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Remuneration of Subjects

Introduction:

Research participants may be reasonably remunerated for their time, expenses, inconvenience and for the degree of discomfort they may experience while participating in a research study.  The remuneration should not be so large however, as to induce individuals to participate in the research against their better judgment.  Participants may be reimbursed for lost earnings, travel costs and other expenses incurred. All remuneration, reimbursements or in kind services must be approved by the UHCMC IRB.  
Definitions:
Remuneration is any payment in dollars or items of cash or cash equivalent (i.e. checks, gift cards) given to individuals participating in a study.  It includes both reimbursement of expenses and payment for time and discomfort (incentives).  It does not include study medications or supplies that are necessary for the conduct of the study.  Remuneration may be considered taxable income to the research participant regardless of the dollar amount. 
Reimbursement refers to payment for expenses incurred by study participants such as parking, transportation, or meals while participating in clinical research.  Reimbursement of out of pocket expenses related to research based on receipts provided by the research participant is not considered taxable income.  
Incentive refers to payment for time and discomfort. 

Compensation refers to payment for treatment of an unexpected adverse outcome that occurs during the research.  It should not be used to refer to subject remuneration.  

Tangible Gifts refers to items of nominal value (typically < $100 value) that are given to research participants (i.e. toy for a child participant, a tote bag or water bottle). Tangible gifts are not taxable.
Policy:

Payment amounts, timing, and method of payment must be described and justified in the protocol.  The Board encourages describing reimbursement of expenses separately from payment for time and discomfort.  The IRB does not view the remuneration as a benefit to offset research risks in deciding whether a protocol should be approved.  Risks that are otherwise unacceptable cannot be made acceptable by offering increasing amounts of money to participants.    

A) Determining Appropriate Subject Remuneration

If a study offers remuneration in exchange for participation in the research study, the remuneration offered is not considered a benefit of research but is for the time and effort devoted to participation in research by individuals. Payment amount, including the timing and method of payment must be specified in the protocol and consent form at the time of initial review.  The consent document must list what is being paid for, when and in what manner the participant will be paid, including the total amount the participant will receive and how it will be prorated.  The proposed payment schedule must be included in the research protocol.  Any change in the payment to participants must be submitted to the IRB as an addendum to the protocol with appropriately modified consent/assent forms. 
Subject payments should generally be made upon completion of each study visit, unless justified in the research protocol.  In certain circumstances it may be acceptable to withhold some or all of the payment until the end of the study.  In these situations,  payment or credit for payment must accrue as the study progresses to be paid out once participation is complete.  If a subject withdraws from the research study or is discharged from the study any payments that have accrued as a result of participation must be provided promptly unless the application and consent form states otherwise. A small proportion of the study payment may be held and paid as a completion bonus as long as the IRB determines the amount would not coerce the subject staying in the study. The IRB encourages describing reimbursement of expenses separately from payment of time and effort.
B) Remuneration in Research Involving Minors
In protocols involving minors as participants the division of payment for time and discomfort between the parent and child must be age appropriate and stated in the protocol and consent/assent forms.  It is the policy of the IRB that payment for time and discomfort in protocols including minors should include age appropriate payment to the minor participants.  Payments should never be so large as to induce a subject to submit to research that they might otherwise reject.

C) Financial Reporting Requirements
Tax laws and HIPAA regulations regarding the privacy of personal health information must be followed when the decision is made to provide remuneration to research participants.  Participants receiving payment are required to complete an IRS W-9 form, which requires a social security number.  Participants receiving more than $600 in one calendar year must be informed that a 1099-Misc form will be issued to the Internal Revenue Service.  In addition a copy of the 1099-Misc form will be mailed to the address provided on the W-9 form for tax purposes. The payments they receive may be considered taxable income and the following language must be in the consent form:

 “To receive payment you must agree to complete a W-9 form which requires you to provide an address and social security number to the accounting department.  This payment to you may be considered taxable income by the IRS. You will be issued a 1099-Misc form only if payment exceeds $600 from all studies in which you are participating, in a fiscal year”.  
Records containing social security numbers should be stored securely and separately from the research record.  
Individuals objecting to completing an IRS W-9 form should be informed that they may not be able to participate in the research study.  Individual inquiring about the option of participating with a waiver of payment may be informed that this is an acceptable option. The participant’s inquiry and agreed upon plan must be documented in the research record.
D) Requests for Subject Payments   

It is required that all payments to participants be processed through the UHCMC Patient Stipend Reimbursement System (PSRS) for tracking purposes.  Grant awards managed through Case Western Reserve University (CWRU) must follow the applicable CWRU procedures. 
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