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(MUST BE WRITTEN IN SECOND PERSON USING 12 PITCH FONT)
Consents submitted to IRB should use all black font.  Delete instructions (blue, green and red text) from final version 
Instructions

Insert requested information 

New language required by the Revised Common Rule 
Revised 1/21/2019
Consent for Participation

University of Tennessee College of Medicine Chattanooga/Erlanger Health, Inc.
960 East Third Street

Chattanooga, Tennessee  37403
Title of Project:

Principal Investigator:

Co-Investigator (s): 

Printed Name of Patient_______________________________________

New language required by the Revised Common Rule: Informed consent must begin with a concise and focused presentation of the key information that is most likely to assist a prospective subject or legally authorized representative in understanding the reasons why one might or might not want to participate in the research. This part of the informed consent must be organized and presented in a way that facilitates comprehension.  The example below in red should be modified to fit the study.

Example:

The purpose of this research study is to determine the effectiveness of physical therapy in the treatment of patient with ABC.  Participants will undergo a 2-day screening that includes a blood draw, exercise testing, and completion of quality-of-life surveys.  Once screening is complete, participants will complete a physical therapy program that will require visits to UT Medical Center fitness center three times each week for 16 weeks, for a total of 48 visits.  Each visit will take about 2 hours.  Participants will also be asked to complete a pain diary and have blood draws every 4 weeks throughout the study.  Follow-up phone calls from the study team will occur at 4 weeks and 8 weeks after completion of the physical therapy program.  Total study duration is about 6 and one-half months.  The greatest risk of this study include the possibility of injury during the physical therapy program and loss of confidentiality.  

If you are interested in learning more about this study, please continue reading below.  

Include only if Applicable: If you are the parent/guardian of a minor child or the legally authorized representative of an adult unable to sign for themselves “you” in this consent refers to the patient or research subject or you as their representative.

You are being asked to take part in a research study.  This information is provided to tell you about the study.  Please read this form carefully.  Your participation is voluntary.  Saying no will not affect your rights to health care or services.  You are also free to withdraw from this study at any time.  [Optional statement, include only if true for this study] You will be notified if new information becomes available about the risks or benefits of this research.  Then you can decide if you want to stay in this study.  

What is the purpose of the study?

The purpose of the study is to (insert purpose).  

How long will I be in the study?

You will be in the study for (insert length of time).  

What will happen to me during the study?

The following tests or procedures that are required in this study for research purposes are (insert test, procedures and identify any that are experimental).  

What side effects or risks can I expect from being in the study?

The potential risks to you include (insert all risks).  Separate out by “Likely”, “Less Likely” and “Rare but Serious”.

Are there benefits to taking part in the study?

The potential benefits to you include (insert benefits). 

a) The possible benefits to you from this study are… or 

b) You may not benefit personally from this study…  or

c) The possible benefits to society may include…

What other choices do I have if I do not take part in this study?

If you choose not to participate in the research, alternative procedures or treatments include (insert alternatives other than participation).  

How many people will be in the study?

About xx people will be in this study at Erlanger Health, Inc. and about xxx people will be in this study throughout the U.S. (or throughout the world).

What will it cost me to be in the study?

List any cost that will be billed to the subject or their insurance.  

Will I be paid for taking part?

If the subject will be paid list the total amount to be paid and how it is calculated; for example:  The most you will be paid is $250.00 if you complete all study visits.  If you withdraw before finishing the study, your payment will be calculated at $25.00 per visit based on the number of visits completed.  

Is the Investigator paid to do this study?

Yes, the investigator is being paid by the sponsor to enroll and monitor people in this study. OR No, the investigator is not being paid to enroll people in this study. 

What if I am injured in this study? Erlanger/UT Language must be included in Sponsor consents
You will get medical treatment if you are injured as a result of taking part in this study.  You and/or your health plan will be charged for this treatment.  The study will not pay for medical treatment.  (If this is not true for your study, replace this paragraph with an explanation of how injuries will be handled.)  

Please note:  Language to the effect of “If you are injured in this study [Sponsor Name] will pay for the reasonable costs of medical treatment that are not covered by your medical insurance or other programs” creates a Medicare Secondary Payer problem.  Medicare considers the sponsor the primary payer and as such, you cannot bill Medicare in such a situation.  Clarify this with the sponsor and reword it to say that the sponsor will pay the bills.  [Remove this note from completed consent]

It is important that you tell your study doctor, (insert name of PI) if you feel that you have been injured because of taking part in this study.  You can tell the doctor in person or call him or her at (insert phone number).

You are not waiving any legal rights or releasing Erlanger Health, Inc. or UT College of Medicine or its agents from liability for negligence.  In the event of physical injury resulting from research procedures neither Erlanger Health, Inc., or UT College of Medicine does not have funds budgeted for compensation either for lost wages or for medical treatment.  

In the case of injury resulting from this study, you do not lose any of your legal rights to seek payment by signing this form.  

Who do I call if I have questions about the study?

Questions about the study: PI Contact Info…

Questions about your rights as a research subject: You may contact the UT College of Medicine Institutional Review Board (IRB) at 423-778-3818.  The IRB is a group of people that reviews studies for safety and to protect the rights of study subjects.  

