The UNIVERSITY OF CHICAGO

The Division of the Biological Sciences ( The University of Chicago Medical Center
CONSENT/AUTHORIZATION FOR PARTICIPATION IN A RESEARCH PROTOCOL

(remove “Authorization” if the form is not a HIPAA authorization)

WHAT ARE THE COSTS?

[See Appendix 1 for template language for this section] 
[Recommended language for Volunteer Studies (if the subject population being studied is healthy volunteers AND the subjects are only undergoing research-related interventions, the following language may be used instead of the Clinical Trials language):

There will be no costs to you or your insurance company resulting from your participation in this research study. However, you or your insurance company will be responsible for costs related to your usual medical care. 
WHAT HAPPENS IF I HAVE AN INJURY?

[Include for studies with a commercial sponsor:]

The sponsor of the study, [insert sponsor name], has agreed to pay for the care of certain injuries directly resulting from this research. If you think that you have suffered a research-related injury, you must contact [insert PI/study doctor name] right away. The study doctor can help you obtain more information about the sponsor’s agreement to pay for research-related injuries.

[One of the following two paragraphs should be included for all studies with an intervention:]

(1) For studies with any therapeutic intent (including Phase I and II trials):
If you suffer an unanticipated injury as a direct result of this research and require emergency medical treatment, the University of Chicago Medical Center will provide such treatment at the University of Chicago Medical Center at no cost to you.  You must notify ___________ [insert PI/study doctor name] as promptly as possible after your injury in order to receive this care.  An injury is “unanticipated” if it is not one of the known effects of a study drug, medical device or procedure, and is not the result of your disease or condition. The costs of any non-emergency care for such an injury will be billed to you or your insurance or the study sponsor in the ordinary manner.  If you think that you have suffered a research related injury, you must let ____________ [insert PI/study doctor name] know right away.
or (2) For studies involving healthy volunteers:

If you suffer an unanticipated injury as a direct result of this research and require emergency medical treatment, the University of Chicago Medical Center will provide such treatment at the University of Chicago Medical Center at no cost to you.  Costs of related non-emergency care for an unanticipated research injury will be covered if that care is provided at the University of Chicago Medical Center.  You must notify __________ [insert PI/study doctor name] as promptly as possible after your injury in order to receive this care.  An injury is “unanticipated” if it is not one of the known effects of a study drug, medical device or procedure.  If you think that you have suffered a research related injury, you must let __________ [insert PI/study doctor name] know right away.
In the event of an emergency, you should seek care at the nearest emergency room or call 911.
WILL I BE PAID FOR MY PARTICIPATION?

[Describe whether subjects will be paid for their participation in the study, including reimbursement of parking, travel, etc.  If subjects will not be paid this should be simply stated: “You will not be paid to participate.”]

Suggested language:

For participation in this study you will receive [describe payment schedule]. Upon completion of the study you will receive [describe payment].  
[If compensation exceeds $100, please include the following language:]
As policies at the University of Chicago require that these payments be given in the form of a check, you will need to complete a tax form. Therefore we will be collecting personal information about you including your name, address, and social security number.  In addition, because the process for requesting a check oftentimes takes several weeks, we will mail your check to you when it is ready.  Please note that it may take 3-4 weeks after conclusion of your study participation in order for you to receive your payment.
[if study involves biospecimens and biospecimens may be used for commercial profit, please state that there is the potential for commercial profit and state whether the subject will or will not share in this profit, e.g. “The samples collected in this study may be used for commercial profit by the sponsor. There are no plans for you to share in the profit from this use.”] 

APPENDIX 1 – COST SECTION TEMPLATE LANGUAGE (Please remove these pages before finalizing your consent)
Please utilize the language outlined below based upon the study type. If you have any questions regarding the study type, please reach out to the Office of Clinical Research for assistance.

WHAT ARE THE COSTS?

[Clinical Trial Template]

Clinical services provided during a clinical trial are either research-related or considered part of usual medical care for patients with your disease or condition. Tests, procedures, and activities that are ordered by your medical care team to monitor your disease or condition (whether you are participating in a clinical trial or not) are described as ‘usual medical care’. ‘Research-related’ is the term used to describe any tests, procedures, or activities that you are being asked to undergo only because of your participation in this clinical trial. 

You or your insurance will be financially responsible for the costs of your usual, ongoing medical care. This often includes regular visits with your doctor, lab tests and imaging used to measure your response to treatment, and other tests and procedures deemed medically necessary by your care team. Financial responsibilities for routine care may include deductibles and co-payments and this care will be subject to all the same requirements and restrictions of your insurance.

You will not be responsible for the costs of tests or services that are being performed solely for the purposes of this study and would not be performed if you were not participating in this clinical trial. This will often include the cost of the investigational drug you are receiving as part of this clinical trial or additional tests performed to answer a research question but not required for your routine clinical care. 

If you have questions about whether specific clinical services are research related or part of your usual medical care, please speak to your physician or research contact person. 
WHAT ARE THE COSTS?

[HemOnc Template]

Clinical services provided during a clinical trial are either research-related or considered part of usual medical care for patients with your disease or condition. Tests, procedures, and activities that are ordered by your medical care team to monitor your disease or condition (whether you are participating in a clinical trial or not) are described as ‘usual medical care’. ‘Research-related’ is the term used to describe any tests, procedures, or activities that you are being asked to undergo only because of your participation in this clinical trial. 

You or your insurance will be financially responsible for the costs of your usual, ongoing medical care. This often includes regular visits with your doctor, lab tests and imaging used to measure your response to treatment, administration of medications and other tests and procedures deemed medically necessary by your care team. Financial responsibilities for routine care may include deductibles and co-payments and this care will be subject to all the same requirements and restrictions of your insurance.

