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Purpose

To define requirements and procedures for communication with the Institutional Review Boards (IRBs) and/or Ethics Committees (ECs) responsible for oversight of MTN-sponsored research involving human subjects conducted at [site name].
Scope

This procedure applies to all MTN-sponsored research involving human subjects conducted at the [site name]. 

[This sample procedure is written as applicable only to MTN research. It may be modified to specify applicability to all human subjects research conducted at the site, or to only MTN 016 if desired.]
Responsibilities

The Investigator of Record designated for each MTN protocol is responsible for ensuring that this procedure is followed.  This responsibility is specified in the DAIDS Investigator of Record Agreement signed by the Investigator of Record.

Procedures

1. The following IRBs/ECs are responsible for oversight of MTN-sponsored research involving human subjects conducted at [site name]:
	IRB/EC Name
	OHRP FWA Number

	[IRB/EC 1]
	

	[IRB/EC 2]
	

	[IRB/EC 3]
	


[Note to Sites:  The DAIDS SOP for Essential Documents requires filing of IRB/EC membership rosters.  If desired, rosters may be attached to this SOP.  However since rosters are subject to periodic updates, you may find it preferable to maintain the listing separate from this SOP (to avoid the need for frequent SOP updates.]

2. The Investigator of Record will ensure that communication is maintained with the responsible IRB/EC in accordance with IRB/EC written procedures (see Attachment 1).  The Investigator of Record also will ensure that communication is maintained in accordance with relevant specifications of the US Code of Federal Regulations (45 CFR 46 and 21 CFR 50 and 56), the International Conference on Harmonization (ICH) Consolidated Guidance for Good Clinical Practice (ICH-E6), and the DAIDS SOP for Essential Documents.  

3. MTN 016 will be reviewed and approved by the responsible IRBs/ECs prior to initiation and at least annually thereafter.  The Investigator of Record is responsible for ensuring that required approvals do not lapse during the course of conducting MTN-016. 

4. The Investigator of Record, and designated staff members (as shown below), will ensure that IRB/EC approvals are documented in accordance with the requirements of the DAIDS policy on Requirements for Essential Documents at Clinical Research Sites Conducting DAIDS Funded and/or Sponsored Clinical Trials and the DAIDS Policy and Procedures Manual for Protocol Registration. 

5. Staff members designated by the Investigator of Record (as shown below) will prepare and submit all required documents to the responsible IRBs/ECs.  Documents requiring submission to the IRB/EC are specified in the regulations and guidance documents listed in [attachment and/or appendix]. 

DAIDS INVESTIGATOR AGREEMENT
	IRB/EC Name
	Responsible for Preparation of IRB/EC Correspondence
	Responsible for Submission of IRB/EC Correspondence

	[IRB/EC 1]
	
	

	[IRB/EC 2]
	
	

	[IRB/EC 3]
	
	


[Note to sites:  When multiple IRBs/ECs are involved, in may be useful to include as an attachment to this SOP a flow diagram specifying staff responsibilities and time frames for preparation, review, and submission to all IRBs/ECs.]

6. A cover letter will accompany all submissions, and will contain the following information: protocol number, full protocol title, protocol version number, and a complete listing of all documents included in the submission.  The cover letter also will request that IRB/EC approval documentation specify effective and expiry dates of all approvals.  

7. Copies of all correspondence to and from all responsible IRBs/ECs (including all approval documentation) will be maintained in on-site essential document files.

8. In the event that information not previously submitted to the IRBs/ECs pertinent to the rights, safety, and/or well being of study participants becomes available, this information will be submitted to the IRBs/ECs within [x] working days of receipt. [Number of days should be specified in accordance with IRB/EC requirements. Timeframe should be as short as is feasible] Documentation of receipt by the IRBs/ECs will be requested for all such submissions.
9. The Investigator of Record, and designated staff members, will respond to all requests for information from the IRBs/ECs within the timeframes specified by the IRBs/ECs (Number of days should be specified in accordance with IRB/EC requirements). 

10. The Investigator of Record, and designated staff members, will provide copies of IRB/EC correspondence to DAIDS and to the MTN CORE upon request. 

Definitions

Institutional Review Board:
An independent body constituted of medical, scientific, and nonscientific members, whose responsibility it is to ensure the protection of the rights, safety, and well-being of human subjects involved in a trial by, among other things, reviewing, approving, and providing continuing review of trials, of protocols, and amendments, and of the methods and material to be used in obtaining and documenting informed consent of the trial subjects.  [Source: ICH Consolidated Guidance for Good Clinical Practice (ICH-E6)]

(Independent) Ethics Committee:
An independent body (a review board or a committee, institutional, regional, national, or supranational), constituted of medical/scientific professionals and nonmedical/nonscientific members, whose responsibility it is to ensure the protection of the rights, safety, and well-being of human subjects involved in a trial, and to provide public assurance of that protection, by, among other things, reviewing, approving/providing favorable opinion on the trial protocol, the suitability of investigator(s), facilities, and the methods and material to be used in obtaining and documenting informed consent of the trial subjects.  [Source: ICH Consolidated Guidance for Good Clinical Practice (ICH-E6)]

List of Abbreviations and Acronyms

IRB

Institutional Review Board

EC

Ethics Committee

FWA 

Federal Wide Assurance (number)

MTN

Microbicide Trial Network
OHRP

Office for Human Research Protections 
SOP

Standard Operating Procedure

SSP

Study-Specific Procedures
[Insert additional as applicable]
Attachments

Attachment 1:  IRB/EC Procedures

[Attachment 2:  Flow Diagram for IRB/EC Communication: Optional]

[Insert additional as applicable]
References

45 CFR 46, Protection of Human Subjects

21 CFR 50, Protection of Human Subjects

21 CFR 56, Institutional Review Boards

ICH Consolidated Guidance for Good Clinical Practice (ICH-E6)

DAIDS SOP for Essential Documents

DAIDS Policy and Procedures Manual for Protocol Registration
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