Can I stop being in the study?

You may withdraw from the study at any time. Your treatment, payment or enrollment in any health plans or eligibility for benefits will not be affected if you decide not to take part.

Could I be removed from the study?

You may be withdrawn for the study for any of the following reasons:

· The sponsor may stop the study
· The doctor in charge of the study may feel it is in your best interest to change treatments
· If you do not take your medication as instructed, or keep you appointments as scheduled you may be removed from the study.
Identifiable private information or identifiable biospecimens:

Include one of the following statements about any research that involves the collection of identifiable private information or identifiable biospecimens:

i. Identifiers might be removed from the identifiable private information or identifiable biospecimens and that, after such removal, the information or biospecimens could be used for future research studies or distributed to another investigator for future research studies without additional informed consent from you or your legally authorized representative (if this might be a possibility); or
ii. Your information or biospecimens collected as part of the research, even if identifiers are removed, will not be used or distributed for future research studies
GENETIC ANALYSIS

[Include this section if blood will be collected/stored for genetic studies)

You are being given the opportunity to donate to a research study for genetic analysis.  Genes are like blueprints in each of our cells that determine traits that we inherit, like eye color and hair color.  Genes may also influence what diseases you get and how you respond to treatment.  DNA is the substance that makes up our genes.

If you choose to participate in this part of the research, approximately ___ tablespoons of blood will be drawn.  This blood sample will be used for the extraction of DNA.  The DNA, the data associated with the DNA, and data generated from analysis of the DNA and immortalized cell lines (copies of your cells that can be grown indefinitely) will be owned by the sponsor of the research study.

Successful research using your DNA could result in commercial products, such as a treatment for your disease.  You will not share in any financial rewards associated with the development of these products.  

Due to the experimental nature of any research that is conducted with your blood sample, you will not be informed of any individual results.  If results of the studies conducted with your blood sample are relevant to your health, the study doctor, Dr. ______, or one of his key personnel may offer to share this information with you.  Please check the appropriate box below indicating whether or not you want to receive such information:
___
Yes, I want to receive the results of the studies that are performed on my blood sample.


___
No, I do not want to receive the results of the studies that are performed on my blood sample.

Dr. _____ or one of his key personnel will explain the test results and what they mean for your health.

Information about your participation in this study will be placed in your medical record; as such, this information could be made available to your employer or insurer.  However, a recent federal law, called the Genetic Information Nondiscrimination Act (GINA), provides additional protections for the genetic information about you that may result from this research.  GINA makes it illegal for a health insurer to request or use any genetic information about you to make decisions about your eligibility for coverage or your premiums.  The law also prevents employers with 15 or more employees from using genetic information to make decisions about hiring, promoting or firing you.  The protections of the law do not apply to insurers provide life, disability, or long-term care insurance.

___
 _____Yes, I want to be included in this section of the study.

______
______No, I do not want to be included in this section of the study.
CONFIDENTIALITY: (This language must be included as written)
1.  Provide a statement explaining how individual identifiers will be used in maintaining the research records.  (E.g., “Your research record will be labeled with your name.” or “Your research record will be labeled with a code number.  A master key that links your name and the code number will be maintained in a separate and secure location.”) 
2.  If the study involves the use of a federal Certificate of Confidentiality, provide the information about the certificate and how it protects subject information from re-disclosure.

3.  If information about the subject’s participation in the study or the results of procedures performed in the study will be placed in the subject’s medical record (as contrasted with the research record), then this should be explained.  Indicate that information placed in the medical record may be available to the subject’s employer or insurer.

4. State that individual subjects will not be identified in any presentations or publications based on the results of the research study.

5.  Insert the HIPAA authorization portion of the confidentiality section.  The subject authorization language provided below should be inserted at the appropriate location in the confidentiality section of the study consent form.  The language in the template should be precisely followed.  The material in block form is the required authorization language.  The italicized material in parentheses provides directions for including material that may or may not be relevant for particular studies.  

Your Privacy Rights

Under federal privacy regulations, you have the right to decide who can see your personal health information (called "protected health information" or PHI). PHI collected in this study may include your medical history, your physical exams, lab tests, x-ray exams, and other diagnostic and treatment procedures, as well as information like your name, address, and date of birth.

Who Can See Your Records?

 By signing this consent form, you are letting the researchers at the University of Tennessee and Erlanger Health, Inc. see your PHI collected in this study (if the study will use PHI in the possession of another covered entity, add) and to get your PHI from (either) your doctor (and/or) other places where you have received health care. (If any of the following individuals or entities will also be reviewing the PHI collected or received for the study, then add the following sentence). In addition, other persons involved in doing and supervising this research may see  your PHI, including (if the study is multi-institutional, add), including researchers at (name of the institutions); (if a cooperative group study, add) the (name of the cooperative group); (if the research involves an FDA-regulated drug, device or biologic, add) the Food and Drug Administration (FDA); and (if claims for some of the procedures performed during the study will be submitted to third party payers, add) your medical insurance company. (If the research is sponsored, add) Your PHI may also be seen by (name of sponsor), which sponsors and pays for this research; (name of CRO, if applicable) which has been hired by the sponsor to run the study; and a Data and Safety Monitoring Committee (if applicable). (If the previous sentence was used, add the following sentence as well.) However, some of these organizations may not be required to protect your PHI.

