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· Complete required Educational modules (HRPP Training materials, CITI/GCP) and abide by guidelines.  The GCP guidelines must be practiced in carrying out the research operations.  Repeat CITI/GCP refresher modules yearly to maintain certification as a researcher.
· Read the Investigator Brochure for drug studies and know the details of the Investigational Product (IP) used in the research study.
· Assure that all prescriptions for IP are written by an IRB-approved investigator, as listed on the FDA Form 1572, where applicable.  Study Drug prescriptions may be written after proper informed consent process with the appropriately signed Informed Consent document signed by the subject per ICF Education Tool, and a copy of the ICF is received in the Research Pharmacy.  Additionally, prescriptions are to be written on paper script as well as entered to CPRS.
· Notify the IRB of all new staff and any changes in staff working on the research project.  An IRB Request Form Letter Tool has been created and is available for your use.
· Assure that all study staff has required training as above, and is IRB-approved prior to performing ICF process.
· Make certain that the Informed Consent Document (ICF) used is the most current and valid version, with the IRB stamp. Assure that the ICF document is properly signed, dated.  PI must sign within 24 hours per local Syracuse IRB SOP.
· The ICF document original must be placed in the subject binder and a copy:
-copy to subject

-copy to medical records for scanning into CPRS within one week
-copy to IRB within ONE WEEK of subject enrollment
-copy to Pharmacy, if study drug involved, before study drug released to subject.
· Document Informed Consent in CPRS in the Research Study Initiation Note and submit copy ICF to Medical Records Department with Document Scanning Request Form for scanning into CPRS within one week of subject entry.  The CPRS enrollment note must be completed and signed within 24 hours.  Notifying the Primary Care Provider (PCP) of the subject (consider PCP for “identify additional signer” for informational purposes) as a courtesy to the PCP.
· Assure that all follow-up study visits occur within the time window specified by the protocol, and that all required tests/exams etc are completed as per protocol.  If subject cannot attend a visit within this window, or if a particular visit/test is missed, promptly report a study deviation to the sponsor and the IRB.
· Report all AEs (Adverse Events) experienced by study subjects on the Study Report Form to the Sponsor and to the IRB at convenience or at Continuing Review.  
· SAEs (Serious Adverse Events) are those adverse events that involve:
· subject hospitalizations, 
· serious illnesses, 
· deaths, and 
· adverse events thought to be related to study intervention that may require IRB action regarding protocol changes.  
    SAEs should be reported within 24 hours to sponsor and IRB, and not later than 5

     business days.  All SAEs and AEs must be documented in CPRS.  Additionally, 
     UAEs (Unexpected Adverse Events with risk for harm to subject or others) should

     Be reported as SAEs.
· Complete Continuing Review on time, or study will be placed on administrative hold and/or terminated by the IRB.  
· Designate coverage for study when PI is on vacation or leave.  Leave vacation schedules with the CRC and/or CNYRC Director 2 months in advance of AL.
· Create Delegation of Duties to all staff on Research Study and include in the Regulatory Binder.
· Notify IRB of all Monitor Site Visits ahead of time, have monitors sign into and out of  Research D-Wing per regulations (with your initials as host), and keep a log of visits in the Regulatory binder.  Additionally, you must have the Monitor complete the Study Monitor Site Visit Report Form and give to the IRB and Research Compliance Officer prior to departure.  A copy of all final Sponsor Monitor Visit Reports are to be promptly submitted to the IRB and the RCO offices.
· The Syracuse VA Pharmacist is Korey Willard, a valuable resource and an IRB member.
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