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l. ExecutiveSummary

The model ClinicalTrial Agreement(mCTA)project providesa standardmodel contract for use
by clinicaltrial sitesand sponsorsin negotiatingclinicaltrial agreements.The mCTAis a direct
responseto recommendationsfrom the field for a standardclinicaltrial template agreement
that can help to streamlinethe negotiating processand expedite clinical trial start-up times,
especiallywhere the samecompanyis involvedwith sitesin multiple provincesand a master
agreementisnot in place.

The purposeof this report is to introduce the mCTAtemplate (Version8) and to describethe
consultationprocessthat informed its content. Version8 buildsup on the previousattempts to
developandintroducea modelcontractin Canadaandis a direct result of the CanadiarClinical
TrialsCoordinatingCentre (CCTCQ)genewal of the mCTAand its partnershipwith the CLEAR
initiative?.

Followinga meetingof mCTATeamCanada(seeAppendixA, pagel7) in Octoberof 2015,the
CCTCa@wited commentsvia a surveyon a new draft of the mCTAVersion6. The main goal of
the consultationwasto provide feedbackon the CLEARIausesand assesghe acceptabilityof
the overallmCTAThesecondarygoalwasto discusssomeimplementationitems suchasan e-
tool to allow for a standardizedrackingof Y/ ¢ !'u®,@ossiblemetricsto evaluatethe mCTA
and resulting potential indicators of performance and success. Following the survey
consultation,the CCTC@eld 4 openshousesfor a LJ2 y &taffiBoledin contractnegotiation
with the goalsof:

1 informingthem aboutthe progresson the mCTAand the CommonLanguagedcvaluation

andReconciliatioCLEARWitiative
9 obtainingtheir engagementndbuy-in for the mCTAand
1 identifyinganyimplementationobstacles

Overall,the resultsfrom the surveyconsultationrevealeda higher level of engagementacross
siteson the CLEARIauseg4.6out of 5) than the remainingitemsin the mCTA(3.9out of 5). On
the a LJ2 vy asRieNWhide feedbackto the survey was more reserved the open houses
demonstratedhighengagementind definite willingnessby the sponsordo championthe mCTA
to their respectiveglobaloffices.

! CommonLanguageEvaluationand Reconciliation CLEAR) the purposeof CLEARS to streamlinecontract negotiationsand
thereby acceleratesite initiations, leadingto increasedrecruitment timelinessand reduced study start-up costs. Improving
productivty by reducingcycletimesandaccelerating:linicalresearchwill allow industryto get new treatmentsin development
to patients faster without sacrificingquality. Thisinitiative benefitsall the stakeholderswithin industryt sponsors, CROsand
sites but mostimportantly patients.


http://www.cctcc.ca/
http://www.cctcc.ca/
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In general there wasagreementhat mutual buy-in andleadershipfrom both sponsorsandsites
would be essental and paramountto the succes®f the mCTAIn Canadaln addition, both the
respondentgto the surveyconsultationandthe participantsin the open housesfelt that having
an mCT Ae-tool would be useful,especiallyfor the collectionof metricsoncethe mCTAis in use.
Someof the proposedmetrics include speedof contract negotiation; the rate of use of the
mMCTAasis; andthe nature,reasonsandfrequencyof amendments.

The resulting mCTA (Version 8) was reviewed by an independent legal counsel - Lydia
Wakulowsky a partner in BordenLander Gervais(BLG)and a certified specialistin Health Law.
Thereview of the contract was done for the purposesof ensuringconsistencyof terminology
useanddefinitions,and clarifyingambiguouswvording.

Next steps include identifying and working with the early adopters of the mCTA(alreadyin
progress) developingrobust change managementand communicationstrategiesas well as
onlinerepositoryfor the mCTAande-toll enablingtrackingof adoptionmetrics.

There has been no shortageof consultation,goodwill, and due diligenceon the part of very
many committed individuals and organizationsacross Canada.The Canadianclinical trials
communitywill work to assessand ensurethe relevanceand viability of mCTAsothat it canbe
helpful in the goalsof expeditingclinicaltrial start-up times and bringing new and innovative
medicinesandtechnologiedo Canadiangsquicklyandassafelyaspossible.
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. Introduction:

[1.1. History of the mCTA:

ThemCTAhasbeendevelopedin responseo concerngaisedaboutthe lengthtime neededto

complete contract negotiations,particularlywhere the samecompanyis involvedwith sitesin

multiple provincesand a master agreementis not in place. Specificallyclinicaltrial sitesand
sponsorsnegotiating phase Il and phaselll clinical trial agreementshave noted the lack of

standardizationin clinicaltrial template agreementsare slowingdown the negotiationprocess
and the start-up times of clinicaltrials. Thishas complicatedthe processof bringing clinical
trialsto patientsand put Canadaat a disadvantageglobally.

Severalyearsago, membersof InnovativeMedicinesCanadathen Rx&D)and HealthCar€AN
(then ACAHO)with funding from CIHR developedthe original mMCTAbasedon a review of
existing contracts and the Councilof AcademicHospitalsof Ontario (CAHQ principles for
contractnegotiations.ThemCTAwaspilot tested in actualnegotiationswhich revealedcertain
processissuesand did not lead to widespreadadoption of the document However, one
pharmaceuticatompanydid adoptthe mCTAandis still usingit for their contracts.

Sitesin Quebecand British Columbiaadvancedthe mCTAby developingprovincialversionsof
the contract. A lawyerfrom St.a A O K IH&pit&lia Ontario combinedthe Quebecand British
Colombiaversions. These versionswere integrated into a subsequentversion which was
circulatedto all sitesin all provinces.Eachprovince provided consolidatedfeedbackthrough
their provincialbody or RegionalHealth Authority (RHA),consolidatingperspectiveson the
MCTAfrom multiple sites in individual provinces. The provincial comments were, then,
provided to Innovative Medicines/ | y | Riler@bérship for review and feedback. The
provincial feedback was integrated into mCTAVersion5 version which contains different
options for some sub-clausesfor different provinces.mCTAVersion5 marks the point where
the CCTC@ok overthe project.

Aroundthe sametime, the global offices of many of InnovativeMedicines/ | Y | Rémber
companieswere participatingin the CLEARNitiative (a TransCeleratesupported project) to
addressfive controversialclause3within clinical trial contracts. The purpose of CLEARS to
streamline contract negotiationsand thereby acceleratesite initiations, leadingto increased
recruitment timelinessand reduced study start-up costs. Improving productivity by reducing
cycletimesandacceleratingclinicalresearchis seenasallowingindustryto get new treatments

2 TransCelerat@ioPharmanc. is a non-profit organizatiorwith a missionto collaborateacrossthe biopharmaceuticatesearch
and developmentcommunity to identify, prioritize, designand facilitate the implementation of soluions to drive efficient,

effective and high-quality delivery of new medicines,improving the health of people around the world. The membershipof

TransCeleratels composed of leading pharmaceuticalcompaniesand research organizationsthat engagein innovative

discovery,developmentand manufacturingof new drugs. In addition to the CommonLanguageEvaluationReconciliation
(CLEARMN contractclausesthey currently haveseveralprojectsfocusedon improvingvariousaspectsof clinicaltrials including
clinicaldatatransparencyglinicaltrial diversificationandcommonprotocoltemplate.

3 Subjectinjury, Confidentiality IntellectualProperty,Publicationand Indemnification.
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in developmentto patients faster without sacrificing quality*. The CLEARclauseswere
presentedfor feedbackto clinicaltrial stakeholdes in North America.Thus,they were addedto
the mCTAwith the rationale to provide Canadianfeedback. The anticipated benefit of
integratingthe CLEARIausesn the mCTAclausess to increasethe incentivefor sponsorsto
considerusingthe mCTAIn Caradadue to its alignmentwith requirementsof their globalhead
offices.

[1.2. RecentDevelopments:

On October29", 2015,the CCTC®rought together representativesrom sitesacrossCanada

(in some casesprovincialclinicaltrial bodiesand N2) and sponsorsknownasW¢ St Yy | Rl Q
(see Appendix A, page 14) to review the mCTA,CLEAR:lausesand resulting provincial
feedback.The result of this meeting was mCTAVersion6. The Team Canadameeting was
instrumentalfor resolvingkey languageissuesin the mCTA some of which were provincially

based thuslargelyremovingthe needfor separateprovincialversions.

Followingthis meeting, in February2016, the CCTC@hvited commentsvia a surveyon the
MCTAVersion6 (seetable 1, p.5) and subsequentlyheld 4 openshousesfor a LJ2 ¥ &taffNR Q
involvedin contractnegotiations

MCTAVersion6 (seetable 1, p.5) usedfor the surveyconsultationand open housesdiffered

from previousversionsin that the CLEARIause3were providedasan alternativeto the same
mMCTAclauses.The survey consultation, which was circulated to both sites and sponsors,
included outstanding mCTAlanguageissuesas well as asked respondentsto comment on

possibleimplementationissues,the types of metrics that should be collected on the mCTA
oncein useandthe usefulnes®f technologyfor the mCTAmplementation.

* Thisinitiative is alsoseenasbenefitingall the stakeholderswithin industryt sponsorsCROsndsitess but mostimportantly
patients. TheCLEARIlausegepresentproposalsor the mostcontinuousclausesn clinicaltrial agreementsfrom
pharmaceuticaD 2 Y LJI globaodfi€esderivedfrom existingcontractlanguage.

° Subjectinjury, Confidentiality IntellectualProperty,Publicationand Indemnification
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Tablel ¢ Summary of mCTAVersions6, 7 and 8

Basedon previouswork of the CIHR InnovativeMedicinesCanadaHealthCar€AN CAHON2 and | Usedin the February,
provincialpartners 2016Survey
Consultation

mCTAVersion6 Includesthe feedbackirom TeamCanadaneetingin October2015

TheCLEARIausesare addedto the documentbut not incorporated
Basedon mCTAVersion6 Usedfor mCTAVersion
8

Includesthe feedbackfrom the February2016 SurveyConsultationand SponsorOpen Housesof
mCTAVersion7 2016.Thefeedbackthat leadto changef the contractisreflectedin annotations

The CLEARIauses(as of May, 2016) replacedthe respectivemCTAclauseswith exceptionof the
ClinicalTrial Participantinjury clause Both the mCTAand CLEARIausedor ClinicalTrial Participant
Injury areincluded.