Who Protects Your Rights?

The Institutional Review Board, (IRB), a group of people who review research work at the University of Tennessee College of Medicine Chattanooga\Erlanger Health, Inc., may review your PHI as part of its job to protect the rights and welfare of research subjects. Your PHI will not be shown to any other person: 1) except as required by law or, 2) for authorized oversight of this research study by other regulatory agencies or, 3) for other research which has been approved by the IRB. Your PHI will be used only for the research described in this consent form. Your PHI may be used (either) until the study is completed (or if the research is FDA regulated) for as long as the sponsor reports study data to the FDA (or if the research is without a foreseeable endpoint, such as a repository or a registry) indefinitely.

Can You Cancel this Consent?

You may cancel this permission in writing at any time by contacting the principal investigator listed in the consent form. If you cancel the permission, your PHI may still be used if it was obtained before the cancellation, and its use is necessary to finish the research. However, PHI collected after your cancellation may not be used in the study.  If you choose to cancel this permission, you must do so in writing to the principal investigator at the following address:

(list investigator address)

What If You Refuse to Sign?

 If you refuse to provide this authorization, you will not be able to participate in the research 
study. If you cancel the authorization, then you will be withdrawn from the study. Finally, the federal regulations allow you to see your PHI collected or used in this study. (If the research study includes treatment of subjects, add the following sentences) However, in order to complete the research, you may not be allowed to see your PHI while the research is in progress. When the study is completed, you can then see your PHI.

ClinicalTrials.gov

[include if applicable]
A description of this clinical trial will be available on http://www.ClinicalTrials.gov, as required by U.S. 
law.  This website will not include information that can identify you.  At most, the website will include a 
summary of the results.  You can search this website at any time.

STUDENT PARTICIPATION: Your participation or discontinuance will not constitute an element of your academic performance nor will it be a part of your academic record at this Institution.
EMPLOYEE PARTICIPATION: Your participation or discontinuance will not constitute an element of your job performance or evaluation nor will it be a part of your personnel record at this institution.

ASSENT OF MINORS: If participants include those under 18 years of age: 1) The subject's parent or legal guardian will be present when the informed consent form is provided. 2) The subject will be able to participate only if the parent or legal guardian provides permission and the adolescent provides his/her assent.

(This page must be used for all consent forms) 
SUBJECT CONSENT 
You have read or have had read to you a description of the research study as outlined above.  The investigator or his/her representative has explained the study to you and has answered all the questions you have at this time.  You knowingly and freely choose to participate in the study.  A copy of this consent form will be given to you for your records.

You understand you will be given a signed and dated copy of this consent form.

__________
___________________________
 _______________________________  

Date/Time       Printed Name of Patient (18years +) 
    
Signature of Patient 

(If you are utilizing a Legally Authorized Representative for an incompetent adult subject, then the following  lines must be included here)

__________
___________________________
 _______________________________  

Date/Time
Printed Name of Legal Rep
    
Signature of Legal Representative 

_______________________________________

(Relationship)
[If the research study involves adolescents as research subjects between the ages of 14-17, then the  following lines must be included here:]
__________
___________________________
 _______________________________  

Date/Time        Printed Name of Minor (14-17)
    
Assent of Minor 

_____________________________________________

Printed Name of Minor Research Subject (Ages 0-7)

__________
___________________________
       _______________________________  

Date/Time        Printed Name of Parent/Legal Guardian   
Signature of Parent/Legal Guardian 

Check Relationship to Minor:    


· Parent

· Court-Appointed Legal Guardian 


I have carefully explained to the subject (or subjects legal guardian or the legally authorized representation, if applicable) the nature of the above project. I hereby certify that to the best of my knowledge the person who is signing this consent form understands clearly the nature, demands, benefits, and risks involved in his/her participation and his/her signature is legally valid. A medical problem or language or educational barrier has not precluded this understanding.

__________
___________________________
 _______________________________  

Date/Time     Printed Name of Staff Explaining
 Signature of Staff Explaining Consent

(A witness signature is required if patient is unable to give consent themselves, or Minors are involved)


I was present, heard, and observed the reading of this document and the explanation presented to the subject (or subjects legal guardian or the legally authorized representation, if applicable)   I observed the signature of the subject or the patient’s legally authorized representative and, in my opinion, I believe that the patient or representative understood the explanation presented and is voluntarily participating in the study without coercion.

__________
___________________________
 _______________________________  

Date/Time
Printed Name of Witness 
    
Signature of Witness

__________
___________________________
 _______________________________  

Date/Time     Printed Name of Investigator
 Signature of Investigator
Version Date:  _________
                                                                                                           Patient Initials _____

[OR]                                             
Patient or Parent/Legal Guardian Initials _____

[OR]

     Parent/Legal Guardian Initials _____

[OR]
Patient/Legally Authorized Representative Initials _____

