University of Oklahoma

Office of Human Research Participant Protection

SOP: 502C

Categories of Research

Devices
1. POLICY

The IRB reviews all research involving devices.  These studies are greater than minimal risk and therefore require convened IRB review.  For policy information concerning Humanitarian Use Devices, refer to SOP 502F.

IThe Health Sciences Campus IRB requires that all investigational devices used in human participant research be stored, handled, and dispensed in accordance with governing regulations, University policy, and state law.  If the University’s Investigational Pharmacy is not utilized for the dispensing of investigational devices it is the responsibility of the Investigator must to assure that dispensing is in accordance with governing regulations, University policy and state law.
Specific Policy

1.1 Clinical Research Involving Devices

1.1.1
Determination of a Valid IDE 
The IRB requires investigators to provide the IDE number when they submit new protocols for investigator-initiated or industry-sponsored research.  The IRB requires investigators to provide documentation of a valid IDE number by submitting a letter from the FDA, a letter from the sponsor, or a commercial protocol with the IDE number.
1.1.2
Definitions

Significant Risk Device is defined at 21 CFR 812.3 (m) as a device that presents a potential serious risk to the health, safety, or welfare of a participant and:

(1)
is intended as an implant;

(2)
is used in supporting or sustaining human life;

(3)
is of substantial importance in diagnosing, curing, mitigating or treating disease or otherwise prevents impairment of human health; or,

(4)
otherwise presents a potential for serious risk to the health, safety, or welfare of the participant.

Non-Significant Risk Device is defined at the FDA Information Sheet Guidance, Significant Risk and Non-Significant Risk Medical Device Studies, January 2006 as a device that does not meet the definition above for a significant risk study.  These devices pose minimal risk to participants.

1.1.3
Significant Risk (SR) Device vs. Non-Significant Risk (NSR) Device Studies
The difference between NSR device and SR device studies is that NSR device studies have fewer regulatory controls than SR device studies.  The IRB acts as the agent of the FDA with respect to review and approval of NSR device studies.

When an investigator or a sponsor proposes the initiation of a claimed NSR investigation to the IRB, if the IRB agrees that the device is NSR and approves the study, the investigation may begin without submission of an IDE application to the FDA. However, if the IRB determines that the device is SR, the study cannot proceed.  The sponsor must notify the FDA that the IRB has considered the device SR.  The study may proceed as a SR study following FDA approval of an IDE application and IRB approval.  The FDA has the ultimate decision in determining if a device protocol is SR or NSR.

To aid in the determination of the risk status of the device, the IRB shall review information such as reports of prior investigations conducted with the device, the protocol, a description of the participant selection criteria, and monitoring procedures.  The sponsor must provide to the IRB a risk assessment and the rationale used in making its risk determination.  The risk determination is based on the proposed use of a device in the investigation, not on the device alone.

The investigator and IRB are responsible for evaluating the research for the need of an IDE application.  In the case of a disagreement regarding the need of an IDE, the Director of Compliance shall make the final determination of the need for an IDE application. The IRB and Director of Compliance may seek guidance from the Associate Vice President for Clinical Research.
The IRB requires investigators to provide the IDE number when submitting new protocols for investigator-initiated or industry-sponsored research.  
1.1.4
Investigator Responsibilities for Device Dispensing and Accountability

An investigator shall permit an investigational device to be used only with participants who are under the investigator’s supervision.  An investigator shall not supply an investigational device to any person not authorized to receive it.

Upon completion or termination of a clinical research project or the investigator’s part of the investigation, or at the sponsor’s request, the investigator shall return to the sponsor any remaining supply of the device, consistent with the terms of the underlying research agreement. 

A participating investigator shall maintain the following accurate, complete, and current records relating to the investigator’s participation in an investigation:

1) 
all correspondence with another investigator, an IRB, the sponsor, a monitor, or FDA, including required reports

2)
records of receipt, use, or disposition of the device which relate to:

· type and quantity of the device, dates of receipt, and the batch number or code mark

· names of all persons who received, used, or disposed, of each device

· why and how many units of the device have been returned to the sponsor, repaired, or otherwise disposed of
The initial study submission must include a plan for storing, dispensing, and returning (if applicable) the investigational device. 

Investigators must receive training in investigational device storage, dispensing, and accountability during the required University program on Human Research Participant Protections during the presentation on Good Clinical Practices.