Basedon mCTAVersion7 and Version6 ThelatestmCTAVersion

mCTAVersion8 Changesmade basedon the feedbackfrom the February2016 SurveyConsultationand Sponsor Attached,AppendixD,
OpenHousesf 2016. pagel8

The CLEARIauses(as of May, 2016) replacedthe respectivemCTAclauseswith exceptionof the
ClinicalTrial ParticipantInjury clause.Basedon the feedbackreceivedduring the open houses,an
edited ClinicalTrial ParticipantInjury clauseis beingincluded It includesthe wording of the CLEAR
clauseasa whole andthe languageaegardinginsurancefrom the mCTAclause.

Version8 wasalso reviewedby anindependentlegalcounsel(seepagesl 1 for more information)



http://www.cihr-irsc.gc.ca/e/193.html
http://innovativemedicines.ca/
http://www.healthcarecan.ca/
http://caho-hospitals.com/
http://n2canada.ca/
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[ll.  SurveyConsultation

Releasedn February2015,the surveyquestionnairewasdeveloped to assesdive dimensions
of the mCTAVersion6:
1) The identity of the respondentin terms of whether a site or a sponsorwas
responding
2) The perspectiveof the respondentin terms of whether the responsewas a
personalopinion,organizationalandor multi-organizationaperspective
3) Theextentto whichthere wasagreementon the CLEARIauses
4) The extentto whichthere wasagreementon the fullmCH®, and
5) Adviceon avarietyof implementationandmeasuremenissues.

It was alsodecidedthat as budgetscontribute to contract delays,the intention would be to
work on this asa next step by forminga CCTCE€airMarket Value(FMV)WorkingGroup(WG).
Theresultswere tabulated by the CCTC@nd the mCTACoreWG and expertsmet to discuss
the implications.

1. Responseseceived:
Atotal of nineteendistinct surveyconsultationresponsesvere received.Of the 19 responses,
6 responseswere from large pharmaceuticalcompanies.On the site<side, 4 of the 13 site
responseswere collective responses from Clinical Trials Ontario (CTO) British Columbia
ClinicalResearchnfrastructureNetwork (BCCRINand EasternRegionaHealth Authority and
Memorial Universityof Newfoundlandthat consolidatedthe perspectivesof a numberof sites
within their respectivejurisdictions.The4™ collectiveresponsewasreceivedfrom alaw firm in
Quebec(Norton Rose)which represent a number of sitesin the province. Three additional
responsescovered the major clinical trial sites in Nova Scotia, and New Brunswick.The
remaining 6 responseswere from the University of Manitoba, Cancer Care Manitoba,
Universityof Calgaryin Alberta, 1 site from Quebecand 2 siteswithin Ontario that choseto
provide an organization specific, rather than collective response.The total site response
therefore includedperspectivesrom 41 sites It hasto be pointed out that not 19 respondents
provided answersto all questions.Followups were madeto ensurethat responseswvere not
omitted by accidentor due to technicalreasons.A full list of all respondersis availablein
AppendixB, pagel8.

2. Nature of responsegeceived:
Respondentwvere askedto indicate whether their responsereflected a professionalopinion,
anorganizaionalresponsepr the consensusf multiple organizations
1 Forthe pharmaceuticatompaniesall 6 responsesvere organizationatesponses.
9 From the sites, a significantnumber of responsescame in as consersus-based

responseshrough CTO(ON) BCCRINBC) EasternRegionaHealth Authority and
Memorial Universityof Newfoundland(NF)and Norton Rosg(Quebec)

6
. Tel/Tel: (613)233-2345
Aol .cctcc.ca | mfo@cc’rcc.co 116 rue Albert Street, Suite/Bureau 500, Ottawa, ON, Canada K1P 5G3 .



/S

C C TC c C C C E C STRENGTHENING CLINICAL TRIALS FOR CANADIANS
’ RENFORCEMENT DES ESSAIS CLINIQUES POUR LES CANADIENS
~ Canadian Centre canadien
Clinical Trials de coordination
Coordinating Centre des essais cliniques

3. Reviewof the CLEARIauses:
Respondentsvere askedto reviewthe provided CLEARIauseswith proposededits from Team
Canada(see AppendixA, page 17) and to rate their acceptabilityon a five-point Likert scale
where 5 washighestacceptability.Where scoreswere lessthan 5, respondentswvere askedto
explainthe issues.

1 The six pharmaceuticalicompaniesrated the acceptability of these clausesa 3.2

out of 5 with scoresrangingfrom 2 to 4 for a variety of different reasons.Many
indicatedinterestin further discussion.

1 Onthe sitesside, the level of acceptabilityof the CLEARIausesvas4.5 out of 5.

Theresponsedrom the sitesindicatedagreementin principle, but focusedareas
that neededfurther clarification,correctionand cleaningup in terms of definitions
andterminology.

4. Reviewof the full mCTAVersion6:
Thereviewof the full mCTAaskedrespondentgo considerthree questions

1)
2)

3)

Are the original mCTAor the CLEARclausesa more acceptable manner of
addressingssuegelatedto ClinicalTrialParticipantinjury?
Is the clauseon termination in the mCTAacceptablesince meeting discussions

wereinconclusiveon this topic?, and
Whatisthe levelof acceptabilityof remainingmCTAclause®

Qinical Trial Participantinjury clause Therewasno consensugrom either the site

or sponsor responseson whether the CLEARor original mCTAclausesbetter
addressecconcernsin this area(an evensplit of 509%650%) The outstandingitems
are:
o what to do when adversestudy related eventsoccurthat are
not dueto negligence and
o the needfor clarifyingthe relevantpayersandsettings.

Terminationclause The surveyagainshowed mixed results. The sites feel some
protection is neededif a trial hasto be terminated, and pharmaceuticatompanies
feel that a site terminating for unclear reasonscould derail the trial and create
major costimplications

Overallacceptabilityof the mCTAVersion6: Of the 16 responsedo this question

the 11 site responsedo this questionrated the mCTAasa 3.9 out of 5 (average
rating) in terms of acceptability while the 5 sponsorswho respondel to this

guestion,rated it 2.4 out of 5 (averagerating). Further, the consensusn 3 of the 4

consolidatedsite responsesvas 3 out of 5; the 4™ gavea scoreof 5 out of 5. The
sites that provided individual responsestended to rate the acceptabilityof the

mCTAhigher. Additionally, it should be noted that the collective responsefrom

7
. Tel/Tel: (613)233-2345
Aol .cctcc.ca | mfo@cc’rcc.co 116 rue Albert Street, Suite/Bureau 500, Oftawa, ON, Canada K1P 5G3 .
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Ontario provided substantive feedback regarding areas such as privacy which
informed mCTAVersion8.

5. Usefulnesof an electronictool for the mCTA:
Respondentsvere askedto comment on whether they would find an electronictool for the
mCTAuseful.In general both sponsorq3 out of 5) and site respondentg4 out of 5) felt that an
electronictool couldbe usefulif:
1 Thelanguageof the contractwassolidified,and
1 Thefunctionalityand purposeof the tool wasclarified

6. Implementationquestionsrelated to the mCTA:
Respondentsvere askedto commenton implementationissuesrelatedto the mCTACommon
themesincluded
1 thedifficulty of implementationasthere is no mandatoryrequirementto useit
9 the role of sponsordn promoting use of the contracti.e. of companiesbuyinginto
this, aswell asthe importanceof uptakeon behalfof the sites
1 the importance of a website or platform, where users could engagein dialogue
regardingthe contract
1 the need for a changemanagement strategy and communicationmaterials that
would bring highervisibility to the initiative
1 awarenessthat the mCTAimplementation will be a gradual processrequiring
patience perseverancend consistencyand
1 the need for creating a culture or community of practice around the use of the
mCTA which would recognize early adopters and provide a mechanism for
continuousimprovement.

7. Measurement:

Respondentsvere askedwhich metrics they would like to see collectedabout the use of the
mCTAand/or the processof clinicaltrial contracting.Generally,the three most frequently cited
metricswere:

1 frequencyof mCTAuse

1 speedof contractfrom languageagreementto signroff, and

1 frequencyandnature of negotiatedchanges/amendments.
Severalrespondentsnoted that it would be important to have a continuous improvement
approachandlongterm evaluationplanin place

Parallelto the surveyconsultation,the CLEARNitiative clausereview was taking place. The
commentscollected as part of the February2016 survey consultation,were provided along
with other feedbackthat the CLEARcore team received from various stakelolders, and

informed the CLEARanguageof May 20, 2016. It hasto be pointed out that not all feedback
resultedin alterationsof the CLEARanguageas some commentscould be addressedwithout

makingsuchchanges.

8
. Tel/Tel: (613)233-2345
Aol .cctcc.ca | mfo@cc’rcc.co 116 rue Albert Street, Suite/Bureau 500, Oftawa, ON, Canada K1P 5G3 .



