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)

Protocol Number:
[insert #]

Name of Subject:  











Medical History Number:  






STUDY TITLE:  (insert study title)
Doctors Directing Research:  [include PI & at least 1 other investigator] 

Address: (insert complete mailing address, including mail code if applicable)
Telephone Number: (insert complete telephone number)
KEY INFORMATION 
[the following 6 headings should include the most crucial information from the potential participant’s perspective; this entire section should not exceed 2-3 pages.]
We are asking you to choose whether or not to volunteer for a research study about  [insert general description of study]. The purpose of this section is to give you key information to help you decide whether to participate. We have included detailed information after this section. Ask the research team questions. If you have questions later, the contact information for the research investigator in charge of the study is above. 
WHAT IS THE STUDY ABOUT AND HOW LONG WILL IT LAST? 

[Briefly describe the purpose of the study and the procedures to be followed in lay terms. For detailed descriptions, use the Detailed Consent and/or Appendices.] 

By doing this study, we hope to learn [insert study purpose in simple terms]. Your participation in this research will last about [state in hours, days, months, years]. 

[If testing Food and Drug Administration (FDA)-regulated products for safety or effectiveness include the following:] The purpose of this research is to gather information on the safety and effectiveness of [insert name of drug, device, etc.]. [Indicate if the drug, device, or biologic is FDA-approved and whether it is being used in the study for an alternate use or consistent with labeling indications.]

WHAT ARE KEY REASONS YOU MIGHT CHOOSE TO VOLUNTEER FOR THIS STUDY? 

[State the most important reason(s) (i.e. potential benefit(s)) a person may want to volunteer to participate in this study] For a complete description of benefits, refer to the Detailed Consent. 

WHAT ARE KEY REASONS YOU MIGHT CHOOSE NOT TO VOLUNTEER FOR THIS STUDY? 

[State the most important reason(s)/risk(s) why a participant may NOT want to volunteer for this study considering the participant’s perspective. A complete listing of risks MUST be provided later in this form (repeating information in this section). For any studies in which death is a reasonable possibility, this should be stated in this section.] For a complete description of risks, refer to the Detailed Consent. 
[If alternative treatments/procedures are key to the participant’s choice, discuss those that might be advantageous to the subject or indicate if no known alternative exists.] For a complete description of alternate treatment/procedures, refer to the Detailed Consent. 

DO YOU HAVE TO TAKE PART IN THE STUDY? 

Taking part in this study is voluntary.  If you decide to take part in the study, it should be because you really want to volunteer. You will not lose any services, benefits or rights you would normally have if you choose not to volunteer. 
You may choose not to participate at any time during the study.  You will not lose any services, benefits or rights you would normally have if you choose to leave the study. The University of Chicago/University of Chicago Medical Center will not condition (withhold or refuse) treating you on whether you sign this Authorization or revoke your authorization at a later time. If you do not sign this form, you will not receive the research-related intervention(s).
WHAT IF YOU HAVE QUESTIONS, SUGGESTIONS OR CONCERNS? 

The person in charge of the study is [Principal Investigator, PI] of the University of Chicago. If you have questions, suggestions, or concerns regarding this study or you want to withdraw from the study his/her contact information is: [PI contact information]. 

[If the study does not involve ANY physical intervention, this paragraph may be removed.]

If you have a research related injury, you should immediately contact (insert appropriate name and telephone number – ensure that the number listed in this section will provide access to someone 24 hours a day, 7 days a week).
For questions about your rights as a research subject, please contact the University of Chicago BSD IRB at 773-702-6505.
OTHER KEY INFORMATION
[IF APPLICABLE , include this section to describe other “key information” pertinent to this particular study, such as financial conflict of interest disclosure, whether research results may be returned to subjects, specific costs they should be aware of, etc. If any clinical or research testing is being conducted, indicate whether research results will be shared and under what circumstances they will be shared.]

DETAILED CONSENT

WHAT IS INVOLVED IN THE STUDY?

About 
 people will take part in this study at the University of Chicago [and if applicable add] and about 
people throughout the United States [or] the world.
[Provide a description of the research procedures to be followed and identify any procedures (or drugs/devices) that are considered “experimental.”  Provide a brief description of the study with a schema or calendar.  If the study involves multiple visits, the study visits should be described including the tests/procedures or interventions to be performed at each visit.]
[if your study involves identifiable private information and/or biospecimens, include language similar to the following (remove reference to specimens or data if only one is being collected):]

In future, identifiers associated with your data and/or specimens could be removed from the data and specimens. The de-identified data and specimens could then be used for future research by our research team or other researchers without notifying you or asking your permission for this use.   