2.  SCOPE

This policy and these procedures apply to all research regarding devices submitted to the IRB.

3.  RESPONSIBILITY

The HRPP Director is responsible for maintaining up-to-date review tools for review of research pertaining to devices based on new and evolving applicable regulations and guidelines.

The IRB Chair or designee is responsible for providing IRB members with adequate submission review training and ongoing guidance, and for selecting one primary and one secondary reviewer with the relevant expertise to perform reviews and make necessary recommendations on approval decisions by the IRB.  If the IRB Chair or designee cannot select primary and secondary reviewers with the relevant expertise, the IRB Chair or designee defers the review to another IRB with primary and secondary reviewers with the relevant expertise or obtains consultation to obtain that expertise.
The IRB Chair or designee is responsible for conducting appropriate review of research involving devices in consultation with any appropriate experts and resources.

The IRB Reviewer is responsible for conducting appropriate review of research involving devices in consultation with any appropriate experts and resources and for utilizing the IRB New Study Reviewer Sheet in reviewing the protocol.

The IRB is responsible for verifying researchers have followed proper procedures for procuring an IDE, IDE exemption/waiver, or HDE, especially for SR devices.  It is also responsible for notifying the Investigator, the sponsor, or FDA, if applicable, with pertinent information regarding its findings of the protocol, should discrepancies arise.

The IRB Administrator is responsible for requesting changes from the Investigator and sending the results of the IRB review to the Investigator.

4.  APPLICABLE REGULATIONS AND GUIDELINES

21 CFR 812

21 CFR 50, 56

5.  REFERENCES TO OTHER APPLICABLE SOPs

SOP 301, Research Submission Requirements

SOP 403 Initial Review Criteria for IRB Approval..

SOP 502F, Humanitarian Use Devices
SOP 403, Initial Review – Criteria for IRB Approval.

6. ATTACHMENTS

203-A 
New Study Reviewer Checklist – Full Board
203-D
Reviewer Checklist for Research Involving Pregnant Women & Fetuses

203-E
Reviewer Checklist for Research Involving Neonates

203-F
Reviewer Checklist for Research Involving Prisoners

203-G
Reviewer Checklist for Research Involving Children
402-A
Criteria for Expedited Status
7.  PROCESS OVERVIEW
The IRB Staff makes sure all documents are reviewed for submission per SOP 301 Research Submission Requirements.

The IRB Administrator provides the convened IRB the item to be reviewed and the tools to conduct the review.

7.1 The study is received in the IRB office and assigned to an appropriate IRB.  The IRB Administrator reviews the submission for completeness and type of review.  The IRB Administrator makes a new file and pre-reviews the submission to determine if additional institutional committee review or information is required.  The IRB Administrator communicates with the investigator what, if any, additional materials or reviews are required. The IRB Administrator checks whether the documentation provided supports a valid IDE number. 
7.2
The IRB Administrator assesses whether the study involves the use of a medical device.  If unclear, the IRB Administrator  seeks guidance from the Administrative Staff or IRB Chair.  The Sponsor provides documentation of their assessment of SR or NSR.  The Investigator submits the device brochure at the time of initial IRB review.

A. The convened IRB makes the determination of SR or NSR.

B. The IRB members utilize the New Study Reviewer Sheet – Full Board for the review and to confirm documentation of a valid IDE. 
C. SR devices used in investigations must also have been submitted to the FDA for an IDE or for an IDE exemption/waiver.  The IRB verifies the presence of supporting FDA documents at the time of review.  If the IRB determines the device is SR, the Sponsor or Investigator will need to apply to the FDA for an IDE.  If the IRB determines the device is NSR, the investigator can begin the study once the IRB grants final approval.

D. The IRB reviews all device protocols following the general procedures as outlined in SOP 403 Initial Review Criteria for IRB Approval..

E. The IRB notifies the investigator if devices submitted as NSR are considered by the IRB to be SR.

7.3
In addition to the steps listed above, the IRB or IRB Chair evaluates all new device protocols initiated by Sponsor-Investigators for elements of investigational use of a marketed device.

If a Sponsor-Investigator is utilizing a marketed device to “expand the device’s safety or efficacy,” the IRB or IRB Chair understands that a FDA IDE may be required and makes appropriate inquiries with the Sponsor-Investigator and/or the FDA during review of the protocol.   Additional consult with the Vice President for Clinical Research/Director of Compliance may be required.
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