/S

Pu

C C TC c C c C E C STRENGTHENING CLINICAL TRIALS FOR CANADIANS
’ RENFORCEMENT DES ESSAIS CLINIQUES POUR LES CANADIENS
Canadian Centre canadien
Clinical Trials de coordination
Coordinating Centre des essais cliniques

OpenHouses for Sponsors

The four open houseswith a LJ2 Yy &s®&fNfRoR place subsequentlyto the 2016 survey
consultationover the courseof 4 months from Juneto Septemberof 2016 with additional
feedbackbeingprovideduntil Octoberof 2016 The keygoalswereto:

ensurethat the right stakeholderdrom the a LJ2 y 8ide &ldp@articipating

elicit more robustfeedbackirom the sponsorside

educateabout the CLEARommonLanguageEvaluationand Reconciliation)nitiative
(TransCeleratsupported project) which will be coming to the Canadianoffices of
TransCeleratenembercompaniesand

w gaugea LJ2 y argjdg@énenandbuy-in of the mCTA.

eee

Themain goalswere to elicit more robust responsefrom sponsorsand identify key barriersto
the implementationof the mCTAThe open houseswere attended by staff of the majority of
big pharmaceuticatompaniesconductingclinicaltrials in Canadaand elicited unprecedented
to date participationandinterestin the mCTAnitiative from pharmaceuticatompanies.

Alongwith an overview of the mCTAand its history to date, the format of the open houses
consistedof clauseby-clausereview of the mCTAdocumentaswell asthe questionsaskedin

the surveyconsultation. Theimportanceof focusingon major issuesand barriersin the mCTA
languageand on compromiseinsteadof preferencesand Wy #0kS Géh@uage was strongly
emphasized.

. Participants and nature of feedbackreceived:

The open housesfor sponsorcompanieswere attended by closeto 30 individualsinvolvedin
contract negotiation and comprised representatives from legal, clinical operations and
contracting from the majority of big pharmaceuticalcompaniesconductingclinical trials in
Canada.A full list of the companieswhose staff attended the open housesis availablein
AppendixC,pagel?.

All openhouseparticipantsexpressedheir opinionsbasedon the contractnegotiationpractices
of their respectivecompanies.In some cases participantsprovided additional feedbackfrom
internal consultationswith other staff anddepartments,aswell astheir globaloffices.

Reviewof the CLEARlausesand the full mCTAVersion6:

Thefeedbackreceivedfrom the open housesechoedto a large extent that receivedfrom the
survey consultation. The review of the CLEARlausesprovided an excellent opportunity to
further educatesponsorsstaff aboutthe CLEARitiative andin somecasedo put themin touch
with their companyrepresentativedo the CLEARommittee. The Subjectinjury Clauseelicited
the most discussion.The a LJ2 y &tafiNdBeferred the wording of the CLEARSubjectinjury
clauseas a whole and the languageregardinginsurancefrom the mCTACLEAFRSubjectinjury
clause.

9
. Tel/Tel: (613)233-2345
Aol .cctcc.ca | mfo@cc’rcc.co 116 rue Albert Street, Suite/Bureau 500, Ottawa, ON, Canada K1P 5G3 .
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Thefeedbackreceivedto the full MCTAdid not revealany majorissueswith the mCTAanguage.

3. Implementation questionsrelated to the mCTA:
Regardingthe implementation of the mCTA, the open house participants stressed the
importanceof severalvariablesthat, in their opinion, are vital to the implementationsucces®f
the mCTA:

1 Collaborationbetween sites and sponsorsas well as between different sitesto break
down existingsilos.

1 Theneedfor any consensusegardingthe useof the mCTAmadeat the leadershiplevel
to reachthosesitting at the negotiationtable.

1 Robust change managementand communication strategies, including keeping the
ongoing dialogue about the use of the mCTArecognizingthat its comprehensive
implementation will take time and will require changingthe culture of contract
negotiationin Canadaln orderto facilitate this processand ensureongoingmutual buy-
in, the creation of a crossfunctionalimplementationteam composedof sponsorsand
sites/institutionswasproposed.

1 Creationof a sponsorspecifictool kit to enable Canadiarsponsorstaff to presentand
advocatethe mCTAo their respectiveglobaloffices

4. Measurement:
Likewise,the participants at the open housesstressedthe importance of tracking metrics
relatedto the implementationof the mCTAand especiallydeviationfrom the mCTAfrom either
side,i.e. either sponsoror sites/institutions. Furthermore,they recommendedusingthe initial
implementationmetricsto arguein favourof wider and continueduseof the mCTA.

5. Usefulnesof an electronic tool for the mCTA:
Giventhe feedbackprovidedregardingtrackingmCTAimplementationmetrics, the availability
of anelectronictool enablingthe collectionof suchmetricswasconsideredmportant.

V. Discussion

The feedbackreceivedfrom the surveyconsultationand the open houseswas incorporatedin the
MCTAVersion8. Oneof Y/ ¢ !T€atnCanadanembers,who is alsoa Canadiarrepresentativeon the
CLEARNitiative, presentedthe gatheredfeedback.During the discussionof the survey results, the
CLEARcommittee introduced modifications to the CLEARclauses These modificatiors strongly
resonatedwith the feedbackprovidedby the surveyconsultation. Thus,mCTAVersion8 alsoincludes
the final versionof the CLEARIauseqfrom May 2016) with exceptionof the ClinicalTrial Participant
Injury clausewhich includesthe wording of the CLEARIlauseas a whole and the languageregarding
insurancefrom the mCTAclause.

Overall the resultsfrom the surveyconsultationrevealeda higher level of engagementicrosssiteson
the CLEARIauseq4.6out of 5) thanthe remainingitemsin the mCTA3.9out of 5). Onthea LJ2 y a 2 NA Q

10
. Tel/Tel: (613)233-2345
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side,while feedbackto the surveywasmore reserved the openhousesdemonstratedhighengagement
anddefinite willingnesgo championthe mCTAo their respectiveglobaloffices.

In general,it wasfelt that mutual buy-in andleadershipfrom both sponsorsandsitesis essentiako the
succes®f the mCTAIn Canadaln addition, both the respondentsto the surveyconsultationand the
participants in the open housesfelt that having an mCTAe-tool would be useful, especiallyfor
collectionof metricsoncethe mCTAs in use.Someof the proposedmetricsincludespeedof contract
negotiation;the rate of use of the mCTAasis; andthe nature,reasonsandfrequencyof amendments.

VI.  FinalLegalReview

CCTCCetained the servicesof independentlegal counselto review mCTA(Version8) in order to

ensure consistencyof terminology use and definitions, and clarify ambiguous wording. Lydia
Wakulowsky,a partner in Borden Lacdher Gervais(BLG)was selectedby CCTCCLydiais a certified
specialistin Health Law with experiencein reviewing agreementsfor institutions/sites as well as
industry. Lydiaprovidedclarificationsin the mCTAlanguageregardingthe responsibilitiesof principle

investigatorseparatefrom those of the institution aswell asthe languageto allow either the sponsor
or a CRObe party to the mCTABasedon [ & R Advice it was decidedthat the dollar valuesof the

Insurancerequirements(Sections.4, Clauseb) should be left asfillable fieldsin the mCTAgivenstudies
will have different risk profiles and the insurancerequirementsof institutions or sponsorsmay vary
accordingly.

VIlI. Nextsteps
Thefollowing next stepswere identified asresult of the surveyconsultationand openhouseseedback:

V Robustchange managementand communicationstrategies,including keeping the ongoing
dialogueabout the use of the mCTAand recognizingthat its comprehensivemplementation
will take time and require makingchangego the culture of contractnegotiationin Canadaln
order to facilitate this processand ensure ongoing mutual buy-in, the following actionsare
beingplanned

1 work with early adoptersfrom both the sponsorand site sidereadyto usethe mCTA
andprovidefeedback
1 creation of a crossfunctional implementation team comgprised of sponsorsand
sites/institutions,and supportedby the CCTC® providesupportto the earlyadopters
of the mCTA
9 creation of a crossfunctional changemanagementteam comprisedof sponsorsand
sites/institutions, and supported by the CCTC@ handle feedbackprovided to the
mCTAand plansfor future reviews

webinarscommunicatingorovidingpertinent mCTAbackground

the currentstatusand next stepsfor the mCTAand

continuation of communicationwith the CLEARbroject via the 2 mCTACore WG

memberswho are a part of the CLEARommittee.

11
. Tel/Tel: (613)233-2345
Aol .cctcc.ca | mfo@cc’rcc.co 116 rue Albert Street, Suite/Bureau 500, Ottawa, ON, Canada K1P 5G3 .

= =4 =



C C TC c C C C E C STRENGTHENING CLINICAL TRIALS FOR CANADIANS
’ RENFORCEMENT DES ESSAIS CLINIQUES POUR LES CANADIENS
~ Canadian Centre canadien

Clinical Trials de coordination
Coordinating Centre des essais cliniques

V Developmenbf an online presenceandrepositoryfor the mCTAncluding:
1 mCTApageonthe CCTC@ebsitewhichwill housethe mCTAwork in progressandall
materialsrelatedto it
1  mCTAe-tool whichwill:
0 Providean easymeansto accessand usethe mCTAto all stakeholder(beyond
earlyadopters)acrossCanadandinternationally
0 Trackmetricssuchas:
A time from contractideationto executiori speedof contract
negotiation
rate of useof mMCTA
rate andnature of amendmensto mCTAand
suggestecamendmentdor the periodicreviewof the mCTA
facilitate collectionof feedbackprovidedby usersfor the purposes
of regular reviews of the mCTA(at a set time period basis)to
modify as appropriate and keep the clausescurrent in case of
legislativechanges.

v v
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12. Marie-LuceFortier ¢ LegalCounsel CHUSainte JustineResearciCentre

13. OlgaFarmang AssociateNorton RoseFulbright

14. Mark Maxwell¢ LegalCounsel Corporate& CommerciaLaw(ClinicalTrials),Alberta Health
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APPENDIEB

Listof Respondentgo the 2016 CCTC@CTASurveyConsultation

SponsorRespondents:

ServierCanaddnc.
SanofiAventisCanaddnc.
HoffmannLaRochelimited
AmgenCanaddnc.

Bayerinc.
Boehringerngelheim(Canada)-td.

