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SCOPE: DOMAINOFAPPLICATION:   
Todescribetheprocedureforthereviewofclinical Allindividualsparticipatinginclinical
trials. research/investigation/trialsinvolvinghumansubjects

ANNEXES:  
MA-L-06: EthicsandResearchCommittee
MA-F-30: Ethicscommitteereviewerform

REFERENCEDOCUMENTS: DEFINITIONSANDABBREVIATIONS:  
Regulationnumber141issuedbytheministryof ­ CV: CurriculumVitae
publichealth, 2016 ­ NIH: NationalInstituteofHealth
JointCommissionInternationalAccreditation ­ CITI: CollaborativeInstitutionalTrainingInitiative
StandardsforHospitals, 6thEdition ­ MLH: MountLebanonHospital
MA-P-17: HumanClinicalTrialSubmission
MA-P-18: HumanSubjectsResearch

POLICY:  
MA-PO-59:  
HumansubjectsresearchwithinMountLebanonHospitalnotisguidedbyregulationsandbytheexecutive
committee. Theexecutivecommittee:  

Appointsaresponsibleformaintainingthedevelopmentofandcompliancewithallhumansubjects
researchpoliciesandprocedures
Assumesresponsibilityforpatientprotectionirrespectiveoftheresearch
Recognizesandestablishesmechanismsforcompliancewithallregulatoryandprofessionalrequirements
relatedtoresearch
Ensuresthatthereisasourceofindemnityinsurancetoadequatelycompensatepatientsparticipatingin
clinicalresearchwhoexperienceandadverseevent

HumansubjectresearchwithinMountLebanonHospitalisnotconductedtoinpatientsbutonlyoutpatients;  
thereforeadmissionand/ortransfercriteriatoaspecializedwardduetoresearchand/oranotherspecialized
programisnotrequired.  

Thestepstobefollowedincaseoftrialsareasfollows:  

Theethicscommitteesafeguardstherights, safetyandwell-beingofalltrialsubjects. Specialattentionispaid
totrialsthatmayincludevulnerablesubjects.  
Thecommitteeobtains thefollowingdocuments: trialprotocol(s)/amendment(s), writteninformedconsent
form(s) andconsentformupdatesthattheinvestigatorproposesforuseinclinicaltrial, subjectrecruitment
procedures, writteninformation tobeprovidedtosubjects, investigator’sbrochure, availablesafety
information, informationaboutpaymentsandcompensationavailabletosubjects, theinvestigator’scurrent
CVand/orotherdocumentationevidencingqualificationsandanyotherdocumentsthatthecommitteemay
needtofulfillitsresponsibilities.  
Thecommitteereviewsaproposedclinicaltrialwithinareasonabletimeanddocumentsitsviewsinwriting
onMA-F-30), clearlyidentifyingthetrial, thedocumentsreviewedandthedatesforthefollowing:  

Approval / favorableopinion
Modificationrequiredpriortoitsapproval/favorableopinion
Disapproval / negativeopinion
Termination / suspensionofanypriorapproval / favorableopinion

TheinvestigatorandallotherstudypersonnelshouldhaveconductedaNIHorCITIexamonprotectionof
humansubjectinvolvedinclinicalresearch.  
Thecommitteeconsidersthequalificationsoftheinvestigatorfortheproposedtrial, asdocumentedbya
currentCVand/orbyanyotherrelevantdocumentationthecommitteerequests.  
Thecommitteeconductscontinuingreviewofeachongoingtrialatintervalsappropriatetothedegreeofrisk
tohumansubjects, butatleastonceperyear.  
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Thecommitteemayrequestmoreinformationtobegiventosubjectswhen, inthejudgmentofthecommittee,  
theadditionalinformationwouldaddmeaningfullytotheprotectionoftherights, safetyandwell-beingofthe
subjects.  
Whenanon-therapeutictrialistobecarriedout, theconsentofthesubject’slegallyacceptablerepresentative
isneeded; thecommitteedeterminesthattheproposedprotocoland/orotherdocument(s) adequately
addressesrelevantethicalconcernsandmeetsapplicableregulatoryrequirementsforsuchtrials.  
Wheretheprotocolindicatesthatpriorconsentofthetrialsubject’slegallyacceptablerepresentativeisnot
possible, thecommitteeshoulddeterminethattheproposedprotocoland/orotherdocument(s) adequately
addressesrelevantethicalconcernsandmeetsapplicableregulatoryrequirementsforsuchtrials.  
Ifsubjectsaretobepaid, thecommitteereviewsboththeamountandmethodofpaymenttoassumethat
neitherpresentsproblemsofcoercionorundueinfluenceonthetrialsubjects. Paymentstoasubjectshouldbe
proratedandnotwhollycontingentoncompletionofthetrialbythesubject.  
Thecommitteeensuresthatinformationregardingpaymenttosubjects, includingthemethods, amountsand
scheduleofpaymenttotrialsubjects, issetforthinthewritteninformedconsentformandanyotherwritten
informationtobeprovidedtosubjects. Thewaypaymentwillbeproratedshouldbespecified.  
Thecommitteeperformsitsfunctionsaccordingtowrittenoperatingprocedures, maintainswrittenrecordsof
itsactivitiesandminutesofitsmeetingsandshouldcomplywiththeapplicableregulatoryrequirements.  
Archivingisdonefor 15yearsatMLH.  
Thecommitteemakesitsdecisionsatannouncedmeetingsatwhichatleastaquorumispresent.  
Onlymemberswhoparticipateinthecommittee’smeetingsreviewanddiscussionareallowedtovote /  
providetheiropinionand/oradvice.  
Theinvestigatorcannotparticipateinthedeliberationsofthecommitteeorinthevote/opinionofthe
committee.  
Nonmemberswithexpertiseinspecialareascanbeinvitedbythecommitteeforassistance.  
Concerningthemanagementofprocedures, thecommittee:   

Conductsinitialandcontinuingreviewoftrial.  
Provides, accordingtotheapplicableregulatoryrequirements, expeditedreviewandapproval / favorable
opinionofminorchange(s) inongoingtrialsthathavetheapproval / favorableopinionofthecommittee
Specifiesthatnosubjectshouldbeadmittedtoatrialbeforethecommitteeissuesitswrittenapproval /  
favorableopinionofthetrial.  
Specifiesthatnodeviationsfrom, orchangesof, theprotocolshouldbeinitiatedwithoutpriorwritten
committeeapproval / favorableopinionofanappropriateamendment, exceptwhennecessarytoeliminate
immediatehazardstothesubjectsorwhenthechange(s) involvesonlylogisticaloradministrativeaspects
ofthetrial (ex: changeofmonitor(s), telephonenumber(s)).  
Specifiesthattheinvestigatorshouldpromptlyreporttothecommittee:  

Deviationsfrom, orchangesof, theprotocoltoeliminateimmediatehazardstothetrialsubjects
Changesincreasingtherisktosubjectsand/oraffectingsignificantlytheconductofthetrial
Alladversedrugreactionsthatarebothseriousandunexpected
Newinformationthatmayaffectadverselythesafetyofthesubjectsortheconductofthetrial

Ensuresthatthecommitteepromptlynotifiesinwritingtheinvestigator / institutionconcerning:  
Itstrial-relateddecisions/opinions
Thereasonsforitsdecisions/opinions
Proceduresforappealofitsdecisions/opinions

Ensurethattheinvestigator(s) andstudypersonnelfollowgoodclinicalpractice – internationalconference
orharmonization’sguidelines.  
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