[if your study involves whole genome sequencing, and it is not already stated above:]

Genes, which are made up of DNA, act as instructions to your body, determining things like eye color and hair color, but also whether people may be more likely to develop certain conditions. Genes are passed from parent to child. In this study, we will look at your entire set of genes (called “whole genome sequencing.”)
[if there are optional components to your study or if there are substudies, please place them in the relevant area in this section alongside initials and date]

[if applicable, please state whether clinically relevant research results, including individual research results, will be disclosed to subjects, and if so, under what conditions. - or - If results will NOT be shared, please state the following:]

The results from this study will not be shared with you.  

[if applicable, please state whether there are any anticipated circumstances under which the subject’s participation may be terminated by the investigator without regard to the subject’s consent:]
Dr.  [insert PI name] may decide to take you off of the study without your consent if: 

· You are unable to meet the requirements of the study or your medical condition changes;

· The study drug is no longer available;

· New information becomes available that indicates that participation in this study is not in your best interest; or

· If the study is stopped.
WHAT ARE THE RISKS OF THE STUDY?
[List the physical and non-physical risks of participating in the study. Non-physical risks may include such things as risks to reputation and inability to work.  If possible, please describe the risks in categories of “very likely,” “less likely,” and if necessary “less likely but serious.” If possible, list risk categories in accordance with expected risk frequency (e.g. if ‘very likely’ equals 20% or greater, please indicate this). 
Do not describe risks in a narrative fashion.  
Highlight or otherwise identify effects that may be irreversible, long term, fatal, or life threatening. Please ensure that life-threatening or potentially-fatal risks are bolded.]

[For procedure studies:]
All procedures have possible risks. We will watch for any problems during the procedure so that we can stop if necessary.

[If applicable, include:] 

There may be other risks that could arise which are not reasonably foreseeable. If new information becomes available which could influence your willingness to continue, this new information will be discussed with you.

ARE THERE ANY BENEFITS TO TAKING PART IN THE STUDY?

[Briefly state whether subjects can reasonably expect to benefit directly from taking part in the study.] 

For non-therapeutic studies:] Being in this study will not help you directly.  We hope that your participation in the study may benefit other people in the future by helping us learn more about [describe potential scientific/societal benefits].
[For phase I study:] 

 We do not know whether you will benefit from participating in this study. The purpose of this study is to learn more about the study drug to learn about its side effects and decide on acceptable doses.   
[For other studies:] We cannot promise that you will benefit from participating in this study.  However, possible benefits include [insert benefits]
WHAT OTHER OPTIONS ARE THERE?

Instead of being in this study, you have these options:

[List alternatives including commonly used therapy. If the study drug can be given in a clinical setting (including off-label), please list here.   If there are no alternative treatment options, the above sentence can be removed and replaced with “Instead of being in this study, you may choose not to participate.” Include comfort care language if appropriate.] 

WHAT ARE THE COSTS?

[See Appendix 1 for template language for this section] 
WHAT HAPPENS IF I HAVE AN INJURY?

[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. 
[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.

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.”] 

WHAT ABOUT CONFIDENTIALITY?

There is a risk of potential loss of confidentiality. To minimize this risk, study records that identify you will be kept confidential.  [Insert a description to address maintaining confidentiality of records at U of C, including 1) how the data would be stored, 2) where the data would be stored, and 3) who would have access to the data/how access to data will be limited, including coding or de-identifying some or all of the records.]  [If applicable include:] The results from tests and/or procedures performed as part of this study may become part of your medical record. Any research information in your medical record will be kept indefinitely.
[Include this paragraph for all studies:] [This can be modified for volunteer/survey studies where the medical record is not accessed.]