=A =4 =4 =8 -8 =9

SiteRespondents:

CollectiveResponses:
1 BCCRIfor the followingsites:

BCCancerAgency

Childand FamilyResearchnstitute
FraserHealthAuthority

IslandHealth Authority
ProvidenceHealthCareResearchnstitute
TheUniversityof BritishColumbiaand
VancouvelCoastaHealthResearchnstitute

O O0OO0OO0OO0OO0OOo

1 CTJor the followingsites:

0 Sunnybrook
TrilllumHealthPartners
TheHospitalfor SickChildren
HumberRiverHospital
Queen'sUniversity
HamiltonHealthSciences
ThunderBayRegionaResearch
Institute
OHRI
BruyereResearchnstitute
o CHEO

O OO0 O0Oo

o O

o Baycrest

O OO0OO0OO0OO0OO0OOoOOo

StMichaelsHospital

Mount SinaiHospital
Montfort Hospital

2 2 Y S ¢@légeHospital
North RegionaHealth
LawsorResearchnstitute
HaltonHealthcare
MarkhamStouffvilleHospital
HollandBloorview
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1 Norton RoseFulbrightCanada; a legalpracticerepresentinghealthinstitutions,including CHUSte
Justinejn the provinceof Quebeawith a mandatefrom the Quebechealthministryto actasthe
liaison

1 EasternRegionaHealthAuthority and MemorialUniversityof Newfoundland

IndividualResponses:

NovaScotiaHealthAuthority
IWKHealthCentre
HorizonHealthNetwork
CancerCar#&lanitoba

Universityof Manitoba
TheResearchnstitute of the MUHC
CambridgeMemorialHospital
RoyalOttawaHealthCareGroup
Universityof Calgary

=4 =4 -8 -4 -8 _98_°a_°a_-2
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Listof sponsorcompaniesrepresentedat the 2016mCTAOpenHouses

V Abbvie

V Amgen,

V Astellas

V AstraZeneca
V Bayer

V Boehringeringelheim

V EliLilly

V Janssen

V Merck

V Pfizer

V PurduePharma

V HoffmannLaRochelimited

V Sanofi

www.cctee.ca | info@cctec.ca

Tel/Tél: (613)233-2345

116 rue Albert Street, Suite/Bureau 500, Oftawa, OM, Canada K1P 5G3
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mCTA DRAFT VERSION 8.0
May 2017

MODEL CLINICAL TRIAL AGREEMENT
FOR PHARMACEUTICAL INDUSTRY SPONSORED,PHASE [l or Ill]
MULTI -SITE DRUG TRIALS

Clinical Trial Code:

Clinical Trial Name:

Final Protocol Date or Version or
InvestigationaProductNumber:

Number of Clinical Trial Participants
to berecruitedfor the Clinical Trial:
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This Clinical Trial Agreement is made as of this day of , 20 between
and among:
[Insert Institution's name], having its principal place of business at [ | nser t Il nstitu
address]
- And -

Dr. [Insert Principal Investigator's name and address]
- And -

CHOOSE CONTRACTING PARTY and delete other reference (where CRO is party consider
adding Sponsor Power of Attorney or similar Exhibit):

[Insert Sponsor's name] having its principal place of businessat[ | nsert Sponsords adc
OR

[ nsert CRIdirg itsppanoimal place of businessat[ i nsert CRO6s addr ess]
(Each a,amPlarctoyd ectively the APartieso)

BACKGROUND

Institution is an organisation engaged in the diagnosis, treatment and prevention of disease and/or

clinical research for the improvement of healthcare, and has the facilities and Study Personnel

necessary to conduct the Clinical Trial.

Investigator has reviewed information regarding the Investigational Product and the Protocol for

the Clinical Trial and wishes to conduct the Clinical Trial and to supervise the Study Personnel at

the Clinical Trial Site.

Sponsor is a pharmaceutical company involved in the research, development, manufacture and

sale of medicines for use in humans and wishes to contract with Institution and Investigator to

undertake the Clinical Trial.

[delete if not applicable: CRO is a clinical research organization engaged by Sponsor to provide
it with research support services].

NOW THEREFORE, FOR VALUE RECEIVED, the Parties agree as follows:
1. DEFINITIONS
In this Agreement, the following capitalized words and phrases have the following meanings:

1.1 fAgreemento means this clinical t r attached agr e e
appendices, as amended or restated from time to time;

20
. Tel/Tel: (613)233-2345
Aol .cctcc.ca | mfo@cc’rcc.co 116 rue Albert Street, Suite/Bureau 500, Oftawa, ON, Canada K1P 5G3 .



<Y,

Pu

&

CCTCC ccc Ec STRENGTHENING CLINICAL TRIALS FOR CANADIANS
’ RENFORCEMENT DES ESSAIS CLINIQUES POUR LES CANADIENS
Canadian Centre canadien

Clinical Trials de coordination
Coordinating Centre des essais cliniques

1.2

13

1.4

15

1.6

1.7

1.8

1.9

fApplicable Lawd means al | of the statutes,
including the Food and Drugs Act (Canada), the Food and Drug Regulations,
Regulatory Authority rules and guidelines, ICH GCP, and federal and provincial
privacy and data protection laws, that apply to the conduct of the Clinical Trial,
all as amended or restated from time to time;

fAuditor/Monitord me a nepresentative of [choose Sponsor or CRO to
match contracting party] authorised to carry out a systematic review and
independent examination of Clinical Trial-related activities and Clinical Trial
Documentation to determine whether the Clinical Trial-related activities,
including the collection and recording of Clinical Trial Data, were conducted,
analysed and accurately reported in accordance with the Protocol, and the
applicable regulatory requirements, and to conduct source data verification;

fClinical Trialdo means the investigation to
Investigator in accordance with the Protocol and this Agreement;

regu

be

co

fClinical Trial Datab means dat a, resul t s, infor mat.

processes and methods (whether patentable or not) resulting from or
developed by Investigator or Study Personnel in the performance of the Clinical
Trial, but excludes all Personal Information and medical records;

fClinical Trial Documentationd0 means al | records,

data, ethics communications (submission, approval and progress reports)
collected, generated or used in connection with the Clinical Trial that are not
Clinical Trial Data, whether in written, electronic, optical or other form, including
all recorded original observations and notations of clinical activities such as

accoul

case report forms (ACRFsoO) o r-C ReH sedc)t,r otnh &

Protocol, Investigator6 8rochure, and all other reports and records necessary
for the evaluation and reconstruction of the Clinical Trial, but excludes source
documents and records of Personal Information and medical records, which
shall remain the confidential and proprietary property of Institution;

fClinical Trial Named6 means the acronym or short

page of this Agreement;

fClinical Trial Participantd means an individual who i

consented or, where applicable, whose legal representative has consented on
behalf of the Clinical Trial Participant, to participate in the Clinical Trial;

fConfidential Informationd means the confidential and proprietary information
of Sponsor and includes: (i) all information disclosed by or on behalf of Sponsor
concerning the Clinical Trial to Institution, Investigator or Study Personnel, all
pre-existing Intellectual Property of Sponsor, all Sponsor Intellectual Property;
and (ii) Clinical Trial enrollment information, information pertaining to the status
of the Clinical Trial, communications to and from a Regulatory Authority, and
information relating to the regulatory status of the Investigational Product.
Confidential Information shall not include information that: (a) can be shown by
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1.10

1.11

1.12

1.13

1.14

1.15

1.16

1.17

1.18

documentation to have been public knowledge prior to or after disclosure by or
on behalf of Sponsor, other than through wrongful acts or omissions
attributable to Institution, Investigator or Study Personnel; (b) can be shown by
documentation to have been in the possession of Institution, Investigator or
Study Personnel prior to disclosure by or on behalf of Sponsor, from sources
other than Sponsor without restriction as to use or confidentiality; (c) can be
shown by documentation to have been independently developed by Institution,
Investigator or any Study Personnel without reference to the Confidential
Information; or (d) can be shown by documentation to have been received from
a third party that did not have an obligation of confidentiality to Sponsor
[include if applicable: or CROJ;

[include if applicable: CRO0 me Ansest name], which has been retained
by Sponsor to provide research support to Sponsor];

fEffective Date0 means t he dat e, aosétoutdnithe firshppagee e me n t

AAICH GCPO means Il nt er nat i élarmohisatorm®obdeClirecal c e

Practice, as amended or restated from time to time;

fincludingb means including without | imitat:i

finspector0c means a person, acting on behal

conducts an official review of the Clinical Trial Documentation, facilities, and
any other resources or records related to the Clinical Trial and located at the
Clinical Trial Site that the Regulatory Authority deems appropriate;

finstitutiond me [@nsest name];
finvestigatordo me HEnsert name], the person primarily responsible for the

conduct of the Clinical Trial at the Clinical Trial Site and the supervision of the
Study Personnel;

i nvestigat ordod smeBrnec haurdo c ument cont ai

clinical data on the Investigational Product that are described in section
C.05.005(e) of the Food and Drug Regulations (Canada);

fintellectual Propertyd means patents, trademarks, trade names, trade
secrets, service marks, domain names, copyrights, rights in and to databases
(including rights to prevent the extraction or reutilization of information from a
database), design rights, topography rights and all rights or forms of protection
of a similar nature or having equivalent or the similar effect to any of them,
which may subsist anywhere in the world, whether or not any of them are
registered, including applications for registration of any of them, and includes
all and any technical and other information which is not in the public domain
(other than as a result of a breach of confidence), including information
comprising or relating to concepts, discoveries, data, designs, formulae, ideas,
inventions, methods, models, procedures, materials, substances, designs for
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experiments and tests and results of experimentation and testing, processes,
specifications and techniques, laboratory records, clinical data, manufacturing
data and information contained in submissions to regulatory authorities,
whether or not protected by intellectual property rights or any applications for
such rights;

1.19 Anvestigational Productd means the drug and the cont.
in the Protocol;

1.20 Master Fileo means t he f i | &vestigator ncontainingetie by
documentation specified in ICH GCP;

1.21 Materialso means any seftyard, pnateriald, documents, data,
information (including Clinical Trial Data, Clinical Trial Documentation,
I nvestigator 6s Br oc h uexchudes Invdstigatioral PPductt oc ol ,
and biological materials) supplied by, or on behalf of, or purchased at the
expense of, [choose Sponsor or CRO to match contracting party] in
connection with the Clinical Trial;

