a
written request lbr appraval shall i:e made to Biosphere Clinical Research.

\
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Biosphere Clinical Research hrt. Ltd.

4.3 The Researchers shall prepare regular written repofis fbr subrnission to the Research

Committee on the Interirn Repcrting Dates iu accordance ivith the SOPs of Research

committee.

4.4 Biosphere Clinical Itesearch and the Researchers agree that ail f-unds paid tolnvestigator
b5r Biosphere Clinical Research under this ApSeerneat shall onl;, be used to cover costs

incun"ed in pertbnnance of the Research Project.

5. PAYMENT OF'TH[, GRANT

5.1 Bicsphere Clinical Research shall rnake paltrlerts to I*r,estigator i'ollorving ti:e
submission by Investigator of an invoice addressed to Biosphere Clinical Research, giving a
detailed breakdown of all paymeats for direct expenses which have been incuned and for
which a claim is being made.

5.2 lnvoices subrnitted by Investigatorunder Clause 5.1 shall be as per the patient enrollment.
The final invoice shall be submitted w'ithin three months of the completion of the Resealch

Project.

5.3 Biosphere Clinical Research shall settle invoices suhmitted by investigator within 3Odays

of rcceipt, save in tlre event that the Research Cenfi'e, acting on behalf of investigator, wishes

to raise a dispute with any aspect of the invoice submitted. in rvhiclt case the Research Centre

shall. prior to the expiry of 30 days of receipt cf the invoice. notifl Bicsphere Clinical
Research of the details of the items in dispute.

5.4 No charge shall be made in respect of overhead expensss incured by Inr.estigatoror
Researchers in respect of the Research Prcrject.

6. II{TELLICTUAL PROPERTY RIGHTS

6.1 Iflthe report arisin-e from the Research Project is accepted lbr publication in tenns cf
Clause 8, then copl,right in the r.vork shall vest in N4acleods Phannaceuticals Ltd.

6.2 An,v Intellectrial Propert-v- fughts made available b3r any of tire parlies to this Agreemeut
for use in cornection with the Research Project. birt not erising from and developed in the

course of tire Research Project, and rryhish belongs to sircir parfy shall remain, as behveen the
parties, the exclusive propery of the part1, making sr,rch lntellecttal Properil, Right available.

6.3 Each party hereb_v Elants to the ottier parties a flon-exciusive license to use such
Intellectr"ral Properl-v Rights solely,-lnr tire purpase cf carnipg oLLt and cortpleting the

Research Project and for nc oti:er pulpose rvhatsoever.

6.4 investigatorand Researchers wail'ant ta Biasphere Clinical Research that neither tlie
Research Project, nor anytfung done b,v the Researchers in conduct of the Research Froject.

shall ilfringe any Inteilectual Property' Right held by a third par-ty and tliat all relevant and

flecessary pennissions have been obtained frorn third parties, including (but not limited to)
permissions in respect of the Intellectual Propert-v fughts.

\
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Biosphere Clinical Research hrt. Ltd.

7. RESEARCH OUTPUTS

7 .l Rieht of Prlblicatior: lnvestigatormay freely publish and disseminate the results of the

st,,o@horsubmitforptrblicationanarticIe.manuscript.abstract.repoft.
poster, prcsentation, or other rnaterial containing or dealing with results of the Study

["Publication" ).

lhe potential patentabilit-v of an invention described therein.

8. ASSIGIIiMENT
Neither this Agr.eement, nor any right or obiigation arisirlg there under, marv be assigaed' in

whole or in part, by any one or more of tirJ parties to thjs AgTeement' rvithout the prior

written consent of the other contracting parties, which consent shall not be unreasonably

delayed or withheld.

9. LLq,BILITY
9.I Sub-iect to the provisions of this clause. Biospliere Clinicai Research and the Researchers

rndertake to fully aud effectively indenrnif,,'. keep indernnified and hold hannless

Investigator and its offi...'. servants a,d agents at all tirnes against all actions' proceedings'

costs, claims, demands, liabilities and expJnses lvhatsoever (including legal and other fees

and disbursements) threatened against or sustained or incrrred by fu:vestigatorof an'v of its

r:fficers, servants or agents by reason of any breach of this Agreement by either the

Investigator or the Reseachers.

