· CHECKLIST FOR CLINICAL RESEARCH PROJECT FILES

For each human research project that your group has been authorized to 

perform: THE LOCAL PRINCIPAL INVESTIGATOR is responsible for assuring 

that the file on each study is secure and complete. That for each project a SEPARATE file is maintained with the following documents:

· The most recent version of the protocol, plus any previously reviewed versions.
· A copy of all proposal submission sheets (the “front sheets”), including the signatures of endorsement from CareLine and letters of support from other individuals or services.
· Copies of the minutes and/or memos from the IRB and R&D and other relevant committees (e.g. Radiation Safety Committee) indicating that the proposal has been reviewed, with stipulations to be met before the study can begin.
· Documentation that the stipulated changes were made.
· Form 10-1223 signed by the IRB Chair authorizing you to start the study.
· All approvals of amendments to the protocol or the informed consent, and of applications for continuing/annual approval, in chronological order.
· All communications from study sponsor, in chronological order.
· Documentation that all study amendments and reports of adverse events from study sponsor have been reported to the IRB in a timely fashion (e.g. copies of minutes).
· A file containing copies of all local adverse events, and documentation that they have been reported to the IRB in a timely fashion (and if applicable, to the study sponsor, FDA, etc.).
· For any investigational drug: a copy of VA form 10-9012 signed by the Chairs of the IRB and R & D.
· All regulatory documents (e.g. FDA form 1572, etc.).
· If applicable: the Investigator Brochure, all study amendments, all reports of off-site SAE’s from the study sponsor, plus drug disposition records (or documentation, if responsibility has been delegated to Research Pharmacy)
· INFORMED CONSENT FORM FILES
· A blank copy of the most recently approved version of the informed consent form, with the original signed date stamp.
· Be absolutely certain ALL out-of-date (older versions) of blank consents are destroyed. 
· The completed original informed consent for each subject enrolled in the study, with all the required original signatures, with all blanks (e.g. initials, dates) completed, plus a legible participant name. 
In addition to keeping the original signed informed consent, the INVESTIGATOR is responsible for assuring that a copy of the signed informed consent has been:

· Given to the participant/responsible individual.
· Sent to medical records to be scanned into the participants chart if registered in the VA system. 
· Sent to Pharmacy, if the study involves a study drug.
· Sent to the Clinical Research Center (CRC), if study is to be done there.
· Submitted to the research office promptly.(within 2 weeks) 
The INVESTIGATOR is also responsible for keeping a separate and secure list of all subjects consented, with unique identifiers. If participants are withdrawn or choose to withdraw, the reason should be noted. This notification can be sent immediately or at the time of continuing review. 
· RESEARCH DOCUMENTATION
The INVESTIGATOR is responsible for assuring that the Research Study Initiation Note in the electronic medical record. This will appear in the “postings” section of the cover sheet. The study note template includes that the subject has been entered in the study after being fully informed about the study, has had his/her questions answered, has signed the informed consent, include the contact information for the primary VA investigator, and the expected length of time that the subject will be participating in the study. If it is an interventional study –the investigational drug form (10-9012) side effects should be included or sent to be scanned into the medical record. At the conclusion of the study, an addendum should be placed on the original note. Document in the medical record when potential participants fail the inclusion screening after signing an informed consent.                                                                                                                                              

The exception to the above is participation that is completed with one visit. In this case, a research minimal risk titled note can be used. This note should contain the name of the study, the principal investigator contacts, information about the consent and that once the intervention is done, that participation is completed.[image: image1.png]
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