1.22 fPersonal Informationd means any information that [
referable to an individual and protected by Applicable Law;

1.23 fProtocold0 means the document describing the C
available by separate cover and is signhed by Investigator and approved by the
REB), and any amendments thereto to which the Parties may from time to time
agree in writing and which are approved by the REB and applicable Regulatory
Authority;

1.24 fPublicationd me a publication, abstract or presentation, whether written,
electronic, oral or audio-visual, related to the Clinical Trial;

1.25 fRegulatory Authorityo me a mys nat@nal, supranational or other
governmental or regulatory body that has power to regulate the conduct of the
Clinical Trial at the Clinical Trial Site;

126 fMRREBO means an independent, institutional,
research ethics board or committee authorized by Institution as the research
ethics board of record for the Clinical Trial, the responsibility of which is to
protect the rights, safety and well-being of Clinical Trial Participants in the
Clinical Trial, including reviewing and approving the Protocol and any
amendments thereto, the suitability of Investigator, the Clinical Trial Site,
Clinical Trial Participant recruitment materials and informed consent forms;

1.27 fRetention Periodd0 means 25 years foll owiomtlie t he ¢
earlier termination of this Agreement;

1.28 fBSponsoro means [insert name], which is responsible for the initiation,
management and financing of the Clinical Trial;
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1.29 fiBSponsor Intellectual Propertyd  me allnirgtellectual Property arising from
and relating to the Clinical Trial, including the Clinical Trial Data and Clinical
Trial Documentation, the Investigational Product (including its formulation and
use alone or in combination with other drugs), the Protocoland | nvesti gat
Brochure, but excludes: (i) any clinical procedures or other processes or
procedures relating in general to the conduct of clinical trials and any
improvements thereto that are the procedures of Institution; (ii) copyright in
Publications made by Institution or Investigator; and (iii) patient medical
records.

1.30 fBtudy Personneldincludes any researchers, scientists, technicians and other
individuals employed by Institution, or any sub-investigators, agents,
consultants or affiliates of Institution, engaged in any aspect of the Clinical
Trial, but excludes Investigator;

131 ffermd has the meaning gilalen to it in Subse:«

1.32 flimelinesd0 me @& dates set out in Appendix Il, as may be amended or
restated from time to time in accordance with Subsection 16.1, and Timeline
shall mean any one of such dates; and

1.33 Alrial Site(s)0 means any pr e mi thee Rarties,arpwhiclothee d by
Clinical Trial will be conducted.

2. INVESTIGATOR AND INSTITUTION

2.1 Investigator represents and warrants that Investigator holds the necessary
qualifications and has the necessary expertise, time and resources to conduct
the Clinical Trial, and that the terms of this Agreement are not inconsistent with
any other contractual or legal obligations that Investigator may have, or with
Institutiond s policies or procedur es, or the p
institution or company with which Investigator is associated. Investigator shall
during the Term: (i) remain a member in good standing of the applicable
College of Physicians and Surgeons (without any terms, limitations or
conditions); (ii) remain a member of the Canadian Medical Protective
Association, or have equivalent professional liability insurance coverage; and
(i) promptly notify the other Parties in writing if such status changes during the
Term.

2.2 Investigator shall oversee the performance of the obligations of the Study
Personnel as set out in this Agreement.

2.3 Each of Institution and Investigator represents and warrants that it, he or she is
not currently using, and shall not knowingly use, the services of any individual
in connection with the conduct of the Clinical Trial, including Investigator, who
is debarred, proposed for debarment, otherwise disqualified or suspended from
performing a clinical study, or otherwise subject to any restrictions or sanctions
by any Regulatory Authority or research ethics board with respect to the
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2.4

2.5

2.6

performance of scientific or clinical investigations. Institution and Investigator,
as applicable, shall notify [choose Sponsor or CRO to match contracting
party] upon becoming aware of any such debarment, proposal for such
debarment, disqualification or suspension during the Term and for three years
thereafter.

Each of Institution and Investigator makes no representations or warranties
regarding the Clinical Trial results or Clinical Trial Intellectual Property,
including any representations or warranties regarding any merchantability of
the Clinical Trial results or Clinical Trial Intellectual Property or fitness of the
Clinical Trial results or Clinical Trial Intellectual Property for any particular
purpose.

The compensation paid under this Agreement shall be fair market value for the
services provided under this Agreement, and no payments shall be provided for
the purpose of inducing a Party (including anyone i n or under
employment, direction or control) to purchase or prescribe any drugs, devices
or products. In addition, Institution and Investigator shall not (i) bill any patient,
insurer or governmental agency for any items, visits, services or expenses
provided or paid for under this Agreement, or (ii) provide any money or item of
value to any government official or representative to improperly influence
government actions in respect of the Clinical Trial. If at any time during the
Term or during the two years thereafter, Investigator is a member of a
committee that sets formularies or develops clinical guidelines, Investigator
shall disclose to the committee the nature and existence of his or her
relationship with [choose Sponsor or CRO to match contracting party].
Institution and Investigator shall obligate any Study Personnel to do the same.

Institution and Investigator expressly consent, and agree to obtain express
consent from any Study Personnel, to authorize the collection, processing, and

t hat

transfer of such individual 6s personal
i ndividual 6s own country, even though dat

developed there, for the following purposes: (i) the conduct and interpretation of
the Clinical Trial; (ii) review by governmental or regulatory authorities; (iii)
satisfying legal or regulatory requirements; (iv) publication on
www.clinicaltrials.gov and websites and databases that serve a comparable
purpose; and (v) storage in databases for use in selecting sites in future clinical
trials.

3. CLINICAL TRIAL GOVERNANCE

3.1

Institution acknowledges that it has been selected for the purpose of this
Agreement because of its resources. Investigator acknowledges that
Investigator has been selected to conduct the Clinical Trial because of his or
her experience, expertise and access to resources. Institution and Investigator
each acknowledge that they have not been selected by [choose Sponsor or
CRO to match contracting party], in any way, as an inducement to, or in
return for, past, present or future prescribing, purchasing, recommending,
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using, obtaining preferential formulary status for, or dispensing any of,
Sponsor6s product s.

3.2 In accordance with Applicable Law, [choose Sponsor or CRO to match
contracting party] shall:

a. promptly notify Investigator, Institution, and the Regulatory Authority of any
information that could affect adversely the safety of Clinical Trial
Participant s, i mpact the conduct of t he
approval of the Clinical Trial; and

b. expedite reporting to Investigator, Institution, the data safety monitoring
board (if applicable) and the Regulatory Authority of all adverse drug
reactions that are both serious and unexpected in accordance with the
Regul atory Authesrityds requiremen

3.3 If Institution or Investigator has concerns about information provided by
[choose Sponsor or CRO to match contracting party] under Subsection 3.2,
Institution or Investigator shall contact Sponsor. If Sponsor does not make a
report under Subsection3.2 af t er receiving Il nstitutio
concerns as set out in this Subsection 3.3, Institution or Investigator (or both of
them together) may make such a report, provided that Institution or Investigator
provide a copy to Sponsor at least two business days before making the report.

34 The Parties shall promptly meet to resolve any conflict between this Agreement
and the Protocol; and if the conflict involves:

a. the administration or use of the Investigational Product, the rebuttable
presumption shall be that the Protocol prevails; or

b. any other matter, the rebuttable presumption shall be that the Agreement
prevails.

4.  OBLIGATIONS OF THE PARTIES
4.1 Institution and | nvestigator shall be responsi bl e
compliance with the terms of this Agreement. Each of Institution and
Investigator shall be liable for the negligent acts and omissions of the Study
Personnel under that Poaorcoptols empl oyment ,

4.2 The Parties shall conduct the Clinical Trial in accordance with:

a. the Protocol and the Clinical Trial Participant informed consent form, as
approved by the REB;

b. Investigatord s Brochure and ot her prescribing
[choose Sponsor or CRO to match contracting party];
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c. Clinical Trial manuals, if any, as each may be amended;

d. anyterms and conditions imposed by the REB;

e. any terms and conditions imposed by the Regulatory Authority;
f.  Applicable Law;

g. theterms and conditions of this Agreement; and

h. any other written instructions that may be provided from time to time to
Institution and Investigator by [choose Sponsor or CRO to match
contracting party] acting reasonably that are not inconsistent with the
matters described in Subsections 4.2(a) through (g).

4.3 If Institution is in receipt of any funding from one of the Canadian Institutes of
Health Research, the Natural Sciences and Engineering Research Council of
Canada and the Social Science and Humanities Research Council of Canada,
the applicable Tri-Council Policy Stateme nt , AEt hical Conduct
l nvol ving Humanso shall appl y Ibsotutonhe cond

4.4 To the extent required for urgent medically necessary variations to the Protocol,
Investigator may diverge from the Protocol to the extent required to address the
medically necessary variation, and Investigator shall promptly record any such
divergence in the source document, promptly report the variation to the other
Parties and, as necessary to the REB, and any such variation shall not
constitute a failure to follow the Protocol or, more generally, a breach of this
Agreement.

4.5 Until [choose Sponsor or CRO to match contracting party] has obtained all
required documentation from the Regulatory Authority and the Clinical Trial has
received REB approval, it shall not supply the Investigational Product to
Institution or Investigator. Investigator shall ensure that neither administration of
the Investigational Product to any Clinical Trial Participant nor any other clinical
intervention mandated by the Protocol takes place in relation to any Clinical
Trial Participant until all relevant regulatory approvals and an approval from the
REB have been obtained, as well as [choose Sponsor or CRO to match
contracting party]d s wr i t t en ¢ o n frtidaterier the Glinicalolfial t he s
at the Clinical Trial Site.

4.6 [choose Sponsor or CRO to match contracting party] shall make available
to Investigator copies of the relevant documents, such as the Protocol,
Il nvestigator 6s Br ochurand studyr emanuatst andmonogr
Investigator shall include such documents together with evidence of the REB
approval in the Master File.