10. TERMINATIOI{

10.1 If the Study is terminated by a writteu notice b--, thl Company prior to cornpletion but

subsequent to the clinic stafi datl. then Biosphere Clinical Researchiil consultation with

companli will reimburse Investigator, withit thirtv (30) days of receipt of invoice for all costs

incrured and in evocably committed'

10.2 Notivithstandin-s the above. in case of material breach, either par\'rnaf irnmediatelv

ieffiirate this Agreernefit b-.y- serr.i*g a notice of breach tc the $ther' Breach shall he defited

as failure t,-r complY rvith an-v tnaterial pravisicn of this Agreetnert. Compensat'ronr'cosis

pa3,al-rle in such u .ur* will be as per irrurual agleefilent or as per tire directive cf the

Arbilrator.

?.2 Review leriqd ofJlrb qrrs' lnvestigatorshall *91d C:*l?:i i:t'^::i,:.,'H:::::1p"1,strbrrriisionforPublication(."ReviewPeriod,,).Comparry,
, rr- ^ -^".^*^^^.1 D.-L1ira+inn;r;'ffi;#';d;,;;,,il; ;;i ,r,ur.. any editorial changes to the proposed P*blication.

^ n--L1: .,^+j ^-. I*.'ti+, rtin- tlrqil'iil-}',"[i;;ui;ffi;,, ;;i..;r-;"-q.,* p.tor to srtumission to Pubiicaticu. Institution slrall
I D- ,1-1i ^^+;,-,1 A + /-nran*nr.': q

;ffi#'effi#;;.r-rd;;r*1 tntonration in the proposed Publication- At cornpanl"s
- - /i n \ ,J.--,- i* ^-.{a+ *,r nrnicrt

,*qu.U, Institution *t utt drl*y Publication for an additionai thirtv (30) days in ordff t0 protect

CIN : -U242331\'iH20 1 2PTC236944
Page -5 of 9

/



Biosphere Clinical Research Pvt. Ltd.

11. F'ORCE }L{JEI"JRE

11.1 No parly shall be liable to any other parry* filr anv delay or non-perfonnance of its
obligations under this Agreernent arisirg from any cause or callses bel,ond its reasonable

control, inciuding, rvithout lirnitation, any of the following: act of God, govemmental act"

q,ar, fi1e, flood, explosion, civrl commotion or industrial dispute of a third par11'' and. in the

case of the Researchers, ill-health. accident or other extreme circumstances making it
irnpossible or ertremel_v impractical for the Researchers to fllflll their obligations under this

Agree,ment ("Force Majeure Events").

I I .2 Sldect to tlie Researchers so delaying in tenns of Clause I I . l promptly notif ing the

Research Centre in w.riting of the Force lv{ajeure Event. giving rise to the delay and the likel-v

duration of the delay', the perlbnlance of the Researchers' obligations, to the exlent aff-ected

by the delay, shall be suspended during the period that the Force Majeure Event persists. If
the Farce Majer.rre Event persists for more than 30 da,vs, then Biosphere Clinical Research

may terminate this Agreernent forthrvith, by providing written notice to the Researchers and

the investigator.

12. WITHHOLDING A|'lDlOR REPAYNIENT OF FUNDS

12j Biosphere Ciinical Research may withhold any paSrnent otherw'ise due to be made by

it under this Agreernent if Investigator or Researchers fail or default in their respective

obligations under this Agreement, imtil such time as the flaihu-e of default is properiv

remedied.

I3.1YHOLE AGREENIET{T

13.1 This Agreemeltt contains the rryhole agreelnent l-retrveen tire panies r"elating to the

subject rnatter of this Agreement and supersedes all previous agreements between the par-ties

relating to this subject matter.

13.2 SLrdect to Clause 13.3, eacli party acknoi.viedged that in entering into this Agteement

it has not relied on any representation, wananty, collateral contract or other assurance (except

for those set out in this Agreement and any docutnents included rvithin the Schedules to the

Agreernent) rnade b3. or on behalf of any other party before.the date cf tliis Agteement. Each

party.'rvaives all rightsrernedies N4rich. but for this Clause 15" miglrt otherwise be available to

it in respect ofany'such representation, rvaranty, collateral contract or other assurance.

