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Clinical Research: RegulatoryClinical Research: Regulatory
ConsiderationsConsiderations

History of clinical researchHistory of clinical research
Laws, regulations, and guidanceLaws, regulations, and guidance

documentsdocuments
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Ethics and RegulationsEthics and Regulations
concerning Ethicalconcerning Ethical

considerationsconsiderations
History leading to ethical considerationsHistory leading to ethical considerations

Organizations performing oversight of clinical studiesOrganizations performing oversight of clinical studies
Regulations on ethical requirementsRegulations on ethical requirements

Informed ConsentInformed Consent
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Steps in the Clinical TrialSteps in the Clinical Trial
ProcessProcess

Clinical SOPsClinical SOPs
Protocol DevelopmentProtocol Development

Investigator and Site Selection (intro)Investigator and Site Selection (intro)
Finalizing protocol and Case Report FormsFinalizing protocol and Case Report Forms

Developing Consent form and Obtaining IRB ApprovalDeveloping Consent form and Obtaining IRB Approval
Setting up Database and Resolving QueriesSetting up Database and Resolving Queries

Monitoring and AuditingMonitoring and Auditing
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Investigator and SiteInvestigator and Site
SelectionSelection

Qualifications of a Clinical InvestigatorQualifications of a Clinical Investigator
Site Visit: facilities, personnel,Site Visit: facilities, personnel,
equipment, patient populationequipment, patient population

Regulations and Required DocumentsRegulations and Required Documents
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Essential DocumentsEssential Documents

PrePre--studystudy
During the studyDuring the study
After the studyAfter the study
MiscellaneousMiscellaneous
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Study InitiationStudy Initiation

Preparation for first enrolled subjectPreparation for first enrolled subject
Initiation VisitInitiation Visit

FollowFollow--up after initiation visitup after initiation visit
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Monitoring visitsMonitoring visits
Early visits: PreEarly visits: Pre--study and initiationstudy and initiation

Routing monitoring visitsRouting monitoring visits
CloseClose--out visitsout visits

“For cause” visits“For cause” visits
Monitoring “tools”Monitoring “tools”



99Feldman       16 Oct 08Feldman       16 Oct 08

Database Management andDatabase Management and
Biostatistical Analysis andBiostatistical Analysis and

EvaluationEvaluation
Setting up DatabaseSetting up Database

Issuing/resolving queriesIssuing/resolving queries
Closing databaseClosing database

Biostatistical AnalysisBiostatistical Analysis
Evaluation of DataEvaluation of Data

Create final Statistical reportCreate final Statistical report
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Adverse ExperienceAdverse Experience
ReportingReporting

Definitions of AEDefinitions of AE
Determination if event is an AEDetermination if event is an AE

AE ReportingAE Reporting
AE FollowAE Follow--upup

Use of Data Safety Monitoring Boards (DSMBs)Use of Data Safety Monitoring Boards (DSMBs)
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Study CloseStudy Close--OutOut

StudyStudy--CloseClose--Out VisitOut Visit
Investigator RecordsInvestigator Records
Investigator ReportsInvestigator Reports
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Records and ReportsRecords and Reports
Sponsor Study RecordsSponsor Study Records
(Documentation System)(Documentation System)

SOP for Doc. SystemSOP for Doc. System
Sponsor ReportsSponsor Reports

Investigator ReportsInvestigator Reports
Adverse Event ReportsAdverse Event Reports
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Quality Assurance ClinicalQuality Assurance Clinical
AuditsAudits

Clinical SOPsClinical SOPs
Audits and/or Inspections at Inv. SiteAudits and/or Inspections at Inv. Site

Audits and/or  inspections at Company FacilityAudits and/or  inspections at Company Facility
InIn--House Personnel and/or 3House Personnel and/or 3rdrd Party Contract AuditsParty Contract Audits

FDA Bioresearch Monitoring InspectionsFDA Bioresearch Monitoring Inspections



1414Feldman       16 Oct 08Feldman       16 Oct 08

Premarket SubmissionsPremarket Submissions

Clinical Research DepartmentClinical Research Department
Support for SubmissionsSupport for Submissions
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Postmarketing ClinicalPostmarketing Clinical
Research: regulations andResearch: regulations and

guidance documentsguidance documents
PostPost--marketing study commitments asmarketing study commitments as

a condition of approvala condition of approval
PostPost--marketing studies for marketing ormarketing studies for marketing or

publication purposespublication purposes