4.7 Investigator shall complete a financial disclosure form in a format provided by
[choose Sponsor or CRO to match contracting party] and ensure that each
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Study Personnel to whom financial disclosure applies, completes the form.
During the Term and for one year thereafter, Investigator shall promptly notify
[choose Sponsor or CRO to match contracting party] of any material
change in the information disclosed on a previous form.

4.8 [choose Sponsor or CRO to match contracting party] shall provide
Institution and Investigator, as applicable and in accordance with the Protocol,
with the Investigational Product free of charge and in quantities sufficient to
complete the Clinical Trial, together with guidelines and descriptions for the
safe and proper use, storage and disposal of the Investigational Product.
Sponsor represents and warrants to Institution and Investigator that all
Investigational Products shall be manufactured, and provided in full compliance
with Applicable Law. If the Investigational Product is to be imported, Sponsor
shall not list Institution or Investigator as an importer.

4.9 Investigator shall keep the Investigational Product in a locked, secured area at
all times, within the conditions required in the Protocol, and maintain complete,
up-to-date records showing receipt of shipments, administration or dispensing,
and returns of the Investigational Product as required by the Protocol and
Applicable Law.

4.10 Neither Institution nor Investigator shall permit the Investigational Product to be
used for any purpose other than the conduct of the Clinical Trial and upon
expiry or termination of this Agreement, all unused Investigational Product
shal,at[| choose Sponsor or CRO to noptibncahd cont r
expense, either be returned to [choose Sponsor or CRO to match
contracting party] or disposed of in accordance with the Protocol or [choose
Sponsor or CRO to match contracting party]d s reasonabl e w
instructions.

4.11 Investigator shall use reasonable efforts to recruit the number of Clinical Trial
Participants set out on the cover page of this Agreement. The Parties
acknowledge and agree that the Clinical Trial will involve the participation of
multiple sites and recruitment will be competitive, and Institution and
Investigator acknowledge and agree that, when the enrolment goal for the
Clinical Trial as a whole is reached, enrolment will be closed at all sites,
including the Clinical Trial Site, regardless of whether Institution and
Investigator has reached its, his or her individual enrolment goal.

4.12 Institution and Investigator shall permit the Auditor/Monitor or Inspector access
to all relevant Clinical Trial Data of the Clinical Trial Participants for monitoring
and source data verification during normal business hours, on reasonable
notice. Investigator and Study Personnel, as needed, shall make themselves
available to the Auditor/Monitor or Inspector. The monitoring or verification
conducted by Auditor/Monitor under this Subsection 4.12 may take any form
[choose Sponsor or CRO to match contracting party] reasonably deems
appropriate, including an inspection of the Clinical Trial Site and examination of
any procedures, records or data relating to the Clinical Trial, provided that
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nothing entitles the Auditor/Monitor to copy any records of Personal Information
compiled by or for Institution or Investigator or to exempt the Auditor/Monitor
from reasonable processes that the Clinical Trial Site has in place requiring the
Auditor/Monitor to sign a confidentiality statement. [choose Sponsor or CRO
to match contracting party] shall alert Institution and Investigator promptly to
significant issues, in the opinion of [choose Sponsor or CRO to match
contracting party], arising out of such monitoring or verification. Investigator
and Institution shall take appropriate measures reasonably required by
[choose Sponsor or CRO to match contracting party] to take corrective
actions without delay in order to rectify or address all problems found during the
monitoring or verification.

4.13 Institution shall have written procedures for investigating any research
misconduct at the Clinical Trial Site. If [choose Sponsor or CRO to match
contracting party] reasonably believes there has been any research
misconduct in relation to the Clinical Trial, [choose Sponsor or CRO to match
contracting party] shall promptly notify Institution and request Institutiond s
procedures for making a research misconduct complaint. Institution and
Investigator shall provide reasonable assistance in a timely manner to any
investigation into same in accordance with Institutiond6 s r esear ch mi sc
procedure. If Institution or Investigator reasonably believes there has been any
research misconduct in relation to the Clinical Trial, Institution or Investigator,
as applicable, shall notify the Auditor/Monitor and [choose Sponsor or CRO
to match contracting party] promptly. Institution shall provide [choose
Sponsor or CRO to match contracting party] with a confidential report of the
results of any research misconduct investigation it conducts in relation to the
Clinical Trial.

4.14 To the extent permitted by Applicable Law, Institution and Investigator shall
promptly inform [choose Sponsor or CRO to match contracting party] of
any intended or actual inspection, written inquiry or visit to the Clinical Trial Site
by any Regulatory Authority in connection with the Clinical Trial and forward
promptly to [choose Sponsor or CRO to match contracting party] copies of
any correspondence from any such Regulatory Authority relating to the Clinical
Trial. Institution or Investigator shall use reasonable efforts to obtain the
consent of the Regulatory Authority to have a representative of Sponsor
present during any visit. If a representative of Sponsor is unable to be present
during a visit, Institution and Investigator shall, to the extent permitted by
Applicable Law, provide [choose Sponsor or CRO to match contracting
party] with a detailed written report of the visit promptly following the visit.

4.15 Institution and Investigator shall keep complete and accurate records of the
conduct of the Clinical Trial and all relevant Clinical Trial Data in accordance
with generally accepted industry standards and practices and Applicable Law.
At [choose Sponsor or CRO to match contracting party]6 s expense,
Institution and Investigator shall retain all such records for the Retention Period.
At [choose Sponsor or CRO to match contracting party]6 s r equest al
expense, Institution or Investigator shall retain the required records after the
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expiry of the Retention Period. Institution shall use reasonable efforts to give
[choose Sponsor or CRO to match contracting party] notice before
destroying the Clinical Trial Documentation and Clinical Trial Data.

4.16 Institution and Investigator shall ensure that any clinical biological samples
required to be tested during the course of the Clinical Trial are tested in
accordance with the Protocol and at a laboratory approved by [choose
Sponsor or CRO to match contracting party] and with the Clinical Trial
Participant 6s i The Partiese shall reainadl elimital biological
samples as Personal Information.

4.17 Investigator shall not, during the Term, conduct any other clinical trial using the
same eligibility criteria which might hinder the recruitment of the required cohort
of Clinical Trial Participants or otherwise hinder the performance of the Clinical
Trial in accordance with the Protocol.

4.18 The Parties acknowledge that equipment provided by or on behalf of [choose
Sponsor or CRO to match contracting party] to Institution shall be inspected
and approved by [choose Sponsor or CRO to match contracting party],
either directly or through a third party, to ensure compliance with applicable
laws, regulations, standards and guidelines as wellas | n st i tpolities and 6 s
procedures, and Institution shall facilitate access to its premises for this
purpose.

5. INDEMNIFICATION, INSURANCE, LIMITATION OF LIABILITY

51 Sponsor shall indemnify, defend, and hold harmless Institution and its
directors, officers, employees and agents, Investigator and the Study
Personnel, (each the #Al ndemni,the &riemaiteedd forml | ect i \
and against any and all liabilities, damages, losses, claims and expenses,
including court costs and reasonable legal fees ("Lossesd resulting from or
arising out of any third-party claims, actions or proceedings arising out of (i)
personal injury to or death of any Clinical Trial Participant enrolled in the
Clinical Trial, which injury or death is caused by (a) the Investigational Product
used in accordance with the Protocol and this Agreement; or (b) the
performance of any procedure required by the Protocol (that would not occur
but for the participation in the Clinical Trial) or S p o nvsitten 6 s
instructions;(ii) Sponsor's [include if applicable: o r  C RuSé&as publication
of Clinical Trial Data; or ( i i i ) Sponsor's or Sponsor's e
or agentsé acts, omi ssions or negligence
Sponsorés obligations wunder this Agreemen
such Losses do not arise out of any Indemnitee's: (A) failure to comply with
this Agreement; or (B) negligence or willful misconduct.

Notwithstanding the above, medically necessary deviations from the Protocol
for reasons of Clinical Trial Participant safety shall not nullify or minimize
Sponsor 6s catiom @wigatonsf as long as such deviations are
consistent with prevailing standards of medical care. The above indemnity
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shall apply separately to each Indemnitee in such manner and to the same
extent as though a separate indemnity had been given to each.

5.2 An Indemnitee claiming a right of indemnification or defense under this
Agreement shall provide Sponsor with prompt written notice of any such
claim, including a copy thereof, served upon it, and shall cooperate with
Sponsor and its legal representatives in the investigation of any matter
regarding the subject of indemnification, at Sponsor's expense; provided,
however, that failure by an Indemnitee to provide prompt notice shall not
relieve Sponsor of its obligations hereunder except to the extent that Sponsor
is prejudiced by such failure. Sponsor shall have the right to exercise sole
control over the defense and settlement of any claim for which indemnification
or defense is sought, including the sole right to select defense counsel and to
direct the defense or settlement of any such claim; provided that Sponsor
shall not enter into any non-monetary settlement or admit fault or liability on
behalf of any Indemnitee without the prior written consent of such Indemnitee,
which consent shall not be unreasonably withheld, conditioned or delayed. An
Indemnitee shall have the right to select and to obtain representation by
separate legal counsel at the Indemnitee's sole expense.

5.3 No Party shall be liable to any other Party in contract, tort (including negligence
or breach of statutory duty) or otherwise howsoever arising or whatever the
cause thereof, for any loss of profit, business, reputation, contracts, revenues
or anticipated savings for any indirect or consequential damage of any nature.