During this study, Dr. [insert PI name] and [his/her] research team will collect protected health information (PHI) about you for the purposes of this research. The research team includes the individuals listed on this consent form and other personnel involved in this study at the University of Chicago.  Protected Health Information (PHI) consists of any health information that is collected about you, which could include your medical history and new information collected as a result of this study.  Some/All [pick one] of this information will come from your medical record. The information to be used on this study includes …  [Please specify all PHI to be collected and used for this research study by the University of Chicago research team AND provide a meaningful explanation as to why this information is being collected/used.  This description should include all PHI collected during the screening process as well as during the study.  Please ensure that all PHI that is collected from the subject’s medical record, if applicable, is listed as well as data that is generated during the study. For example: “The information to be used on this study includes your name, medical record number, contact information (phone number, email number, address), social security number, and dates (including date of birth, dates of medical procedures and tests, and dates of clinic visits). We will use these identifiers to schedule visits, check on your health status, and collect safety data, and for long term follow up.” ]
[For any studies for which information about the subject is being sent outside of the University of Chicago, also include the following paragraph:]
As part of the study, Dr. [insert PI name] and [his/her] research team will share information about you as well as the results of your study-related procedures and tests with [Include all persons/entities outside of the U of C with whom this information will be shared or disclosed, including the Sponsor, outside labs, cooperative groups, DSMB, etc.].  These include [specify all PHI elements to be shared and briefly describe in lay terms information that will be disclosed to the study sponsor (e.g. “research test results”)]. This information is being sent because [describe why this information is being sent (each purpose)] . (If different PHI will be shared with different entities, please explain each disclosure separately, e.g. “Your name and phone number will be shared with X University for follow up purposes. Your date of birth, dates of study procedures, and dates of side effects will be shared with ABC Pharm Company for data analysis and safety tracking purposes.”) 

(if applicable include) The study sponsor or their representatives, including monitoring agencies, may also review the entirety of your medical record (for example, in the event of an audit). If the medical record is accessed, it is possible that all of the PHI used on this study would be viewed, including your name.  

[Include for cancer studies:]

Your PHI may be shared with governmental agencies, including the National Cancer Institute, for federally mandated reporting purposes.
[Include for all studies:]

Your records may be reviewed by federal agencies whose responsibility is to protect human subjects in research including the Food and Drug Administration (FDA) [FDA may be removed if the study does not involve any FDA-regulated drugs, devices, or biologics.]and Office of Human Research Protections (OHRP).  Representatives of the University of Chicago, including the Institutional Review Board (a committee that oversees the research) and the Office of Clinical Research may also view the records of the research.  If your research record is reviewed by any of these groups, they may also need to review your entire medical record. 
[Include for all studies:]

Once information is shared outside the University of Chicago, please note that your identifiable health information may be shared with someone else. The same laws that the University of Chicago must obey may not protect your health information.

[Include the following paragraph for most studies. NOTE: As per the HIPAA regulations, the consent form must state whether subjects have access to their medical records. Access to research records is not the subject of this paragraph]

During your participation in this study, you will have access to your medical record. Dr. [insert PI name] is not required to release to you research information that is not part of your medical record.
[If access to the medical record will be denied due to single-blinding or another reason, contact the IRB for sample language. Note that justification for denying access must be provided to the IRB]

[Include for all studies]

This consent form will be kept by the research team for at least six years. The study results will be kept in your research record and be used by the research team [for a length of time or “until completion of this study” ].  
At the time of study completion, either the research information not already in your medical record will be destroyed or information identifying you will be removed from study results.  

[Include for all studies]
Data from this study may be used in medical publications or presentations.  Your name and any other identifying information will be removed before this data is used.  If we wish to use identifying information in publications, we will ask for your approval at that time. We may also share de-identified data with collaborators or others for research purposes. 
[Include for all studies involving samples]
We are collecting your tissue and/or blood as part of this study. We may use your samples for other research studies, including genetic testing, without contacting you, including sharing your samples with others for research purposes here and outside University of Chicago. It is possible that these samples may be shared with a for profit company for research. 

[Include for clinical trials – Per FDA regulations, the exact wording is mandatory and cannot be altered]
A description of this clinical trial will be available on http://www.ClinicalTrials.gov, as required by U.S. Law. This Web site will not include information that can identify you. At most, the Web site will include a summary of the results. You can search this Web site at any time.

[Suggested language for studies involving genetic analysis/research/testing]
The Genetic Information Nondiscrimination Act (GINA)  

 

The Genetic Information Nondiscrimination Act (GINA) is a federal law that may help protect you from health insurance or employment discrimination based on genetic information. GINA is a federal law that will protect you in the following ways:

· Health insurance companies and group plans may not request genetic information from this research;

· Health insurance companies and group plans may not use your genetic information when making decisions regarding your eligibility or premiums;

· Employers with 15 or more employees may not use your genetic information when making a decision to hire, promote, or fire you or when setting the terms of your employment.

GINA does not protect you against genetic discrimination by companies that sell life insurance, disability insurance, or long-term care insurance.  GINA also does not protect you against discrimination based on an already-diagnosed genetic condition or disease.

[Include for NIH-funded studies (e.g. studies which collect specimens for genetic research purposes) and as applicable for other studies]

If you agree to take part in this study, your genetic and health information and as applicable a portion of your specimens will be placed into one or more scientific databases.  In particular, the National Institutes of Health maintains a database called “dbGaP.”  The NIH database is a restricted database, meaning a researcher who wants to study information from dbGaP must work with the group overseeing the database to obtain the information. Security measures are in place to protect these data. 

