Sponsor-Investigator Responsibilities for Expanded Access IDEs (for Individual Patient or Small Group Access) Indiana Clinical and Translational Sciences Institute (CTSI) & IU Quality Improvement Office (QIO)
Sponsor-Investigator:
Regarding IDE application for study:
Meeting Participants: 
Date:
[bookmark: _Hlk191458749]NOTE: The purpose of this meeting is to review the additional regulatory obligations assigned to a “sponsor” (as the IDE holder) by the FDA (per 21 CFR 812). The obligations of the “investigator” role, also outlined in 21 CFR 812 [specifically described in Subpart C: 21 CFR 812.100, 812.110, and 812.140(a)], still apply. Additionally, the expectations for both “sponsors” and “investigators” outlined in ICH GCP E6 [Revision 2 (R2) Section 4 – Investigator, Section 5 - Sponsor and Draft Revision 3 (R3), Part III Section 2 – Investigator, Section 3 - Sponsor] are recommended and should be reviewed independently to ensure compliance with all regulatory expectations. 
ADDITIONAL NOTE: ICH GCP E6 is specifically written to address standards for clinical trials of drug and biologic products. The “counterpart” for medical device trials is ISO 14155:2020, however, ISO standards are subject to copyright protections and are not made publicly available. They may be accessed only after purchasing the content directly from ISO or an authorized retailer. As ISO 14155:2020 revisions have been reported to largely align the standard’s content to that of ICH GCP E6, references to the publicly available GCP recommendations were instead included throughout this document as they should convey similar expectations to that of ISO 14155. 
This form is intended to facilitate this discussion and to serve as a resource; this form does not need to be completed and returned to CTSI or QIO for review. The “Comment” column is provided for your use/notes only.	
	Responsibility
	Comments

	Ensure an appropriate IDE application submission/single patient request to FDA
21 CFR Part 812.35(a)
FDA Guidance: Expanded Access for Medical Device – Compassionate Use
· Does your application include all the necessary components?
· A description of the patient’s condition and circumstances necessitating treatment.
· A discussion of why alternative therapies are unsatisfactory and why the probable risk of the investigational device use is no greater than the probable risk from the disease or condition.
· The patient protection measures that will be followed, including a draft informed consent form, confirmation that IRB approval will be obtained prior to the device’s use, an independent assessment from an uninvolved physician, and authorization for use of the device from the device manufacturer.
· The clinical treatment protocol to be followed, and if provided by the manufacturer, any deviations that may be needed to treat the local patient.
· For small group access use, was the number of patients to be treated included?
	

	Ensure that the investigation is not initiated until 30 days after the FDA’s receipt of the IDE application (absent earlier notification by FDA that the IDE is approved, or that the investigation may not begin) or prior to IRB approval
21 CFR Part 812.30
FDA Guidance: Expanded Access for Medical Device – Compassionate Use
· Will you or another study designee be contacting the FDA for an acknowledgement letter or “study may proceed” notification, if not yet received by the 30-day timeline?
· How will you communicate to study personnel and all external participating sites, if any, when to initiate study procedures?
	

	Develop and implement a schedule for monitoring the patient. After FDA approval, the attending physician should devise an appropriate schedule for monitoring the patient, taking into consideration the investigational nature of the device and the specific needs of the patient. The patient should be monitored to detect any possible problems arising from the use of the device.
ICH GCP E6 (R3) 3.4
FDA Guidance: Expanded Access for Medical Device – Compassionate Use
· Has the schedule for monitoring the patient been developed?
· If not provided as part of the initial IRB application, was an amendment submitted to provide this information to the IRB upon development?
· If changes to the treatment or monitoring plan are subsequently required, will IRB approval be obtained prior to implementing the change? Or, if the changes are necessary to eliminate an apparent immediate hazard to the subject and IRB approval is not feasible in advance of implementation, will the IRB be notified of such implementation as a promptly reportable event as required? 
· If problems arise, were they reported to the IRB and FDA, if required?
· IU IRB requires promptly reportable events to be reported within 5 business days of the study team becoming aware of the event. Promptly reportable events include (but are not limited to):
· Any incidents or events, including but not limited to adverse events assessed by the PI, or appropriately trained and qualified designee as (1) unexpected (in terms of nature, severity, or frequency) given the research procedures described in the study-related documents and the characteristics of the subject population, (2) related or possibly related to study participation, AND (3) suggesting that the research places subjects or others at greater risk of harm that was previously known;
· Unanticipated adverse device effect (UADE) means any serious adverse effect on health or safety or any life-threatening problem or death caused by, or associated with, a device, if that effect, problem, or death was not previously identified in nature, severity, or degree of incidence in the investigational plan or application (including a supplementary plan), or any other unanticipated serious problem associated with a device that relates to the rights, safety, or welfare of subjects (as defined in 21 CFR 812.3).
·  FDA requires reporting of problems “as soon as possible.”
	

	Submit follow-up report and withdraw the IDE. A follow-up report should be submitted within 45 days of using the investigational device. The report should describe the success or failure of the procedure, whether any problems occurred with the use of the device, a summary of the patient outcome, and the patient protection measures that were followed. If multiple patients were to be treated, the follow-up report should be submitted after the last patient has been treated. Proof of IRB approval should be included. The follow-up report should confirm that treatment with the device has been concluded, and that the IDE application may be closed. 
21 CFR Part 812.150(b)(7)
ICH GCP E6 (R3) 3.17
FDA Guidance: Expanded Access for Medical Device – Compassionate Use
· Will you as the PI be submitting the progress report(s), notification of completion, and final report or will this be a task designated to other study personnel (e.g. Research Coordinator, etc.)?
· How will you document these submissions?
	

	Maintain IDE records in accordance with IU HRPP Policies
IU HRPP Policy – Research Personnel Responsibilities 
IU HRPP Policy – Research Data Management
· Are all study personnel aware of the need to:
· Comply with the treatment & monitoring plan?
· Identify and document adverse events for assessment by a qualified investigator (for severity and relatedness)?
· Maintain records related to the device (regarding receipt, use, return and/or disposition)?
· How will you ensure that all records related to the IDE (including, signed consent form(s), adverse events, FDA correspondence) is maintained for at least 3 years following study closure with the IRB?
· How will you ensure compliance with 21 CFR 11 (regarding electronic signatures), if applicable?
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