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RESEARCH INFORMED CONSENT FORM AND AUTHORIZATION TO USE AND DISCLOSE PROTECTED HEALTH INFORMATION TEMPLATE

Title:  [Provide title of research]  

Principal Investigator:  

Contact Telephone Number(s):

Sub-Investigators:   [List Principal Investigator first then all sub-investigators, including credentials following each name (e.g., PhD, MD, PharmD, RN)] 

Why is this study being done?
You are being asked to participate in a research study of [state what is being studied].  The purpose of the study is [state what the study is designed to discover or test (if the study is for an investigational drug, you should indicate that the study is to test effectiveness and safety of the drug).  When known, include the approximate number of subjects in the study at the respective locations, The University of Toledo Medical Center (UTMC), the ProMedica facility].  You were selected as a possible participant in this study because [state why the subject was selected].
What will happen if you take part in this study? (Procedures and Duration)
If you decide to participate, you will undergo [describe the procedures to be followed and identify procedures that are experimental only, including the purposes of the procedures, duration and the frequency.  Include the expected duration of the subject's participation].
What side effects or risks could result from being in this study?
[Describe reasonably foreseeable risks, discomforts or inconveniences to the subject-including health, legal, economic and psychological risks and stating the likelihood and seriousness of the risks.  State and explain risks, if any, to pregnant women.  If the risk is significant add the following section:] 

What are the risks to being pregnant or breastfeeding while in this study?

You should not become pregnant while on this study because the drugs in this study can affect an unborn baby. Therefore, if you are a woman of childbearing potential, you will be given a pregnancy test prior to initiation of research.  Women should not breastfeed a baby while on this study. It is important you understand that you need to practice abstinence or use birth control while on this study. Check with your study doctor about what kind of birth control methods to use and how long to use them. Some methods might not be approved for use in this study.

 (If applicable, add: What are the risks for unborn children fathered by men who participate in this study?)

Males who are sexually active must take precautions while participating in this research so that that their female partners do not become pregnant.  If you are a sexually active male and wish to take part in this research, you will be offered information on birth control procedures that you and your partner must use while taking part in this research so that your female partner does not become pregnant. You also will be advised as to the danger to the fetus should your partner become pregnant.

Please be sure to ask the study doctor any questions that you may have about acceptable methods of birth control, how long you should use birth control, and the risk to you, your partner or your unborn child. You may ask these questions at any time before or, if you decide to enroll, while you are taking part in this research.

What are the benefits to participating?
[Clearly state if the benefit is expected to be primarily for others, describe any non-financial benefits to the subject or to others that may reasonably be expected from the research.  If benefits are mentioned, add, “We cannot and do not guarantee or promise that you will receive any benefits from this study.”  

Will I receive payment or compensation for taking part in this research?

If you decide to take part in this research you will receive If the subject will receive any compensation for their participation, describe the amount or nature. Compensation may include money, free treatment, free medications, or free transportation.  Money may be offered to reimburse expenses, time, inconvenience and transportation.  However, money may not be used as an inducement to assume risks.  Pro-rated subject payment based on how much of the study the participant completes must be stated and the method of pro-rating explained.
Please include the following statement when applicable. If you receive payment of greater than $599 for taking part in this study, the [insert institution] will collect your name, address, social security number, payment amount, and related information. The information collected will be used for tax reporting purposes. [Choose applicable institution: The University of Toledo or ProMedica] is required to submit this information to the Internal Revenue Service (IRS).
What other choices do you have if you do not take part in this study?

[Disclose appropriate alternative procedures or courses of treatment that may be advantageous to the subject, if any. Include palliative care, if applicable.  Any standard treatment that is being withheld must be disclosed.  If appropriate, include a statement that one alternative is no further therapy.] 

