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S: D: COPEOMAINOFAPPLICATION
Todescribetheprocedureforsubmissionofclinical ThisSOPappliestoallinterventional andnon- 
trials protocolsforevaluationbytheEthics interventional clinicaltrialsintendedtobeconducted
Committee.  atMountLebanonHospital. Aclinicaltrialcannotbe

started, andtrialrelatedprocedurescannotbeinitiated
atMLH, beforethetrialhasobtainedapprovalfrom
MLHEthicsCommittee.   
A:  NNEXES

MA-F-35: ClinicalTrialApplicationFormin
HumanSubjects
MA-F-32: Ethics’ committeeinterventionaltrial
annualprogressreport
MA-F-36: Curriculumvitaeforparticipationina
clinicaltrial

RD:  DeclarationofHelsinki, D:  EFERENCE OCUMENTS EFINITIONSANDABBREVIATIONS
adoptedin1964, firstrevisedin1975andupdated ­ ClinicalTrial/studyisanexperimentdonein
in2013.  clinicalresearch.   
GuidanceforIndustry: E6GoodClinicalPractice- ­ InvestigationalMedicinalProduct: A
InternationalConferenceonHarmonisation- ICH- pharmaceuticalformofanactivesubstanceor
April1996; www.fda.gov. BelmontReport: Ethical placebobeingtested, ortobetested, orused, orto
PrinciplesandGuidelinesfortheProtectionof beused, asareferenceinaClinicalTrial.   
HumanSubjectsofResearch, Reportofthe ­ InformedConsentForm: Informedconsentisa
NationalCommissionfortheProtectionofHuman processforgettingpermissionbeforeconductinga
SubjectsofBiomedicalandBehavioralResearch; healthcareinterventiononaperson.   
publishedin1979.  ­ CV: CurriculumVitae
Standardsandoperationalguidanceforethics ­ CRF: CaseReportForm
reviewofhealth-relatedresearchwithhuman ­ CRA: ClinicalResearchAssistant
participants ­ SOP: StandardOperatingProcedure
Guidancedocument; ­ CRO: ContractResearchOrganisation
http://www.who.int/ethics/publications/978924150­ CTA: ClinicalTrialApplication
2948/en/ ­ SUSAR: SuspectedUnexpectedSeriousAdverse

Reaction
SADR: SeriousAdverseDrugReaction
IB: Investigator’sBrochure
EC: EthicsCommittee
MLH: MountLebanonHospital
SPC: SummaryofProductcharacteristics
GCP: GoodClinicalPractice
CSR: ClinicalStudyReport
ECRF: ElectronicCaseReportForm
ePRO: ElectronicPatientReportedOutComes
ISF: InvestigatorSiteFile

P:  OLICY
MA-PO-47 :  
Beforeinitiatingatrial, theinvestigatormusthavewrittenanddatedapprovalorfavorableopinionfromtheEC
forthetrialprotocol, writteninformedconsentform, consentformupdates, subjectrecruitmentproceduresand
anyotherwritteninformationtobeprovidedtothesubjects.  

I-Interventionaltrials

1. Clinicaltrialapprovalprocess
Clinicaltrialapplicationform (CTA)  
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Thesponsor/CROshouldfillandsubmitaCTAform (MA-F-35) togetherwiththetrialdocumentstobe
submittedaslistedbelow.  
TRIALDocumentstobeSUBMITTEDFORETHICSCOMMITTEEAPPROVAL

Investigator’ssubmissionletter
TrialCTAform
TrialProtocol (Mostupdatedversion) *  
Subjectinformationandconsentform **  
Casereportform *  
Patientcard ***  
Otherpatientdocument (diary...)  
Recruitementadvertisement
InvestigatorBrochureorSummaryofProductCharacteristics (Ifstudydrug ismarketedand
usedaccordingtothetermsandconditionsofitsSPC) *  
Trialinsurance
PrincipalinvestigatorupdatedCV (MA-F-36, unlesssponsor’sorCRO’stemplateused)  
Co-investigatorsupdatedCV (MA-F-36, unlesssponsor’sorCRO’stemplateused)   
Andanyotherdocumentpertinenttothestudyconduct

