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PrePre--study documentsstudy documents -- 11

Investigator documentationInvestigator documentation
–– CV, medical licenseCV, medical license
–– SponsorSponsor--Investigator AgreementInvestigator Agreement
–– Financial DisclosureFinancial Disclosure
–– Confidentiality Agreement (not an FDA req’t.)Confidentiality Agreement (not an FDA req’t.)

Site documentationSite documentation
–– Pharmacy, Pathology labs, Clinical labs, Core labsPharmacy, Pathology labs, Clinical labs, Core labs
–– Lab normal values (as applicable)Lab normal values (as applicable)
–– Support personnel CV as appropriateSupport personnel CV as appropriate
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PrePre--Study DocumentsStudy Documents -- 22
CorrespondenceCorrespondence
–– To/from sponsor/investigator (sponsor and site)To/from sponsor/investigator (sponsor and site)
–– To/from IRB (site)To/from IRB (site)
–– To/from FDA (sponsor site)To/from FDA (sponsor site)

Signed Protocol and CRFsSigned Protocol and CRFs
IRBIRB
–– IRB certificationIRB certification
–– Protocol approval form or letterProtocol approval form or letter
–– approved consent formapproved consent form
–– approved advertising materialsapproved advertising materials
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PrePre--Study Medical DeviceStudy Medical Device
DocumentationDocumentation

At SiteAt Site
–– Operator’s ManualOperator’s Manual

and/or Investigator’sand/or Investigator’s
BrochureBrochure

–– ComponentsComponents
–– Principle of operationPrinciple of operation
–– Training on use ofTraining on use of

product; trainingproduct; training
validationvalidation

At Sponsor’s SiteAt Sponsor’s Site
–– Software verificationSoftware verification

and validationand validation
–– BiocompatibilityBiocompatibility
–– Electrical Safety,Electrical Safety,

EMC, RFIEMC, RFI
–– Repair, replacementRepair, replacement
–– Training recordsTraining records
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Ongoing Study DocumentsOngoing Study Documents -- 11
InvestigatorInvestigator
–– License renewal and updated CVLicense renewal and updated CV

SiteSite
–– Updated certificationsUpdated certifications

Any amendments to protocol, CRF changesAny amendments to protocol, CRF changes
IRBIRB
–– ReRe--approval and ongoing review documentsapproval and ongoing review documents
–– Approval of amendments and consent forms for amendmentsApproval of amendments and consent forms for amendments

Patient/SubjectPatient/Subject
–– Screening and enrollment logsScreening and enrollment logs
–– Signed consent forms (at site)Signed consent forms (at site)
–– Affidavit of consentAffidavit of consent
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Ongoing study documentsOngoing study documents -- 22
Patient/SubjectPatient/Subject –– (Cont’d)(Cont’d)
–– Case report formsCase report forms

Adverse Event reportsAdverse Event reports
–– backback--up documentationup documentation
–– Death reportsDeath reports

Investigational SuppliesInvestigational Supplies
–– Shipping/receipt documentsShipping/receipt documents
–– Inventory/accountability listInventory/accountability list
–– Repair/replacement/return recordsRepair/replacement/return records
–– Updated Operators’ ManualUpdated Operators’ Manual
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Ongoing study documentsOngoing study documents -- 33
Monitoring recordsMonitoring records
–– Personnel signature sheetPersonnel signature sheet
–– Monitoring logsMonitoring logs
–– ReportsReports –– sponsor facilitysponsor facility
–– Summaries (action items)Summaries (action items) -- sitesite

Data Safety Monitoring Committee reportsData Safety Monitoring Committee reports
(Sponsor site)(Sponsor site)
Data queries and resolutionsData queries and resolutions
ReportsReports
–– Investigator progress report(s)Investigator progress report(s)
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End of Study DocumentsEnd of Study Documents -- 11

IRBIRB
–– Final report to IRBFinal report to IRB

Patient/SubjectPatient/Subject
–– Completed, queryCompleted, query--resolved CRFsresolved CRFs

