Portland VA Medical Center Human Research

For Principal Investigators:

What, When and How to Report for PVAMC Human Research
Addendum:  Drug and Device Studies  

Reporting Requirements for FDA-regulated Research

FDA, VA, and DHHS regulations require prompt reporting to the IRB, FDA, OHRP, and the Office of Research Oversight (ORO) of any unanticipated problems involving risks to human subjects and others.  

See IRB Standard Operating Procedures (SOP), Chapter XIII and Chapter IX, Ongoing Review, item G. 
Reporting Requirements – INDs
FDA IND regulations (for both drugs and biologics) have requirements related to the reporting of adverse events. (21 CFR 312.64)  
1.  Investigator Reports to Sponsor: 

a. Report immediately 
· any alarming adverse effect that may reasonably be regarded as caused by, or probably caused by, the drug being investigated (21 CFR 312.64(b)). 
b. Report promptly 

· any other adverse effect that may reasonably be regarded as caused by, or probably caused by, the drug being investigated. 
· any relevant changes during the course of the investigation and for 1 year following study completion.
c. Report progress annually.

d. Report sufficient accurate financial information to allow an applicant to submit complete and accurate certification or disclosure statements as required under 21 CFR 54.  

e. Report shortly after completion of the investigator’s participation in the investigation.

2.
For Investigators acting as sponsor - Sponsor Reports to FDA and other Investigators: 
· As soon as possible and no later than 7 calendar days: Notify the FDA of any fatal or life-threatening experience associated with the use of an investigational drug after the sponsor's initial receipt of the information.
· As soon as possible but no later than 15 calendar days after determined to be reportable, notify the FDA and all participating investigators of any adverse experience associated with the use of the drug or biologic that is both serious and unexpected, 21 CFR 312.32(c)(B).
· For a clinical study of a marketed drug, report adverse experiences associated with the use of the drug from the clinical study.
· Report any follow-up information to a safety report to the FDA as soon as available.
"Serious adverse drug experience" is defined as "any adverse drug experience occurring at any dose that results in any of the following outcomes: death, a life‑threatening adverse drug experience, inpatient hospitalization or prolongation of existing hospitalization, a persistent or significant disability/incapacity, or a congenital anomaly/birth defect" (21 CFR 312.32(a)).
Reporting Requirements – IDEs
FDA IDE (device) reporting requirements are similar but not exactly the same as for drugs and biologics, 21CFR812.150. See section RR 602, item G. for guidance in reporting to the IRB.
1. Investigator to Sponsor - FDA IDE regulations require the following reports:

(a) As soon as possible and no later than 5 working days of occurrence

· Withdrawal (suspension or termination) of IRB approval:  report to the sponsor 
· Protocol deviations to protect subjects: report to the sponsor any deviation from the investigational plan to protect the life or physical well-being of a subject in an emergency
· Use of device without informed consent

(b) As soon as possible and no later than 10 working days of discovery, report any unanticipated adverse device effect to the sponsor 
(c) Within 3 months of termination or completion of the investigation or the investigator’s part of the investigation, send final report.
(d) No less often than yearly, report progress.

(e) Upon request by the FDA , provide accurate, complete, and current information about any aspect of the investigation.
2. For Investigators acting as sponsor – Sponsor/Investigator reports to FDA 

(a) Within 5 working days after receiving notification 
· Report withdrawal (suspension or termination) of any IRB approval to the FDA and all other reviewing IRBs and participating investigators. 

· Report to participating investigators of any withdrawal of FDA approval of the investigation. 

· Submit a copy of any report by an investigator of use of a device without obtaining informed consent.

· Report to the FDA an IRB’s determination that a device is a significant risk device if the sponsor had proposed the IRB consider the device not to be a significant risk device. 

(b) No later than 10 working days of receipt of the information, evaluate all unanticipated adverse device effects and report results to the FDA and all participating investigators.

(c) Within 30 working days of receiving request, report the request and the reason for the request to return, repair, or otherwise dispose of any units of a device to the FDA. 

(d) Within 30 working days, report to the FDA the completion or termination of an investigation involving a significant risk device and submit a final report within 6 months of the completion/termination. 

(e) At 6-month intervals, submit to the FDA a current list of the names and addresses of all investigators participating in an investigation.

(f) At least yearly, submit progress reports to the FDA. Sponsors of treatment IDEs must submit semi-annual progress reports to the FDA. 

(g) Upon request by the IRB or the FDA, provide accurate, complete, and current information about any aspect of the investigation.
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