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1.
Purpose

This Standard Operating Procedure (SOP) provides guidance for submission, review and approval of amendments to previously approved research study applications.
2.  Policy
It is the policy of the Avera IRB to review all requests for amendments to previously approved research applications or claims for exemption to determine if a change in the risk benefit ratio of the study has occurred.

Investigators may not initiate any changes in research procedures or consent/assent form(s) without prior IRB review and approval, except where necessary to eliminate apparent immediate hazards to the participant.
3.
Procedures

A. Investigators shall submit requests for amendments to the IRB in writing. Upon receipt of the request, the IRB Chair or designee shall determine if the amendment meets the criteria for minimal risk. If the amendment represents more than a minimal risk to participants, it must be reviewed and approved at a convened meeting of the IRB. Minor amendments involving no more than minimal risk to the participants shall be reviewed in accordance with the expedited review procedure. If there is doubt as to whether an amendment qualifies for Expedited Review, it will be reviewed by the Convened IRB.
B. Minor changes proposed for previously approved research may be reviewed in an expedited manner.  Examples of minor modifications may include, but are not limited to, the following:

1. Involve the addition of no more than minimal risk to participants;

2. The addition of research activities that would be considered exempt or expedited if considered independent from the main research protocol; 

3. An increase or decrease in proposed number of participants;
4. Addition or deletion of qualified investigators;
5. Change to improve the clarity of statements to correct typographical errors, provided that such a change does not alter the content or intent of the statement.
C. The IRB manager or designee will review the requested amendment and determine whether it reflects a major or minor change:
1. Changes meeting the criteria for minor amendments or major amendments for expedited protocols will be stamped for review and signature by the IRB Chairperson or his/her designee.
2. Changes meeting the criteria for Full Board review will be prepared for IRB review by assignment of Reviewers, placing the study on the next available agenda, and collation of information for meeting packets.

D. Re-consent/Notification of participants:  The IRB will render a determination of whether the changes to the research activities that require a change in the ICDs warrant re-consenting of currently enrolled participants or notification of participants who have completed research interventions.

E. Letters regarding the IRB determinations will be drafted using the appropriate template and will include any additional information requested by the Board at the convened meeting.
F. When an investigator makes changes to avoid an immediate hazard to the participant, the investigator shall notify the IRB of the Intentional change to protocol without IRB approval. The investigator is required to submit the report to the IRB within 10 working days of the change.
4.  SCOPE

These policies and procedures apply to all IRB members and staff.
5.  RESPONSIBILITY

The IRB manager is responsible for determining expedited review or review by the convened IRB of the amendment.
The IRB manager is responsible for providing IRB members with adequate information to complete substantive and meaningful review of the protocol amendment, protocol change, modification or revision.

The IRB member assigned primary review is responsible to conduct an in-depth review of all materials.

All other IRB members are responsible to review materials in enough depth to be prepared to discuss the information at the convened meeting.

6.  APPLICABLE REGULATIONS AND GUIDELINES

45 CFR 46.109
21 CFR 56.109

7.  REFERENCES TO OTHER APPLICABLE SOPs

This SOP affects all other SOPs.

8.  ATTACHMENTS

Reviewer Checklist for Protocol Amendment

Reviewer Checklist for Informed Consent
9.  PROCEDURES EMPLOYED TO IMPLEMENT THIS POLICY

	Who 
	Task
	Tool

	IRB Manager
	Initial review of protocol amendment, change, revision and determination of expedited or full board review
	

	IRB Member
	Review of amendment materials and provide input regarding proposed change(s)
	Checklist for Protocol Amendment

	IRB Chair and IRB Members
	Provide determination regarding re-consent or notification of study participants regarding proposed protocol changes
	

	IRB Manager
	Prepare appropriate correspondence consistent with Board outcome determination
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