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SCOPE: DOMAINOFAPPLICATION:   
Todescribetheprocedureforrecruitmentand Allindividualsparticipatinginclinical
informationofpatientsandfamilieswho decidedto research/investigation/trialsinvolvinghumansubjects
participateinclinicalresearch/investigation/trialat ANNEXES:  

MA-L-06: EthicsandResearchCommitteeMLH.  
MA-F-30: Ethicscommitteereviewerform
MA-F-35: ClinicalTrialApplicationFormin
HumanSubjects

REFERENCEDOCUMENTS: DEFINITIONSANDABBREVIATIONS:  
Regulationnumber141issuedbytheministryofpublic - CRO: ContractResearchOrganization
health, 2016 - MLH: MountLebanonHospital
JointCommissionInternationalAccreditation

thStandardsforHospitals, 6 Edition
MA-P-17: HumanClinicalTrialSubmission
MA-P-20: Reviewofclinicaltrials

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

Appointsaresponsibleformaintainingthedevelopmentofandcompliancewithallhumansubjects
researchpoliciesandprocedures
Assumesresponsibilityforpatientprotectionirrespectiveoftheresearch
Recognizesandestablishesmechanismsforcompliancewithallregulatoryandprofessionalrequirements
relatedtoresearch
Ensuresthatthereisasourceofindemnityinsurancetoadequatelycompensatepatientsparticipatingin
clinicalresearchwhoexperienceandadverseevent

HumansubjectresearchwithinMountLebanonHospitalisnotconductedtoinpatientsbutonlyoutpatients;  
thereforeadmissionand/ortransfercriteriatoaspecializedwardduetoresearchand/oranotherspecialized
programisnotrequired.  

WheneverahumansubjectsresearchistobeconductedatMLH, thesponsor/CROsubmitstherequired
documents (mentionedinMA-P-17) tothehospital’sEthicsCommittee andfillstheform (MA-F-35) to
describetheelementsofthetrialconducted.  

Oneoftheethics’ committeesrolesbeingtheoversightofallresearchesinthehospitalinvolvinghuman
subjects (asperMA-L-06), thecommitteemeetstoapproveordeclinethesubmittedresearchprotocolafter:  

Reviewingtheprotocol (asperMA-P-17andMA-P-20)  
Weighingtherelativerisksandbenefitstosubjects
Checkingthatitprovidesconfidentialityandsecurityofresearchinformation

Thechairpersonassignsareviewerwithadequateclinicalresearchcredentialsindependentoftheprotocolto
reviewthesubmittedprotocol.  
Theform (MA-F-30) isfilled toensurethatallrequireddocumentsaresubmittedandthattheinformed
consentselementsarepresent.  

Ifthesubmittedresearchprotocolisapprovedby theethicscommittee, thelatterinformstheprincipal
investigatorbyaletteraboutthefinaldecisionoftheethicscommittee.  

Appropriatepatientsandfamiliesareidentifiedbythephysician, wherepatientsandfamiliesareinformed
abouthowtogainaccesstoclinicalresearch/investigation/trialsrelevanttotheirtreatmentneeds. Patientsand
familiesaskedtoparticipateareinformedabout:  

Theresearchandthepatient’sroleintheresearch
Theexpectedbenefits
Thepotentialdiscomfortsandrisks
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Thealternativesthatmightalsohelpthem
Theproceduresthatmustbefollowed
Thepatient’srightsrelatedto refusaltoparticipateor withdrawalfromparticipationinresearch, with
insurancethatthiswillnotcompromisetheiraccesstothehospital’sservices
Thepatient’srighttoconfidentialityandsecurityofinformation
Thehospital’sprocessforobtainingconsent

Whenpatientsandfamiliesdecidetoparticipateinclinicalresearch/investigation/trial, theymustgrantan
informedconsent. Thisinformedconsentiseditedinalanguageunderstoodbythepatient, andtheidentity
nameandsignature) oftheindividual(s) providingtheinformationandobtainingtheconsent isnoted. The

consentisdocumentedanddatedinthepatient’srecordbysignature.  
Patientsandfamiliesareinformedabouthowpatientswhochoosetoparticipateinclinicalresearch, clinical
investigationorclinicaltrialsareprotected. Theyareinformedabout:  

Theresearchandthepotentialbenefitsandrisks.  
Theirrightrelatedtowithdrawingforparticipate.  
Theirrighttoconfidentialityandsecurityofinformation.  
Thehospital’sprocessforobtainconsent.    
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