You will not be responsible for the costs of tests or services that are being performed solely for the purposes of this study and would not be performed if you were not participating in this clinical trial. This will often include the cost of the investigational drug you are receiving as part of this clinical trial or additional tests performed to answer a research question but not required for your routine clinical care. 

If you have questions about whether specific clinical services are research related or part of your usual medical care, please speak to your physician or research contact person. 
WHAT ARE THE COSTS?

[All SOC- clinical research]

Clinical services provided during a clinical research study are either research-related or considered part of usual medical care for patients with your disease or condition. Tests, procedures, and activities that are ordered by your medical care team to monitor your disease or condition (whether you are participating in a clinical trial or not) are described as ‘usual medical care’. ‘Research-related’ is the term used to describe any tests, procedures, or activities that you are being asked to undergo only because of your participation in this clinical research study.

All of the tests, procedures, and activities you will undergo as part of your participation in this clinical research study are considered part of your usual, ongoing medical care. Thus, you or your insurance will be financially responsible for the costs of your usual, ongoing medical care. Financial responsibilities from routine care may include deductibles and co-payments and this care will be subject to all the same requirements and restrictions of your insurance. 

If you have questions about the financial aspects of your usual medical care, please speak to your physician. 
WHAT ARE THE COSTS?

[All Research]

Clinical services provided during a clinical research study are either research-related or considered part of the usual medical care for patients with your disease or condition. Tests, procedures, and activities that are ordered by your medical care team to monitor your disease or condition (whether you are participating in a clinical trial or not) are described as ‘usual medical care’. ‘Research-related’ is the term used to describe any tests, procedures, or activities that you are being asked to undergo only because of your participation in this clinical trial.

All of the tests, procedures, and activities you will undergo as part of your participation in this clinical research study are considered research-related. You will not be responsible for the costs of tests or services that are being performed solely for the purposes of this study. However, this does not include visits or care received at the University of Chicago Medicine (or affiliate sites) that is not related to your participation in this clinical research study. You or your insurance will be financially responsible for the costs of your usual, ongoing medical care. Financial responsibilities from routine care may include deductibles and co-payments and this care will be subject to all the same requirements and restrictions of your insurance

If you have questions about whether specific clinical services are research related or part of your usual medical care, please speak to your physician or research contact person. 
WHAT ARE THE COSTS?

[Investigational Device Template – procedure SOC and device provided for free]

Clinical services provided during a clinical trial are either research-related or considered part of usual medical care for patients with your disease or condition. Tests, procedures, and activities that are ordered by your medical care team to monitor your disease or condition (whether you are participating in a clinical trial or not) are described as ‘usual medical care’. ‘Research-related’ is the term used to describe any tests, procedures, or activities that you are being asked to undergo only because of your participation in this clinical trial. 

You or your insurance will be financially responsible for the costs of your usual, ongoing medical care. This often includes regular visits with your doctor, lab tests and imaging used to measure your response to treatment, surgical procedures necessary to implant a device, and other tests and procedures deemed medically necessary by your care team. Financial responsibilities for routine care may include deductibles and co-payments and this care will be subject to all the same requirements and restrictions of your insurance.

You will not be responsible for the costs of tests or services that are being performed solely for the purposes of this study and would not be performed if you were not participating in this clinical trial. This will often include the cost of the investigational device you are receiving as part of this clinical trial or additional tests performed to answer a research question but not required for your routine clinical care. 

If you have questions about whether specific clinical services are research related or part of your usual medical care, please speak to your physician or research contact person. 
WHAT ARE THE COSTS?

[Device- research billed procedure]

Clinical services provided during a clinical trial are either research-related or considered part of usual medical care for patients with your disease or condition. Tests, procedures, and activities that are ordered by your medical care team to monitor your disease or condition (whether you are participating in a clinical trial or not) are described as ‘usual medical care’. ‘Research-related’ is the term used to describe any tests, procedures, or activities that you are being asked to undergo only because of your participation in this clinical trial. 

You or your insurance will be financially responsible for the costs of your usual, ongoing medical care. This often includes regular visits with your doctor, lab tests, imaging used to measure your response to treatment, and other tests and procedures deemed medically necessary by your care team. Financial responsibilities for routine care may include deductibles and co-payments and this care will be subject to all the same requirements and restrictions of your insurance.

You will not be responsible for the costs of tests or services that are being performed solely for the purposes of this study and would not be performed if you were not participating in this clinical trial. This will often include the cost of the investigational device you are receiving, procedures needed to use or implant the device as part of this clinical trial, or additional tests performed to answer a research question but not required for your routine clinical care. 

If you have questions about whether specific clinical services are research related or part of your usual medical care, please speak to your physician or research contact person. 
WHAT ARE THE COSTS?

[General clinical research study (non-investigational)]

Clinical services provided during a clinical research study are either research-related or considered part of usual medical care for patients with your disease or condition. Tests, procedures, and activities that are ordered by your medical care team to monitor your disease or condition (whether you are participating in a clinical trial or not) are described as ‘usual medical care’. ‘Research-related’ is the term used to describe any tests, procedures, or activities that you are being asked to undergo only because of your participation in this clinical research study. 

You or your insurance will be financially responsible for the costs of your usual, ongoing medical care. This often includes regular visits with your doctor, lab tests, and other tests and procedures deemed medically necessary by your care team. Financial responsibilities for routine care may include deductibles and co-payments and this care will be subject to all the same requirements and restrictions of your insurance.

You will not be responsible for the costs of tests or services that are being performed solely for the purposes of this study and would not be performed if you were not participating in this clinical research study. This may include additional tests to answer a research question that are not required for your routine clinical care. 

If you have questions about whether specific clinical services are research related or part of your usual medical care, please speak to your physician or research contact person. 
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