Researchers with an approved study will be able to see and use some of your information, but your name and other information that could directly identify you (such as your name or address) will not be placed into the database.  There is a risk that someone could use your unique genetic information to trace data back to you or your family, but this risk is very small. There is no direct benefit to you that is expected from any secondary research that may be conducted.

If you decide to withdraw from the study as outlined in the following section, your data will be withdrawn from these databases.  However, if your data have already been submitted to an NIH database and distributed to other researchers, or your data have been de-identified and can no longer be linked back to you, your data will not be able to be withdrawn.  

[Include for studies with a Certificate of Confidentiality, including NIH-funded studies]
To help us protect your privacy, the National Institutes of Health (NIH) has issued a Certificate of Confidentiality for this research. With this Certificate, the researchers cannot be forced to disclose information that may identify you, even by a court subpoena, in any federal, state, or local civil, criminal, administrative, legislative, or other proceedings. The researchers will use the Certificate to resist any demands for information that would identify you, except as explained below. The Certificate cannot be used to resist a demand for information from personnel of the United States Government that is used for auditing or evaluation of federally funded projects or for information that must be disclosed in order to meet the requirements of the federal Food and Drug Administration (FDA).

A Certificate of Confidentiality does not prevent you or a member of your family from voluntarily releasing information about yourself or your involvement in this research. If an insurer, employer, or other person obtains your written consent to receive research information, then the researchers may not use the Certificate to withhold that information. There are specific circumstances when the Certificate of Confidentiality does not prevent researchers from disclosing voluntarily, without your consent, information that would identify you as a participant in the research. For example: suspected child abuse, elder abuse, or urgent risk of harm to self (suicide) or others (homicide).
WHAT ARE MY RIGHTS AS A PARTICIPANT?

If you choose to no longer be in the study and you do not want any of your future health information to be used, you must inform Dr. [insert PI name] in writing at the address on the first page.  Dr. [insert PI name] may still use your information that was collected prior to your written notice. 

[For studies that are greater than minimal risk]

We will tell you about significant new information that may affect your willingness to stay in this study. 

[Include for all studies]You will be given a signed copy of this document. Your authorization to use and disclose your health information does not have an expiration date.
CONSENT

SUBJECT
The research project and the procedures associated with it have been explained to me.  The experimental procedures have been identified and no guarantee has been given about the possible results. I will receive a signed copy of this consent form for my records.

I agree to participate in this study.  My participation is voluntary and I do not have to sign this form if I do not want to be part of this research study.

Signature of Subject:  








Date:  



Time:  

   AM/PM (Circle)

PERSON OBTAINING CONSENT
I have explained to 
(study team should insert name of subject/parent/guardian when obtaining consent)
 the nature and purpose of the study and the risks involved.  I have answered and will answer all questions to the best of my ability.  I will give a signed copy of the consent form to the subject. [if appropriate substitute:] I will give a signed copy of the consent form to the subject and family.

Signature of Person Obtaining Consent:  





Date:  



Time:  

   AM/PM (Circle)

INVESTIGATOR/PHYSICIAN:

Signature of Investigator/Physician  





Date:  



Time:  

   AM/PM (Circle)

 [STOP:  Only include the following if the inclusion criteria in the protocol does not specify decisional capacity or if the protocol includes children]

PARENT/GUARDIAN/ OR LEGALLY AUTHORIZED REPRESENTATIVE:

I give my permission for my child/relative/the person I represent to participate in the above described research project.

Signature of Parent/Guardian/ or Legally Authorized Representative:  



Date:  



Time:  

   AM/PM (Circle)

[STOP:  Only include the following if proxy consent is being requested/approved for this study.  Also attach the “Health Care Surrogate Act Certification Concerning Research”]

PROXY/SURROGATE CONSENT:

The subject on whose behalf I consent has no legally authorized representative or that person is unavailable despite efforts to contact him/her.  I believe my proxy decision on behalf of the subject conforms as closely as possible to what the subject would have done or intended under the circumstances.  This decision takes into account what I believe are the subjects’ personal, philosophical, religious and/or moral beliefs and ethical values relative to the purpose of life, sickness, medical procedures, suffering and death.  As soon as is possible, the subject will be made aware of his/her involvement in this research protocol.  These issues have been discussed by the doctors directing this research and myself.

Signature of Individual Providing Surrogate consent:  




Relationship to Subject: 





Date:  



Time:  

   AM/PM (Circle)
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. 
[List consent form version date, the page number, and the total number of pages]
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