GUIDELINES 
FOR 

“FINANCIAL OBLIGATIONS” / “COST OF PARTICIPATION” LANGUAGE
IN THE APPLICATION AND INFORMED CONSENT FORMS 
FOR STUDIES AT REGIONAL ONE HEALTH
Investigators and Regional One Health have a shared responsibility to comply with federal regulations and hospital policy regarding research subjects’ financial obligations, and to ensure that subjects are informed of any additional costs to the subject that may result from participation in the research. 
Regional One Health is seeking greater clarity in the language employed in Application documents and Informed Consent forms for studies to be conducted at Regional One Health, pertaining to who will be responsible for the costs for tests and procedures done solely for research.  Our goal is to advise investigators planning to seek approval to conduct clinical trials at Regional One Health, on acceptable language so they can avoid delays due to having to submit revisions to a sponsor and the IRB before a study can proceed at Regional One Health.  
Essential elements 
Below are listed some guidelines for the “Financial Obligations” / “Cost Of Participation” statements found in study documents submitted to the IRB, e.g. Application, Protocol, and Informed Consent Form: 
· Clearly state who will be responsible for paying for study-related tests/procedures.

· If feasible, list the tests that will be paid for by the study sponsor.
· When applicable, use a statement along the line of “any orders written by the study coordinator for this study will not be billed to the patient or their insurer”. 

· Do not use phrases like “standard of care”. This phrase is too subjective, varying regionally, from institution to institution, and between physicians.  Instead, use words like “routine care”, “tests/services not related to research”, etc. This eliminates the ambiguity inherent in attributing some tests to “standard of care”.  
· Do not use statements containing contingencies, requiring denial of payment by subject’s insurance before Sponsor will pay for study-related tests or procedures, e.g.  “Sponsor will reimburse the costs of any study related tests, visits and procedures, which are required for study purposes, and are not covered by your medical insurance or another party.”  

Examples

The following examples contain language that is acceptable in IRB-approved research applications and consent forms that will be submitted for approval by Regional One Health:
CONSENT FORM

COST OF PARTICIPATION

EXAMPLE 1.
There should be no additional cost to you as a result of your participation in this research study.  However, you will continue to be responsible for medication, assessments, and procedures required for your routine medical treatment. The following tests will be performed solely for the study: ________[list tests/procedures]____ .   Any test or procedure orders written by the research study nurse for this study will be done at no charge to you and will be paid for by the sponsor of this study, _______[name of sponsor]_________.
EXAMPLE 2.

Neither the subject not the subject’s insurance carrier will be responsible for any procedures that are done only for this study.  The following tests will be performed solely for the study: ________[list tests/procedures]____ .  Any test or procedure orders written by the research study nurse for this study will be done at no charge to you and will be paid for by the sponsor of this study, _____[name of sponsor]_____.
~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~
APPLICATION
FINANCIAL OBLIGATIONS
EXAMPLE 1.

No charges will be incurred by the patient for any tests or procedures over and above those deemed necessary for routine treatment for the condition(s) of the patient.  The following tests will be performed solely for the study: ________[list tests/procedures]____ .  All study medications ordered by the investigator or nurse will be provided or paid for by the sponsor at no charge to the patient or to the institutions involved.  Procedures that are part of routine care will be billed to the patient or his insurance carrier.  Procedures that are ordered by the PI or nurse for the study and paid for by the sponsor will be billed directly to the study.
EXAMPLE 2.

The study drug, study doctor’s visits and laboratory tests related to this study will be provided at no cost to the subject.  Neither the subject nor their insurance company will be charged for the services provided in the normal course of the conduct of this study.  Costs related to these services will be paid by the study sponsor.
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