Kenyon College IRB – Guidance Series


Guidance for Subject Payment Procedures by the IRB 
Definition:   Payment.  Payment is cash or other value paid to human research subjects, provided as compensation for time, inconvenience, and effort associated with research participation. 

Examples:  cash, check, gift, gift card or certificate, voucher, services, merchandise, educational or class credit.

(This does not include any compensation provided for injury or adverse events that result from research participation, nor does it include reimbursement for direct research-related expenses such as parking or meals.)

IRB requirements for payments:
1. Payment is not a benefit: Subject payment is considered a recruitment incentive, or compensation for time, effort, and expenses.  It should never be described as a benefit. 
2. Payment is not related to the level of risk involved in research participation:  The amount of payment is related to the time, inconvenience, and effort required of subjects, not the level of risk involved. 
3. Equitable and Comparable:  The amount paid is comparable to other research projects in similar settings and with similar subject populations, and involving similar time, effort, and inconvenience.
4. Not coercive; provides no undue influence:  The amount, nature, schedule, and timing of the payments is not coercive and does not exert undue influence. 
· The IRB considers payment to be an undue influence if the payment has the potential to alter a subject’s decision-making process significantly, such that she or he may not appropriately consider the risks of participating in the research.
· Payment may be sufficient to engage subjects, so long as it is not an undue inducement to participate.
· These factors will vary for different types of subjects.  For example, a $10 payment may be more enticing and influential to an undergraduate college student than to an adult non-student. 
· The IRB will not approve group incentives (payment provided to a group of subjects as a whole, such as pizza to a class of students) if that payment depends upon meeting a specified recruitment criterion, or completion of all or some specified research procedure by the individual subjects.
· Recruiting materials (ads, etc.) must not draw undue attention to payment.  For example, using a larger or bolded font to describe payment will generally not be approved by the Kenyon IRB.
5. No cost to subjects:  The payment or recruitment incentive must not require subjects to spend their own money.  For example:

· A gift certificate at a local restaurant may be considered acceptable, if the amount is sufficient to allow the subject to purchase a meal without spending any of his/her own money. 

· A “30% off” coupon for any purchase at a local restaurant is not an acceptable form of payment. 

6. FDA-regulated research:  The Food and Drug Administration specifically prohibits research sponsors from providing subject payment in the form of a coupon good for a discount on the purchase price of the investigational product once it has been approved for marketing.

7. Fair and equitable for each subject:  Each subject has an equal opportunity and/or equal payment as similar subjects participating in the same research procedures.  This typically extends to reimbursement for expenses as well.  For example, if one subject is granted reimbursement for travel, then all subjects (or all long-distance) subjects should have the same opportunity for reimbursement of travel expenses.  The IRB may grant exceptions upon request, if well-justified.   

8. Prompt:  Subject payment is made as soon as possible after a subject completes participation.

9. Full disclosure to subjects:  The IRB reviews the consent process, any consent materials (such as a consent form), recruiting procedures, and any recruiting materials (such as advertisements) to ensure that subjects will be fully informed about payment.  This includes:  
· No subject payment:  If subjects will not be offered a payment, it may sometimes be appropriate to communicate this during the consent process and in the consent form. 
· General description: Subject payments are considered a recruitment incentive and/or compensation for any effort, time, and inconvenience involved in research participation.  The IRB does not approve describing payment as a “benefit”. 
· Nature and value of payment: using local current and standards. 
· Method of payment:   For example, if subjects will be paid by a check, will the check be mailed to them or will they receive it directly from the researcher upon completion of the research?
· Total amount of payment:  This might be described as “Subjects may receive up to $_______.”
· Information subjects are required to provide in order to receive payment, and how that information will be used and stored (including any reporting to the Internal Revenue Service). 

· Kenyon College: requires researchers to obtain the subject’s name, address, and Social Security number for all subject payments made in the United States, regardless of the amount, so that the institution can fulfill any federal income tax reporting requirements that may apply.  Kenyon Students may give student I.D.# instead of SS#.  Go to IRB Forms page for  Payment Verification Forms
· Non Kenyon funded research: If the research is not funded by and accounts are not handled by Kenyon College, the PI should follow the funding agencies policies and procedures. There will always be an accounting procedure.
· Other issues that may influence payment to subjects:  

· Immigration Status For subjects with an immigration status of “non-resident alien”, institutions are required to withhold 30% of any payment (including gift cards) for federal income tax purposes. 

10. Confidentiality and privacy issues:   Most subject payment methods raise concerns about subject privacy and confidentiality, which the IRB carefully considers.  

11. Vulnerable populations:   The IRB’s review of proposed subject payment procedures takes into account the following considerations for vulnerable populations of subjects. 

Payment to children: The IRB considers the following issues when reviewing any proposed payments to children participating in research. 

· The IRB considers the vulnerability and developing autonomy of the children while considering any costs to the parents and any conflict of interest issues that might arise with payments. 

· The IRB generally prefers that an age-appropriate payment is given directly and personally to the child. 

· When appropriate, parents and guardians may be reimbursed for their time, expenses, and inconvenience, even though the child is the research subject.

Payment to prisoners:  The IRB considers the following issues when reviewing any proposed payments to prisoners participating in research. The rules, regulations, and guidance of the governing body of the prison will always be the first consideration.

· If the payment will be made while the subject is incarcerated, the payment amount and method must not impair the ability of the prisoner to weigh the risks of the research against the value of the payment in the limited choice environment of the prison. 

· The value of the payment is appropriate in comparison with relevant aspects of the prison, such as:

· General prison living conditions

· Medical care

· Quality of food

· Amenities available

· Opportunity for earnings in the prison
Payment to subjects that occurs outside of the United States:  The IRB considers the local context when reviewing any payments made to subjects outside of the United States, to ensure that the payment procedures have the characteristics described above in section 2.2.  In particular, the IRB considers:

· The value of the payment in the context of the local economy, general living conditions, opportunity for earnings, and amenities available. 

· The nature of the payment in the context of cultural practices and the local economy.

· The method in which payment will be delivered, and to whom it will be delivered, in the context of cultural practices and the local economy.

· Whether the payment system appears to be trustworthy, so that full payment will reach the subjects as intended.

12. Other:   Other issues involving payment of research subjects which have not been discussed here will be considered as they come up. Researchers are urged to discuss payment design plans with the IRB Administrator at the earliest possible point in protocol development.