EnglishorFrench
Arabic + EnglishorFrench
Arabic

Trialsubmissionrecipient
Thesubmissionpackage (trialCTAandsubmissiondocuments) shouldbetransmittedasfollow

TotheAsssitantMedicalDirector (Dr. MarieMerheb, GroundFloor/MLH,   
marie.merheb@mlh.com.lb):  

Onefullhardcopyandonefullelectroniccopyofthesubmissionpackage.  
Acknowledgementofreceipt
TheAssitantMedicalDirectorortheECsecretary willcompletethelastpageoftheCTAformandwill
communicatewith theapplicant (sponsororCRO) inordertocertifyacknowledgementofreceiptofthe
submitteddocuments. He/shewillcoordinatewiththeapplicant (sponsororCRO) untilthedossieris
completed.   
Meetingsandapprovaltimelines
Thefollowingtimelinesapply

thTrialdossiersubmittedbeforethe13 ofmonthM
TrialdossierevaluationbyEthicsCommitteeonthefirstTuesdayofmonthM+1
ThesecretaryoftheEthicsCommitteewilltransmit, withinoneweekafterthemeeting:  

Totheprincipalinvestigator: theoriginalcopyoftheEthicsCommitteedecision’sletter
Timelinesmaybedelayedforsubmissionsperformedwithinholidaysperiod, orinexceptional
circumstances, ofwhichthesponsororCROwillbeinformedbytheassistantmedicaldirector

Approvalvalidity
AtrialapprovalbyEthicsCommitteeisvalidtillthetrial’send.  
Atrialthathasnotrecruitedpatientswithin6monthsafterEthicsCommittee’sapprovalshouldbere- 
submittedforevaluation.   
Ifmodificationstothesubmitteddocumentshavebeenintroducedsincefirstsubmission, theamended
documentsshouldbesubmitted, togetherwithalistofchangesmade, indicating theirsection, the
initialwordingsandtheamendedwordings.   
TheEthicsCommitteereservestherighttointerruptatrial (temporaryordefinitely), atanytime, for
ethicalorsafetyconcerns.  
Thecloseoutvisitreportshouldbesubmittedonlywhenallactivitiesrelatedtothestudyarefinished
suchaspaymentforallparties, softorhardcopyoftheECRF, ePRO, pharmacyandlaboratoryfiles

collectedandarchivedwiththeISF,...). AclearancefromthestudyteamofMLHmustbetakenbefore
proceedingwiththecloseoutvisitreport.  
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2. Informationtobesubmittedduringthetrial
Thefollowingshouldbetransmittedhardcopy totheAssistantMedicalDirector/ECsecretary at:  
marie.merheb@mlh.com.lb, forsubmissiontotheEthicsCommittee:   

Anyinterruptionandthereasonofinterruptionofthetrialinanyparticipatingcentre/country, within7
calendardaysaftersponsor’sdecision.  
Investigatornotifications (INs) aboutSUSARandsafety: theseshouldbesubmittedatleastonceperyear,  
eitherintheInvestigatorBrochureorduringthecontinuingreviewsubmission.   
SeriousAdverseEvents (SAE):   

Ifthishasleadtopatientdeath, theseshouldbeinitiallysubmittedwithin48hoursafterinvestigator
awareness. Andanupdatedreportwithin7workingdays.   
Ifthishasnotleadtodeath, theseshouldbeinitiallysubmittedwithin48hoursafterinvestigator
awareness. Andanupdatedreportwithin7workingdays.   

ProtocolDeviationsandnoncompliancereports:   
Ifaffectingpatients’ safety, theseshouldbesubmittedwithin7workingdays.   
Otherprotocolsdeviationsandnoncompliancereportsshouldbesubmittedwithin6monthsof
investigator’sawareness.   

BlindedSuspectedUnexpectedAdverseReaction (SUSARS): theseshouldbereportedquarterlyorevery
6monthsbasedonthesponsorprocedure.   
Annualprogressreport (MA-F-32): suchreportissubmittedonayearlybasisafterEthics’ Committee
approvalandafinalreportatthestudyclosure.   
TheCSRoncereleasedbythesponsorortheCRO.  

