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I.  introduction and Purpose

This standard operating procedure (SOP) describes the guidelines that the Avera Institutional Review Board (IRB) will follow to ensure compliance with all FDA regulations and guidelines and assure subjects are protected from coercion to participate in a study based on possible financial gain.  

2.  ScopE

This SOP applies to the written procedures followed by Avera IRB as it evaluates all clinical studies subject to investigational new drug (IND) regulations for drugs and biologics during all investigational phases of development and all clinical studies of medical devices categorized as either “significant risk” (SR) or “nonsignificant risk” (NSR). 

3.  Applicable Regulations and Guidelines

	21 CFR 56.111(a)(2)
	Anticipated Benefits

	21 CFR 50.25
	Study procedures, risks and benefits

	
	Protecting Human Research Subjects: Institutional Review Board Guidebook - OPRR


4.  REFERENCES TO OTHER APPLICABLE SOPs

This SOP affects all other SOPs.

5. ATTACHMENTS

General Protocol Review Checklist

6.  RESPONSIBILITY

The IRB shall determine that the risks to subjects are reasonable in relation to anticipated benefits [21 CFR 56.111(a)(2)] and that the consent document contains an adequate description of the study procedures [21 CFR 50.25(a)(1)] as well as the risks [21 CFR 50.25(a)(2)] and benefits [21 CFR 50.25(a)(3)]. It is not uncommon for subjects to be paid for their participation in research, especially in the early phases of investigational drug, biologic or device development. Payment to research subjects for participation in studies is not considered a benefit; it may be a recruitment incentive or may be used to reimburse subjects for transportation, time away from work or complex or uncomfortable procedures. Financial incentives may be used when health benefits to subjects are remote or non-existent. The amount and schedule of all payments shall be presented to the IRB at the time of initial review. The IRB will review both the amount of payment and the proposed method and timing of disbursement to assure that neither are coercive or present undue influence [21 CFR 50.20]. 

Credit for payment should accrue as the study progresses and should not be contingent upon the subject completing the entire study. Unless it creates undue inconvenience or a coercive practice, payment to subjects who withdraw from the study may be made at the time they would have completed the study (or completed a phase of the study) had they not withdrawn. 

7.  Definitions

Payment – Money given to a subject to offset time and inconvenience and/or to provide incentive to participate when benefit to subjects is remote or non-existent.  Payment to subjects is not required.

8.  PROCESS OVERVIEW

A.  Procedure for evaluating payment to research subjects

9.  PROCEDURES

A. Procedure for Evaluating Payment to Research Subjects

	Responsible Individuals:
Primary Reviewer

IRB Members
	· There is no set guideline regarding the total amount of payment investigators may give to study participants.  IRB reviewers will look at each project individually in order to asses the risks and benefits involved

· The norms regarding acceptable levels of payment may include:

· Reimbursement for transportation and parking

· Reimbursement for time away from work or other activities

· Reimbursement for complex, invasive and uncomfortable procedures (i.e. bronchoscopy or biopsy)

· Reimbursement as an incentive for participation.  Incentive pay must be reviewed closely, to assure subject populations are not coerced as a result of their financial situation into participating in the research.
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