5.4 Sponsor shall procure and maintain, or self-insure, at its sole expense, policies
of general liability insurance in amounts of not less than $................ [please
insert amount] per occurrence, $................... [please insert amount] in the
aggregate. Such insurance shall include clinical trial liability, broad form
contractual liability, completed operations and product liability coverage. The
obligation to maintain the insurance shall survive the completion or termination
of this Agreement. If any such insurance is on a claims made basis and that
insurance is cancelled or non-renewed, it must contain at least a 24-month
extended reporting period. The amount of insurance is not a limit on the
indemnification obligations of Sponsor. Institution and Investigator shall
maintain appropriate and sufficient liability protection in respect of their
respective obligations to third parties under this Agreement. For Investigator,
this may include membership in the Canadian Medical Protective Association,
evidence of which shall be provided upon request. Each of Sponsor and
Institution shall produce, upon request of the other, a copy of insurance
certificates attesting to the insurance coverage described in this Subsection.

6. CLINICAL TRIAL PARTICIPANT INJURY

6.1 If a Clinical Trial Participant suffers an adverse reaction, illness, or injury that
was caused by the Investigational Product or any procedure performed in
accordance with the Protocol (one that would not have been performed but for
the Clinical Tri alonipthe CGlinicaliTpah, ortad the rgsatr t i ci p
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of any actions taken at the written instruction of [choose Sponsor or CRO to
match contracting party], [choose Sponsor or CRO to match contracting
party] shall pay for the reasonable and necessary costs of medical diagnosis
and treatment of such illness or injury, except to the extent that such expenses
are covered by government-sponsored insurance. Notwithstanding the
foregoing, [choose Sponsor or CRO to match contracting party] shall not
be liable for expenses that arise as a result of: (i) negligence or willful
misconduct on the part of Investigator, Institution or Study Personnel; or (ii) the
natural progression of an underlying or pre-existing condition, unless
exacerbated by participation in the Clinical Trial.

7. CONFIDENTIALITY AND DATA PROTECTION

7.1

7.2

7.3

Each of Investigator and Institution shall not: (i) use Confidential Information for
any purpose other than the performance of the Clinical Trial, aggregate and de-
identified (as to Sponsor and Clinical Trial) metric reporting to third parties, and
for internal training and quality assurance purposes; or (ii) disclose Confidential
Information to any third party, except as permitted by this Section and Section 9
(Publication Rights), as required by Applicable Law or by a Regulatory
Authority, or as authorized in writing by [choose Sponsor or CRO to match
contracting party], which authorization shall not be unreasonably withheld. To
protect Confidential Information, Investigator and Institution shall: (i) limit
dissemination of Confidential Information to only those Study Personnel and
other personnel having a "need to know"; (ii) advise all Study Personnel and
other personnel who receive Confidential Information of the confidential nature
of such information; and (iii) protect Confidential Information from disclosure.
Nothing herein shall limit the right of Institution and Investigator to disclose
Clinical Trial Data as required during the informed consent process.

If Institution or Investigator receives notice from a third party seeking to compel
disclosure of any Confidential Information, the notice recipient shall provide
[choose Sponsor or CRO to match contracting party] with notice as
promptly as possible so that Sponsor may seek a protective order or other
appropriate remedy, unless prohibited by Applicable Law. If such protective
order or other remedy is not obtained, the notice recipient shall furnish only that
portion of the Confidential Information which is legally required to be disclosed,
and shall request confidential treatment for the Confidential Information.

Upon expiry of this Agreement or upon any earlier written request by [choose
Sponsor or CRO to match contracting party] at any time, Institution and
Investigator shall return to [choose Sponsor or CRO to match contracting
party], or destroy, at [choose Sponsor or CRO to match contracting
party]'s option and expense, all Confidential Information other than as may be
permitted by Section 9 (Publication Rights) or as required by Applicable Law,
except that Institution and Investigator may retain one copy of such Confidential
Information in a secure location for archival purposes and ongoing compliance
under this Agreement, and thereafter make no use of Confidential Information
whatsoever, other than to protect its rights and interests under this Agreement.
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Any Confidential Information retained in computer backups shall be maintained
in accordance with this Agreement.

7.4 (i) Where applicable, Sponsor [insert if applicable: or CRO] may have access
to Clinical Trial Participant Personal Information. This information is required to
be protected under Canadian and provincial laws and Sponsor [insert if
applicable: and CROQ] shall treat all Clinical Trial Participant Personal
Information it may come in contact with as confidential.

(i) Sponsor [insert if applicable: and CRO] shall comply with the applicable
requirements of both [insert applicable province of Institution] and
Canadian privacy and data protection laws, including the [insert applicable
provincial personal health information law] and the Personal Information
Protection and Electronic Documents Act ( A P1| PEDAO) , and shall
transfer or disclosure of Clinical Trial Participant Personal Information strictly

for the purposes of the Clinical Trial and in compliance with the REB-approved

informed consent document and Applicable Law.

(i) Sponsor shall keep confidential and secure any Personal Information,
regardless of format, obtained or accessed by Sponsor or any agent,
contractor, third-party service provider or employee of Sponsor. Sponsor shall
ensure appropriate administrative, technological and physical safeguards are
put in place, using current industry best practices, to protect the Personal
Information against risks such as unauthorized access, use, disclosure,
copying, modification, disposal, loss or theft.

(iv) Sponsor confirms that, for those accessing Personal Information, it has a

program of education for its employees, contractors and agents on privacy,
confidentiality and security of information. Sponsor shall ensure that its
employees, contractors and agents are aware of their privacy and
confidentiality obligations, and that employees, contractors and agents who

resign or are terminated return all Personal Information to Sponsor, are

remi nded of t heir continued responsi bil
confidentiality, and no longer have access to the Personal Information.

(v) Sponsor represents and warrants that if it engages any third-party service
providers who will have access to Personal Information that: (a) they are
subject to obligations of confidentiality and privacy substantially similar to those
contained herein, and (b) they will not share Clinical Trial Participant Personal
Information with Sponsor or any other third party, except as explicitly provided
for in the REB-approved informed consent document.

(vi) Sponsor agrees that Institution retains custody and control of Clinical Trial
Participant Personal Information.

(vii) [choose Sponsor or CRO to match contracting party] shall, working

with Institution and Investigator, ensure that any Clinical Trial Participant
Personal Information is removed from any equipment or devices that were
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7.5

7.6

brought into Institution for the purposes of the Clinical Trial, prior to the
equipment leaving Institution.

(viii) Sponsor shall notify Institution within one day and in writing if it becomes
aware of a privacy, confidentiality or security breach relating to Personal
Information. In the event of a breach, Sponsor shall consult with Institution and
Investigator to identify the root cause of the breach and the affected
information, to undertake and implement possible mitigation measures, and to
determine appropriate measures to prevent the recurrence of such a breach.

(ix) Upon expiry or termination of this Agreement, or upon request, Sponsor
shall cease any and all use of the Clinical Trial Participant Personal Information
and shall at no cost return it to Institution, including any copies, or shall destroy
it in a manner designated by Institution with proof of destruction.

With respect to any biological materials to be transferred to Sponsor or any
Sponsor-designated representative for testing or analyses, as required by the
Protocoland permitted by Clinical Tri al
biological materials shall: (i) be transferred via a secure mode; (ii) be stored in
a secure location with limited access; and (iii) only be used for the purpose of
the Clinical Trial for which the biological materials were collected and in
accordance with the informed consents, REB-approved Protocol, and
Applicable Law, including privacy and data protection laws. Sponsor shall not
make any attempt to re-identify Clinical Trial Participants with the biological
materials or contact any such Clinical Trial Participants. Sponsor shall require
any Sponsor-designated representative receiving biological materials to comply
with all Applicable Law and the terms of this Agreement applicable to such
biological materials, and Sponsor shall be liable for any breach of the foregoing
by any of its representatives. Sponsor acknowledges that the biological
materials transferred under this Agreement are experimental in nature and may
have infectious and/or hazardous properties and that Sponsor and any
Sponsor-designated representatives have the necessary facilities and expertise
to safely handle such biological materials. Promptly following conclusion of the
Clinical Trial, Sponsor shall and shall cause its designated representatives to
destroy such biological materials in a secure fashion and in compliance with
Applicable Law except to the extent the REB-approved Protocol and informed
consent permits or requires otherwise.

This section 7 shall survive expiry or termination of this Agreement for seven
years, excepting the provisions related to Personal Information and biological
materials, which shall survive indefinitely.

8. USE OF NAME

8.1

No Party shall use, or authorize others to use, the name, symbols, trademark,
trade name or logo of another Party or refer to the terms of this Agreement in
any publication, press release or promotional material with respect to the
Clinical Trial, without the prior written approval of the Party whose name,
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symbols, trademarks, trade name or logo are to be used or, with respect to the
terms of this Agreement, without the prior written approval of all of the other
Parties. Notwithstanding the foregoing and subject to Subsection 8.2:

a. Sponsor [insert as applicable: and CRO] may name Institution as the site
at which the Clinical Trial was conducted and to name Investigator and
Study Personnel in connection with activities relating to the Clinical Trial as
well as any consideration and compensation and its amount or value, the
recipient, purpose and date of payments;

b. Instituionmay use S[mesent swapdicable:and CRéniesthe
Clinical Trial Name, the Term, and the annual aggregate amount of funding
provided to Institution for the Clinical Trial for financial reporting purposes,
as required by Institution6 s pol i ci es;

c. Institution may name Sponsor [insert as applicable: and CRO] as a
financial supporter of clinical studies conducted at Institution, and may
include the funding for the Clinical Trial in an annual aggregate number
which represents all funding received by Institution for all clinical trials
funded by private industry conducted at Institution, to a public funding
agency requesting such information from Institution;

d. Investigator may, in his or her curriculum vitae, lis t S p o finsed @D S
applicable:a n d CRanfesthe Clinical Trial Name and the Term;

e. if required by a funding agency as part of a submission for a grant,
Investigator may list the total amount of funding received under this
Agreement for the purpose of making the grant submission; and

f.  Institution and Investigator s h a | | acknowledge Sponsor ds
Trial in any Publication permitted under this Agreement.

8.2 No Party shall make any form of representation or statement in relation to the
Clinical Trial that would constitute an express or implied endorsement of any
other Party or any of its products or services.

