Complying with FDA Abbreviated Investigational Device Exemption (Abbreviated IDE) Requirements

Introduction
All clinical evaluations of investigational devices, unless IDE exempt, must have an FDA-approved Investigational Device Exemption (IDE) before the study is initiated. An IDE permits a device to be shipped lawfully for the purpose of conducting investigations of the device, without complying with other requirements of the Food, Drug, and Cosmetic Act (FD&C Act) that would apply to devices in commercial distribution.
If the IRB determines that a clinical investigation involves a Nonsignificant Risk (NSR) device and is not exempt from the IDE regulations, there is no formal submission to the FDA. However, compliance with a subset of the full IDE requirements is required. This is known as an Abbreviated IDE.

The IDE regulations at 21 CFR 812 specify requirements for Sponsors and Investigators. The Sponsor is the person who initiates the study (i.e., is responsible for overall study preparation, planning and control). Since there is no submission to the FDA for an Abbreviated IDE, it is important to establish in writing who is the Sponsor (i.e., the Investigator, device manufacturer, etc.), before the study begins, so that there is a clear understanding of who is responsible for complying with the Sponsor requirements.
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Sponsor Responsibilities

	Responsibility
	Details
	Reviewed/Completed
(Y/N)

	§812.2 (b)(1)(i) Label the device in accordance with
§812.5.
	§812.5 - The labeling of an investigational device must not contain any false or misleading statements, nor imply that the device is safe or effective for the purposes being investigated.
An investigational device or its immediate package must bear a label with the following information:
· the name and place of business of the manufacturer, packer, or distributor.
· the quantity of contents, if appropriate.
· the statement, "CAUTION Investigational device. Limited by Federal (or United States) law to investigational use."
· all relevant contraindications, hazards, adverse effects, interfering substances or devices, warnings, and precautions.
	

	Provide detailed information on device labeling in the
investigational protocol.
	To include storage requirements, calibration procedures, bear sufficient directions for proper administration, and detail procedures to follow in the event of patient injury.
	

	§812.2 (b)(1)(ii) Obtain and maintain IRB approval
	Present the reviewing IRB with a brief explanation of why the device is not a significant risk device.
	

	§812.2 (b)(1)(iii) Ensure Investigators obtain consent
	Ensure that each investigator participating in an investigation of the device obtains informed consent under 21 CFR 50 for each subject under the investigator’s care and
documents the consent, unless documentation is waived by an IRB under §56.109(c)
	

	§812.2 (b)(1)(iv) Comply with the requirements of
§812.46 monitoring investigations
	§812.46 All investigations must be properly monitored to protect the human subjects and assure compliance with approved protocols.
· Select monitors qualified by training and experience.
· Identify the name and address of the monitor.
· Provide written monitoring procedures.
	



	Responsibility
	Details
	Reviewed/Completed
(Y/N)

	§812.2 (b)(1)(v)
Maintains the records
required under
§812.140(b)(4) & (5) and
	§812.140(b)(4) & (5) - Records
· the name and intended use of the device;
· the objectives of the investigation;
· a brief explanation of why the device is not a significant
	

	makes the reports
required under
§812.150(b)(1) through
(3) and (5) through (10)
	risk device;
· the name and address of each investigator;
· the name and address of each IRB;
· a statement of the extent to which the good
	

	
	manufacturing practices (21 CFR 820) will be followed in
	

	
	manufacturing the device.
· any other information required by FDA.
· complaints and adverse device effects, whether
	

	
	anticipated or not
	

	
	§812.150(b)(1)-(3) and (5)-(10) - Reports
· Unanticipated Adverse Device Effects – Report to FDA
	

	
	and if the Investigator, the IRB
· Withdrawal of IRB Approval – Report to FDA and
	

	
	investigators who will notify any other reviewing IRBs
· Withdrawal of FDA Approval – Report to all investigators
	

	
	and reviewing IRBs
· Annual Progress Reports – Investigator to report to all
	

	
	reviewing IRBs
· Recalls and Device Disposition – Report to FDA,
	

	
	Investigators and all reviewing IRBs
· Final Report – Report to all investigators and reviewing
	