3. Ethicscommitteestatement
Atsponsor’s/CRO’srequest, theEthicsCommitteecandeliverastatementindicatingnamesandfunction
ofitsmembersaswellastheregulationsandprocessapplied.  

4. Clinicaltrialagreementprocess:  
ThestudyagreementwiththesponsorortheCROshouldincludeandbesignedbythethreefollowingparties:  

Theinvestigator(s) andcoinvestigator(s)  
Thehospitalsite (MLHmedicaldirector), forhospitalservices (lab, radiology, pharmacy...)  

Aninitialdraftoftheagreementincludingstudybudgetshouldbetransmittedforcommentsto:  
Theinvestigator(s) andcoinversigator(s)  
TheAssistantMedicalDirectoratmarie.merheb@mlh.com.lb

II-Non-interventionaltrials

1. Clinicaltrialapprovalprocess
Clinicaltrialapplicationform (CTA)  
Thesponsor/CROshouldfillandsubmitaCTAform (MA-F-35) togetherwiththetrialdocumentstobe
submittedaslistedbelow.  
Trialdocumentstobesubmittedforethicscommitteeapproval

Investigator’ssubmissionletter
TrialCTAform
TrialProtocol (Mostupdatedversion) *  
Subjectinformationandconsentform **  
Casereportform *  
Patientdocuments (diary...) ***  
Recruitementadvertisement
PrincipalinvestigatorupdatedCV (MA-F-36)  
Co-investigatorsupdatedCV (MA-F-36)   
Andanyotherdocumentpertinenttothestudyconduct

EnglishorFrench
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Arabic + EnglishorFrench
Arabic

Trialsubmissionreceipient
Onefullhardcopyandonefullelectroniccopyofthesubmissionpackage.  
trialCTAandsubmissiondocuments) shouldbetransmittedtotheAsssitantMedicalDirector (Dr. Marie

Merheb, GroundFloor/MLH , marie.merheb@mlh.com.lb).  
Acknowledgementofreceipt
TheAssitantMedicalDirectorortheECsecretary willcompletethelastpageoftheCTAformandwill
communicatewith theapplicant (sponsororCRO) inordertocertifyacknowledgementofreceiptofthe
submitteddocuments. He/shewillcoordinatewiththeapplicant (sponosrorCRO) untilthedossieris
completed.  
Meetingsandapprovaltimelines
Thefollowingtimelinesapply

thTrialdossiersubmittedbeforethe13 ofmonthM
TrialdossierevaluationbyEthicsCommitteeonthefirstTuesdayofmonthM+1
ThesecretaryoftheEthicsCommitteewilltransmit, withinoneweekafterthemeeting:  

Totheprincipalinvestigator: theoriginalcopyoftheEthicsCommitteedecision’sletter
Timelinesmaybedelayedforsubmissionsperformedwithinholidaysperiod, orinexceptional
circumstances, ofwhichthesponsororCROwillbeinformedbytheassistantmedicaldirector.  
Approvalofsuchnon-interventionaltrialscanbedoneinanexpeditedmanner, atthediscretionofthe
ECchariperson.   

Approvalvalidity
AtrialapprovalbyEthicsCommitteeisvalidtillthetrial’send.  
Atrialthathasnotrecruitedpatientswithin6monthafterEthicsCommittee’sapproval
shouldbere-submittedforevaluation.   
Ifmodificationstothesubmitteddocumentshavebeenintroducedsincefirstsubmission,   
theamendeddocumentsshouldbesubmitted, togetherwithalistofchangesmade, indicating
theirsection, theinitialwordingsandtheamendedwordings.   
TheEthicsCommitteereservestherighttointerruptatrial (temporaryordefinitely), atanytime, for
ethicalorsafetyconcerns.   
Thecloseoutvisitreportshouldbesubmittedonlywhenallactivitiesrelatedtothestudyarefinished
suchaspaymentforallparties, softorhardcopyoftheECRF, ePRO, pharmacyandlaboratoryfiles

collectedandarchivedwiththeISF,...). AclearancefromthestudyteamofMLHmustbetakenbefore
proceedingwiththecloseoutvisitreport.  