9. PUBLICATION RIGHTS

9.1 Institution and Investigator shall have the right to publish or present the results
of Institution's and Investigator's activities conducted under this Agreement,
including Clinical Trial Data, only in accordance with the requirements of this
Section 9. Institution and Investigator, as the case may be, shall submit any
proposed Publication to [choose Sponsor or CRO to match contracting
party] for review at least 45 days prior to submitting any such proposed
Publication to a publisher or proceeding with such proposed presentation.
Within 45 days of such receipt, [choose Sponsor or CRO to match
contracting party] shall advise Institution or Investigator, as the case may be,
in writing of any information contained therein which is Confidential Information
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9.2

9.3

9.4

or which may be required for the protection of Sponsor Intellectual Property and
the Parties shall discuss the use of such information in the Publication.
[choose Sponsor or CRO to match contracting party] shall have the right to
require Institution and/or Investigator, as applicable, to remove specifically
identified Confidential Information (other than data, results and methods of the
Clinical Trial sufficient for publication in a peer reviewed journal) and/or to delay
the proposed Publication for an additional 75 days to enable Sponsor to seek
protection of Sponsor Intellectual Property.

If the Clinical Trial is a multi-centre study, Institution and Investigator each
agree that it, he or she shall not, without [choose Sponsor or CRO to match
contracting party]'s prior written consent, publish, present or otherwise
disclose any results of, or information pertaining to, Institution's or Investigator's
activities conducted under this Agreement until a multi-centre publication is
published; provided, however, that if a multi-centre publication is not published
within 18 months after completion of the Clinical Trial and lock of the database
at all research sites or any earlier termination or abandonment of the Clinical
Trial, Institution and Investigator shall have the right to publish and present the
results of Institution's and Investigator's activities conducted under this
Agreement, including Clinical Trial Data, in accordance with the provisions of
Subsection 9.1 above.

For all Publications relating to the Clinical Trial or including any Clinical Trial
Data, each of the Parties shall comply with all ethical standards concerning
publications and authorship as established by the International Committee of
Medi cal Journal Edi t dp/lewwicdnje.dy)J Eo) ( f

Sponsor shall register the Clinical Trial with one or more public clinical trial
registry(ies) in accordance with Applicable Law and will report the results of the
Clinical Trial publicly when and to the extent required by Applicable Law.

10. INTELLECTUAL PROPERTY

10.1

10.2

10.3

Ownership of Intellectual Property existing as of the Effective Date is not
affected by this Agreement, and no Party shall have any claims to or rights in
any pre-existing Intellectual Property of another Party, except as may be
otherwise expressly provided in a separate written agreement between the
Parties.

All Sponsor Intellectual Property shall vest exclusively in Sponsor.

Investigator and Institution shall, and shall ensure that its Study Personnel,
disclose all Sponsor Intellectual Property promptly and fully to [choose
Sponsor or CRO to match contracting party] in writing, and Investigator and
Institution, hereby assign, and shall ensure that their respective Study
Personnel assign, to Sponsor all of its rights, title and interest in and to all
Sponsor Intellectual Property, including all patents, copyrights and other
intellectual property rights contained therein (but excludes patient medical
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10.4

10.5

10.6

records) and all rights of action and claims for damages and benefits arising
due to past and present infringement of said rights.

Institution and Investigator s h a | | cooperate and assi st

expense, by executing, and ensuring that their respective Study Personnel
execute, all documents reasonably necessary for Sponsor to secure and
maintain Sponsor's ownership rights in Sponsor Intellectual Property.

Sponsor hereby grants to |Institution a perpetual, non-exclusive, non-
transferable, paid-up license, without right to sublicense, to use the Clinical
Trial Data, subject to the obligations set forth in Section 7 (Confidentiality and
Data Protection), for its own internal research and educational purposes (all of
which must be non-commercial purposes), and for Publications, presentations
and public disclosures in accordance with Section 9 (Publication Rights).

Institution and Investigator shall reasonably cooperate, at Sponsor's request
and expense, with Sponsor's preparation, filing, prosecution, and maintenance
of all patent applications and patents for Sponsor Intellectual Property.

FINANCIAL ARRANGEMENTS

111

11.2

11.3

TERM

12.1

[choose Sponsor or CRO to match contracting party] shall pay Institution in
accordance with the budget and payment schedule described in Appendix 1.
Unless otherwise specified in Appendix 1, all references to monetary amounts
shall be to Canadian dollars.

If amendments to the Protocol require changes to the Clinical Trial financing
arrangements, an amended financial schedule will be agreed upon by the
Parties in accordance with Subsection 16.1 below.

Within 60 days of the close-out of the Trial Site, Institution and [choose
Sponsor or CRO to match contracting party] shall reconcile any outstanding
amounts due in accordance with Appendix 1, unless there is a written
agreement between the Parties to extend the time.

This Agreement shall commence on the Effective Date and remain in effect
until completion of the Clinical Trial and close-out of the Clinical Trial Site
(ATermod), unless terminated earlier

EARLY TERMINATION

13.1

n

Any Par t hermifdtitge Partyo ) may terminate this
i mmedi ate effect, at a n yDefaultm@ Partyiof) a rso ti me

breach of any of t he Defaulting Partyos
material failure without just cause to meet a Timeline) and fails to remedy such
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breach, where it is capable of remedy, within 30 days of a written notice from
the Terminating Party specifying the breach and requiring its remedy.

13.2 [choose Sponsor or CRO to match contracting party] may terminate this
Agreement upon 30 day slastityian iana investigatot, oren n o't
such shorter notice period as required by a Regulatory Authority, for any
reason whatsoever.

13.3 Without limiting the generality of the foregoing, [choose Sponsor or CRO to
match contracting party] may terminate this Agreement:

a. upon reasonable prior written notice to Institution and Investigator, if
Investigator is no longer able (for whatever reason) to act as the
investigator and no replacement mutually acceptable to Institution and
[choose Sponsor or CRO to match contracting party] can be found; and

b. immediately upon written notice to Institution or Investigator if, at any time,
in Sponsords sole judgment, an adverse
Investigational Product makes continuing the Clinical Trial inadvisable.

13.4 If Institution or Investigator has a concern about the health, safety or welfare of
the Clinical Trial Participants in connection with the Clinical Trial, Institution or
Investigator shall give prompt notice to [choose Sponsor or CRO to match
contracting party] and to the REB of such concerns, and may suspend the
Clinical Trial, including the enrolment of Clinical Trial Participants, for a period
deemed appropriate by the REB. Within 30 days of [choose Sponsor or CRO
to match contracting party]dé s r ecei pt of not i[oh@oseo f t he
Sponsor or CRO to match contracting party] shall evaluate the concern
raised by Institution or Investigator to determine if the Agreement should be
terminated pursuant to this Section 13. Institution and Investigator shall
continue monitoring and follow-up of enrolled Clinical Trial Participants during
any suspension period in strict adherence to the Protocol, unless otherwise
directed by the REB. If the health, safety or welfare concern has not been fully
resolved by [choose Sponsor or CRO to match contracting party] within the
30-day evaluation, Institution or Investigator may terminate this Agreement
immediately upon written notice to [choose Sponsor or CRO to match
contracting party] and the other Party, as applicable.

13.5 Any Party may terminate this Agreement immediately upon written notice to the
other Parties in response to the loss of Regulatory Authority or REB approval
for the Clinical Trial.

13.6 If [choose Sponsor or CRO to match contracting party] assigns this entire
Agreement in accordance with Section 14.1, Institution and Investigator, acting
reasonably, may ter minate this Agreement upon
[choose Sponsor or CRO to match contracting party] and assignee.
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13.7 Upon giving or receiving notice of termination of this Agreement under this
Section 13, Institution and Investigator shall immediately cease enrolment of
Clinical Trial Participants, and promptly return, at [choose Sponsor or CRO to
match contracting party]6 s r equest and expense, al |
Information, except that Institution and Investigator are permitted to retain
archival copies of Confidential Information to the extent required to exercise
their rights and monitor compliance with their obligations hereunder and, where
required, by Applicable Law.

13.8 Any Materials that are in the possession, care or control of Institution or
Investigator upon expiry or termination of this Agreement shall be dealt with in
accordance with Appendix 1.

13.9 Where supported by the recipient institution, if the Clinical Trial Participants are
to be transferred to another trial site, Institution and Investigator shall provide,
at [choose Sponsor or CRO to match contracting party]l6 s sol e expen
such reasonable assistance as is necessary to facilitate a smooth and orderly
transition of the Clinical Trial with minimal disruption of the Protocol.

13.10 The Parties shall use reasonable efforts to minimize any inconvenience or
harm to Clinical Trial Participants caused by the premature termination of the
Clinical Trial and shall do all that is reasonably necessary for a safe winding up
of the Clinical Trial. Without limiting the generality of the foregoing, if required
for the health, safety or welfare of the enrolled Clinical Trial Participants:

a. Investigator shall continue monitoring or performing follow-up activities set
out in the Protocol beyond the termination date of this Agreement until they
are no longer required, as determined by Investigator in consultation with
the Clinical Trial Participantés physici

b. [choose Sponsor or CRO to match contracting party] shall continue
supply of the Investigational Product as required to safely withdraw each
Clinical Trial Participant or Clinical Trial Participants from the Clinical Trial.

13.11 In the event of the early termination of this Agreement, [choose Sponsor or
CRO to match contracting party] shall pay all costs incurred and falling due
for payment up to the date of termination and, subject to an obligation on
Institution and Investigator to mitigate any losses, any non-cancellable, non-
refundable expenditure falling due for payment after the date of termination
which arose from commitments reasonably and necessarily incurred by
Institution or Investigator for the performance of the Clinical Trial prior to the
date of termination in accordance with this Agreement.

13.12 Within 30 days after the termination of this Agreement, Investigator shall deliver
to [choose Sponsor or CRO to match contracting party] in writing a final
accounting of:

a. all Clinical Trial Participants that participated in the Clinical Trial;
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