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1.  PURPOSE

Define the circumstances when signatory authority may be delegated and to whom such delegation may be granted.

2.  POLICY

The IRB Manager (or designee) is authorized to sign any and all documents in connection with the review and approval of research projects involving the use of humans as subjects, except initial approval letters and expedited review approval letters that will be signed by the IRB Chairperson (or designee), which have been reviewed and approved pursuant to Avera policies and procedures. This policy applies to all staff of the IRB. In all cases individuals must sign their own name and no other and indicate their title under their signature.

3.
PROCEDURES

A.
Authorization for Signatory Authority

Authorization to sign documents not described in this policy may be made in writing to the IRB Chairperson

B.
Results of Reviews, Actions and Decisions 

The results of reviews and actions taken by the IRB, either by the full IRB or by expedited review, that grant or may appear to grant Investigators with initial or continuing approval of research, training or educational projects involving human subjects, may be signed by the IRB Chairperson (or designee).

C.
Routine Internal Correspondence 

Any action, letters, memos or emails between the IRB, and/or members of the faculty or staff of Avera that provides information concerning the review of research protocols by the  IRB or staff which do not imply or appear to imply approval of this activity, may be signed by the IRB Manager. 

D.
Correspondence with External Agencies 

Any letters, memos or emails sent to agencies of the federal government, funding agencies (whether private or public) or their agents may be signed by the IRB Manager. 

E.
Decisions Made by Chairperson

Any letters, memos or email sent representing the decision or opinions of the Chairperson of the IRB or his/her respective designees, may be signed by the IRB Manager.

3.  SCOPE

These policies and procedures apply to all IRC staff.

4.  RESPONSIBILITY

IRB Chairperson is responsible for establishing the overall procedure for delegating signatory authority.

IRB Manager (or equivalent) is responsible for implementing and controlling signatory authority delegations.

IRB Chairperson, members and staff are responsible for adhering to institutional signatory authority policies. 

5.  APPLICABLE REGULATIONS AND GUIDELINES

45 CFR 46.103, 46.115

6.  REFERENCES TO OTHER APPLICABLE SOPs

This SOP affects all other SOPs.

7.  PROCEDURES EMPLOYED TO IMPLEMENT THIS POLICY

	Who 
	Task
	Tool

	IRB Chairperson
	Establish signature authority delegation based on nature of documents being signed.


	Definitions Relating to Signatory Authority

	IRB Manager
	Sign all documents related to the review and approval of research projects and correspondence with external agencies, with the exception of initial approval letters and expedited review approval letters which will be signed by the IRB Chairperson.

Staff members are not authorized to sign any correspondence with external agencies.  In the absence of the IRB Manager, designee must sign such documents.  

Sign routine internal correspondence or actions taken by an IRB Chairperson. 
	

	Designee(s)
	Designees may sign their names to letters related to the review and approval of research in the absence of the Manager.  
	

	
	In no case is any staff to sign the name of the Chairperson or Manager of the IRB.
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