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Recommended Essential Research Study Documents to Keep on File

Regulatory Documents:

· Investigator’s brochure, with any updates

· Protocol and amendments; sample case recording form

· Information given to subjects, including all approved informed consent forms and HIPAA-related information

· Signed agreements between involved parties (e.g. sponsor agreements)

· IRB correspondence, including initial submission, approval letters and continuing review submissions and reporting of protocol violations/deviations and adverse events

· Sponsor correspondence, including phone log and e-mails

· Training records, CVs and licenses, and signature logs for all study personnel

· Confidentiality agreements

· Financial disclosure forms

· Advertisements for subject recruitment, if used

For Drug and Device Studies:

· FDA Forms 1571/1572

· Regulatory (e.g. FDA) correspondence
· Annual reports to sponsors or FDA
Documents Related to the Test Article (Drug and Device Studies)
· Instructions for handling investigational articles and trial-related materials (if not included in the protocol or investigator’s brochure

· Shipping records for investigational products and trial-related materials

· Decoding procedures for blinded trials

· Investigational product accountability at the site (receipt, dispensing, returned by subjects, returned to sponsor/destroyed)

· Investigational product destruction, if applicable
· Persons with access to drug and those allowed to dispense (SOP)
Study Conduct and Supplies:

· Subject scheduling and follow up

· Screening and enrollment logs

· Patient educational tools

· Blank forms and supplies

· Lab normal values

· Equipment maintenance records
· Study Standard Operating Procedures

· Study Quality Assurance Reports

· Staff Responsibilities
Subject Files:

· Subject ID number and study number

· Signed informed consent forms

· Note of the informed consent process

· Record that inclusion/exclusion criteria were considered

· Completed and signed CRFs

· All communication with subject, including phone logs and subject diaries

· PI reporting of adverse events, protocol violations/deviations, and death

· Record of subject withdrawal and reason for withdrawal

Source Documentation (medical record in study file):
· Source documentation (note that CRFs do NOT count as source documentation unless they’re in the protocol as such and the IRB has approved using them as source.
· Eligibility Documentation
· Schedule of all research procedures and appointments

· Copies of all lab, pathology, or other diagnostic reports

· Copies of records of drugs dispensed or devices used

· Unique lot numbers for devices in medical record
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