	
	IRBs
· Failure to obtain informed consent – Report to FDA and
	

	
	IRB
· Significant Risk Device Determination – Report to FDA
· Other Reports – Upon Request
	



	Responsibility
	Details
	Reviewed/Completed
(Y/N)

	§812.2 (b)(1)(vi) Ensures that participating investigators maintain the records required by § 812.140(a)(3)(i) and make the reports required under §812.150(a) (1),
(2), (5), and (7)
	§812.140(a)(3)(i) Records of each subject’s case history and
exposure to the device under, including:
· case report forms and supporting data
· signed and dated consent forms
· medical records, including progress notes of the physician, the individual’s hospital chart(s), and the nurses’ notes.
· documents demonstrating prospective informed consent and, for any use of a device without informed consent, any written concurrence of a licensed physician and a brief description of the circumstances justifying the failure to obtain informed consent.
	

	
	§812.150(a)(1)(2)(5) and (7) - Reports
· Unanticipated Adverse Device Effects
· Withdrawal of IRB Approval
· Failure to obtain informed consent
· Other reports requested by a reviewing IRB or FDA
	

	Evaluate any unanticipated adverse device effects
	A sponsor who determines that an unanticipated adverse device effect presents an unreasonable risk to subjects must terminate all investigations or parts of the investigations presenting that risk as soon as possible. Termination must occur no later than 5 working days after the sponsor makes this determination, and no later than 15 working days after the sponsor first received notice of the effect.
· For a nonsignificant risk device investigation, a sponsor may not resume a terminated investigation without IRB approval. If the nonsignificant risk study
was terminated for unanticipated adverse device effects, the sponsor must also obtain FDA approval.
	



	Responsibility
	Details
	Reviewed/Completed
(Y/N)

	§812.2 (b)(1)(vii) Comply with the prohibitions in
§812.7 against promotion and other practices
	§812.7 - A sponsor, investigator, or any person acting for or on behalf of a sponsor or investigator cannot:
· Promote or test market an investigational device, until after FDA has approved the device for commercial distribution.
· Commercialize an investigational device by charging the subjects or investigators a higher price than that necessary to recover costs of manufacture, research, development, and handling.
· Unduly prolong an investigation.
· If data developed by the investigation indicate that premarket approval (PMA) cannot be justified, the sponsor must promptly terminate the investigation.
· Represent that an investigational device is safe or effective.
	

	Register the study on ClinicalTrials.gov, if
applicable.
	Contact the ClinicalTrials.gov Regulatory Support Team for assistance or with questions.

	



Investigator Responsibilities

	Responsibility
	Details
	Reviewed/Completed
(Y/N)

	Obtain informed consent
	
	

	Maintain subject records
	Maintain the records of each subject’s case history and exposure to the device under §812.140(a)(3)(i), including:
· case report forms and supporting data
· signed and dated consent forms
· medical records, including progress notes of the physician, the individual’s hospital chart(s), and the nurses’ notes.
· documents demonstrating prospective informed consent and, for any use of a device without informed consent, any written concurrence of a licensed physician and a brief description of the circumstances justifying the
failure to obtain informed consent.
	

	Make required Reports
	§812.150(a)(1)(2)(5) and (7) - Reports
· Unanticipated Adverse Device Effects
· Withdrawal of IRB Approval
· Failure to obtain informed consent
· Other reports requested by a reviewing IRB or FDA
	

	Financial disclosure, where applicable
	If the data in a nonsignificant risk device study is submitted in a marketing application, then 21 CFR 54, Financial Disclosure, applies. The clinical investigator must disclose to the sponsor sufficient accurate financial information to allow the IDE applicant (or sponsor) to submit certification or disclosure of financial interests.
· The investigator must update the information if any relevant changes occur during the course of the investigation, and for one year
following completion of the study. (§ 812.110)
	