2. Ethicscommitteestatement
Atsponsor’s/CRO’srequest, theEthicsCommitteecandeliverastatementindicatingnamesandfunctionof
itsmembersaswellastheregulationsandprocessapplied.   

3. Clinicaltrialagreementprocess:  
ThestudyagreementwiththesponsorortheCRAshouldincludeandbesignedbythetwofollowingparties:  

Theinvestigator(s) andcoinvestigator(s)  
Thehospitalsite (MLHmedicaldirector).   

Aninitialdraftoftheagreementincludingstudybudgetshouldbetransmittedforcommentsto:  
Theinvestigator(s) andcoinvestigator(s)  
TheAssistantMedicalDirectoratmarie.merheb@mlh.com.lb.   

III- Typesofreview

AllclinicaltrialprotocolsarereviewedbytheEC, eitherasafull, anexemptor anexpeditedreview.   
Fullreview, whichisapplicabletoallinterventionalandnon-interventionaltrials.  
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Specificattentionisadditionnallypaidtothefollowingtrialswhereresearchinvolvesgreaterthanminimal
risktoparticipantsand/orinvolvessensibledatacollection: 

researchinvolvingvulnerablegroups – forexample, childrenandyoungpeople, thosewithalearning
disabilityorcognitiveimpairment, orindividualsinadependentorunequalrelationship
researchinvolvingsensitivetopics – forexampleparticipants’ sexualbehaviour, theirillegalor
politicalbehaviour, theirexperienceofviolence, theirabuseorexploitation, theirmentalhealth, or
theirgenderorethnicstatus
researchinvolvinggroupswherepermissionofagatekeeperisnormallyrequiredforinitialaccessto
members – forexample, ethnicorculturalgroups, nativepeoplesorindigenouscommunities
researchinvolvingdeceptionorwhichisconductedwithoutparticipants’ fullandinformedconsentat
thetimethestudyiscarriedout
researchinvolvingaccesstogeneticorotherbiologicalrecordsorinformation, concerningidentifiable
individuals
researchwhichwouldinducepsychologicalstress, anxietyorhumiliationorcausemorethanminimal
pain
researchinvolvingintrusiveinterventions – forexample, vigorousphysicalexercise, ortechniques
suchashypnotherapy. Participantswouldnotencountersuchinterventions, whichmaycausethemto
revealinformationwhichcausesconcern, inthecourseoftheireverydaylife

Exemptreview: itappliestoresearchwith “minimalrisk”:   
Educationresearch
Surveys, interviews, educationaltests, publicobservations (thatdonotinvolvechildren)  
Studiesofpublicofficials
Analysisofpreviously – collected, anonymousdata
Publicbenefitorserviceprogram
Consumeracceptances, taste, andfoodqualitystudies

ExpeditedReview: ItcanbedonebytheECchairpersonoroneofitsdesignee:   
Applicabletonon-interventionalresearchprojectsthathaveashortleadtimeandarecommissionedin
responsetoademandofajustifiedpressingimportance.  
Applicabletoalltrialsforminorchangesinpreviouslyapprovedresearchduringtheperiodforwhich
approvalisauthorized.  

Clinicalstudiesofdrugsandmedicaldevicesonlywhencertainconditionsaremet
Collectionofbloodsamplesbyfingerstick, heelstick, earstick, orvenipunctureincertain
populationsandwithincertainamounts
Prospectivecollectionofbiologicalspecimensforresearchpurposesbynoninvasivemeans.  
Collectionofdatathroughnoninvasiveprocedures (notinvolvinggeneralanesthesiaorsedation)  
routinelyemployedinclinicalpractice, excludingproceduresinvolvingx-raysormicrowaves.  
Reserchinvolvingmaterials (data, documents, records, orspecimens) thathavebeencollected, or
willbecollectedsolelyfornon – researchpurposes
Collectionofdatafromvoice, video, digital, orimagerecordingsmadeforresearchpurposes
Researchonindividualorgroupcharacteristicsorbehaviororresearchemployingsurvey,  
interview, oralhistory, focusgroup, programevaluation, humanfactorsevaluation, orquality
assurancemethodologies. 
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