13.3 Nothing in Clause 13.2 lirnits or excludes any Iiability for fraud.

I4. ILLEGALITY AND SIIYER{]\CE

i4.1 if arry tenn of this Agleernent is deemed to be, or becomes invalid or rulenforceable. that

term shall be construed or deerned amended to confotm to applicable laras so as to be valid
and enforceable or, if it cannot be so construed or deemed to be arnended without altenng itt a

rnaterial way the intentions of the conffacting parties. that term shall be deleted autornatically

\
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Biosphere Clinical Research Fvt. Ltd.

iiom this Agleetnent and ti:e remainiler of this Agree*rent shall rernain in ftit fcrce a:rd
eft-ect

15. \.\TAIVER

15.1 Nu- n.aiver of any breach of anr." provisian ot-ti3is Agreeinert shali constilste a rvaiver of
anv prior. concunent or subsequent breach of any other prcvisions hereoi and no rvaiv'er
shall be effective utrless made in u,riting and signed by an authorized representative of the
relevant pafiy.

t6. LAW
16.1 This Agreement and all terms, provisions and conditions of the Research Project shall be
govemed bythe Laws inlndia and shall be subject to the exclusiye jurisdictionolthe coul-ts
in Mumbai" india.

17. NOTICES
17.1 Any notice given or pursuant to this Agreement ma,v be sent by hand or b1,'post or b;.'
registered post or by recorded delivery service or transmitted b-v-- email or other means of
telecommunication resulting in the receipt of a written communication in pennanent form and
if so sent or transmitted to the address of tlie party shown on the face of this Agreement, or to
such other address as the parly rnay by notice to the other have substituted therefore, shall be
deemed effectively given on the day when in the ordinary course of the means of
transmission it would first be received by the addressee in normal busioess hours.

18. AMENDMENTS
18.1 Notwithstanding any other provision of this Agpeement, this Agreement rnay be
amended only by an agreemeltt in writing signed by all of the pafties.

t-
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Biosphere Clinical Research Pvt. Ltd.

Signed for and on behalf of:

to Site Principal Investigator:

'. Rajendra Bohra
ahatma Gandhi Mission's Medical College and Hospital
-6 CIDCO, Aurangabad-43 1 003, Maharashtra.
rofessor& HOD acology:ofPharm

J

^sfl

Gandhi &'fission's Lledical Callege and Hospital l,i-6 CIDCO, Aulangabad43t0u3.
lra.

,4?<

Gandhi L,{ission's N{edical College and Hospital N , Aurangabad-431003,

'. Deepak Bhosle
fessor and HOD of

Professor & H.O'D'
Department of FharmacologY

MGM's [tlledical Collcge
Aurangabad'

Phannacologv

harashtra.
f to Biosphere Clinical

Clinical Research Pl't. Ltd.
iglland Corporate Cenffe, SB 02,03 & 04,

Floor, Near Kapurbawdi Junction,
4AA 6A7
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Biosphere Clinical Research Pvt. Ltd.

A]!{NE,\URE I

STATEi\{ENT OF WORK ORDER

Title of the study: Protocol No:CT-013-CeCI-2019;A Prospective, Single-center, Open
label. Randomized, Palallel-group. ActivecontrolledClinical Study to Evahute tlie Efficacy
and Safety of Cefpodoxime Proxetil 200 mg +Clavtlanic acid 125 mg versus Amoxicillin
500 mg + Clawlanic acid 125 rng in the Treatment of Patients with Upper Respiratorv Tract
Infections

Principal lnvestigatorand Site Payment-Per Patient cost is as follorvs:

Note l: The aLrove total payment is inclusive of Investigator Fees, Sub-Investigator Fees),
Subject Travel Reimbursement and lnstitutional Overlieads.

Note 2: Investigations and Laboratory Cost to be paid at actual

Note 3: CRC payment will be 6000lmonth fbr a period 4 months.

Nste 4: All the site paynetrts will be released upon rcceipt of original invoice sigrred by.
authorized signatcries.

l\ote 5: All the pa-vments made to the payee are subject to Tax Deducted at Source ('TDS) and
Goods and Services Tax (GST) as per the applicable existing rax laws in the country and
Biosphere wiil deduct the tax at the tirne of making the paytrents.

VisitNumber Total Per Yisit
icreening (Visit i ) 2000
landomizaticn (Yisit 2) 1000
freatment Period(Visit 3 ) 1000
lnd of Treafinent (Visit 4) 1500
Safety Foilow up (visit 5) 500

Total 6000

\0
t.-
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