Adverse eventsAdverse events
–– FollowFollow--up of event(s) completedup of event(s) completed

Investigational SuppliesInvestigational Supplies
–– Accountability records completedAccountability records completed
–– Return and shipment recordsReturn and shipment records
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End of study documentsEnd of study documents -- 22

CloseClose--out Monitoring visit reportout Monitoring visit report
RecordsRecords
–– Records at site checklistRecords at site checklist
–– Sponsor records checklistSponsor records checklist

ReportsReports
–– Final investigator’s reportFinal investigator’s report
–– Final statistical reportFinal statistical report
–– Final overall clinical reportFinal overall clinical report
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End of Study DocumentsEnd of Study Documents -- 33

Final Clinical Report for FDA SubmissionFinal Clinical Report for FDA Submission
Complete copies of CRFs of any subjectComplete copies of CRFs of any subject
–– who died during the course of the studywho died during the course of the study
–– who discontinued from the studywho discontinued from the study
–– who had an unexpected adverse eventwho had an unexpected adverse event
–– who was inappropriately enrolled in the studywho was inappropriately enrolled in the study
–– who did not give consent before studywho did not give consent before study

procedures were initiatedprocedures were initiated
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CloseClose--Out VisitOut Visit
Documents, Investigator’s copies of CaseDocuments, Investigator’s copies of Case
Report Forms, Device Inventory andReport Forms, Device Inventory and
accountability, adverse event reports,accountability, adverse event reports,
investigator’s final report, etc. must be preparedinvestigator’s final report, etc. must be prepared
for storagefor storage
Retention labels should be placed on outerRetention labels should be placed on outer
container to let PI know:container to let PI know:
–– When contents of box may be destroyedWhen contents of box may be destroyed
–– Where to look for specific items in case of FDAWhere to look for specific items in case of FDA

inspectioninspection
–– What to do with documents if PI moves to anotherWhat to do with documents if PI moves to another

facilityfacility



Feldman      Jan 2008Feldman      Jan 2008 1212

Clinical SOPs, 1Clinical SOPs, 1

Clinical SOPsClinical SOPs
–– Must be written (not oral) and must beMust be written (not oral) and must be

approved by managementapproved by management
–– Must be reviewed yearly to see if updates areMust be reviewed yearly to see if updates are

needed; if changes are made within the year,needed; if changes are made within the year,
revised SOPs must be approved.revised SOPs must be approved.

–– It is the company’s decision to make theIt is the company’s decision to make the
SOPs detailed or generalSOPs detailed or general

–– Should cover FDA and ICH guidelinesShould cover FDA and ICH guidelines
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Clinical SOPs, 2Clinical SOPs, 2

SOPs should describe how sponsor willSOPs should describe how sponsor will
perform all regulated activities, e.g.,perform all regulated activities, e.g.,
documentation filing system, monitoring,documentation filing system, monitoring,
records and reportsrecords and reports
SOPs should also describe managementSOPs should also describe management
reviewreview
SOPs must be maintained; inSOPs must be maintained; in--househouse
personnel are trained on SOPs andpersonnel are trained on SOPs and
updates , as neededupdates , as needed
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Clinical SOPs, 3Clinical SOPs, 3

There should be SOPs for every activity theThere should be SOPs for every activity the
Sponsor is doing itself.Sponsor is doing itself.
If a Contract Research Organization (CRO) isIf a Contract Research Organization (CRO) is
used, the CRO must either have its own SOPsused, the CRO must either have its own SOPs
or follow those of the Sponsor.or follow those of the Sponsor.
Whether or not a CRO is used, the Sponsor isWhether or not a CRO is used, the Sponsor is
ultimately responsible. Periodic oversight of theultimately responsible. Periodic oversight of the
CRO should be done: visits, inspections,CRO should be done: visits, inspections,
reviewing reports, etc.reviewing reports, etc.