Will your medical information be kept private?
By signing this document and agreeing to take part in this research study, you give to [Insert name of Institution(s): The University of Toledo (UT), ProMedica, PHS facility name,] the Principal Investigator and all personnel associated with this research study your permission to use or disclose health information that can be identified with you that we obtain in connection with this study.  Your medical and research records will be maintained in accordance with federal and state laws.  Efforts will be made to keep your personal information confidential.  The research investigator(s) cannot guarantee absolute confidentiality.  Private identifiable information about you may be used or disclosed for the purpose of conducting this research project as described in this consent form.  The information that may be used or disclosed includes the following: [physician/clinic records, hospital records, mental health records, questionnaires, laboratory results, MRI scans, x-rays, biological samples, billing records, etc]. 
We may use this information ourselves, or we may disclose or provide access to the information to [state the name or other specific identification of the persons, class of persons, or agencies that could receive the information and state each purpose (e.g. Food and Drug Administration, Office for Human Research Protections, or other applicable governmental agencies (for the purpose of safety, efficacy and compliance reports or reviews), study sponsor and its designees (for study oversight and monitoring), study coordinating center (for data collection and study monitoring), outside laboratories (for processing of specimens), other sites participating in this research (for multi-institutional studies), statistician (for analysis of data), etc.] as part of the research study.  Under some circumstances, the Institutional Review Board, or the Research and Sponsored Programs of the University of Toledo may review your information for compliance audits.  We may also disclose your protected health information when required by law, such as in response to judicial orders.  There is a possibility that the information we disclose may be re-disclosed by the persons we give it to, and no longer protected. However, we will encourage any person who receives your information from us to continue to protect and not re-disclose the information.

Your permission to use or disclose your protected health information as described in this section is voluntary.  However, you will not be allowed to participate in the research study unless you give us your permission to use or disclose your protected health information by signing this document.

If applicable, state: Your access to your own protected health information related to this research may be denied during the term of the research study, [or describe with particularity so much of the record that is restricted, for example: You will be asked to relinquish the right to know what study medication you are receiving] but you can access your information [insert when the subject can access information: e.g. once the research study is completed]. However, you may request that your research medical record be released to your personal physician in the event of a medical emergency. 

Data from this study may be used in medical publications or presentations, but any information identifying you will be removed.  

[Include a statement that either: 1) The use and disclosure of your protected health information will conclude at the end of this study; OR 2) There is no expiration date for the use and disclosure of your protected health information.]  If after you have entered this study and you wish to withdraw from participation, you have the right to revoke (cancel) your permission to  use or disclose your health information.  The cancellation will not apply if we have already acted with your permission, such as for information that was used or disclosed prior to your cancellation. The study doctor and other authorized individuals may use information already collected to maintain the completeness of the study. If you decide to revoke permission to use your personal information, you mustgive written notice to [insert name, phone number, and address of person to contact]. 

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.

A more complete statement of [The University of Toledo’s or Name of ProMedica Facility] Privacy Practices is set forth in its Joint Notice of Privacy Practices.  If you have not already received this notice, a member of the research team will provide this to you.  If you have any further questions about your privacy, you may contact the The University of Toledo’s Privacy Officer at (419) 383-6933 or you may contact the confidential ProMedica Hotline at (419) 824-1815 or (800) 807-2693.
What are the costs of taking part in this study?
Specify which costs are the responsibility of the study sponsor and/or Principal Investigator and which are the responsibility of the subject.  If there is a possibility of additional costs to the subject because of participation, this must be disclosed. 

Please note that billing of third-party payors for costs that a subject would not incur if he/she was not taking part in this research is not allowed according to UT’s policy pertaining to subject injury (unless otherwise allowed by written authorization of the Federal government (as with some special uses of devices/drugs).  
Billing of third party payors for routine medical care is allowed only if the cost of the care is not covered by a grant or through a contract with the sponsor. If your research is sponsored, please refer to the approved grant application or executed contract if you have any questions about this.
What happens if you are injured because you took part in this study?
If you are injured as a direct result of participating in this study, treatment can be obtained at a facility of your choice.  The costs of such treatment will be your responsibility unless compensation is available from  the study sponsor as described below.  For UT studies: Financial compensation is not available from The University of Toledo, or the University of Toledo Medical Center. For ProMedica studies: Financial compensation is not available from ProMedica Health System, Inc. or [name the specific ProMedica facility where study is taking place.]
If the sponsoring agency has made a provision for payment of medical treatment for research-related injuries, include that information in this section. Example:  If you are directly injured by the investigational drug or a properly performed study procedure, the Sponsor will provide reimbursement for the costs of reasonable medical treatment for the injury.  The Sponsor will not pay for medical expenses related to the natural course of your underlying illness. There is no plan to provide you with any other payments related to your injury, such as lost wages. 
In the event of injury, contact:

[provide the name of a contact person(s) who are available 24 hours a day and their phone number(s).] Please be sure to separate this statement from the rest of the sentence so that it can be easily identified.  

The following sentence must be included in this section: By signing this form you are not giving up any of your legal rights as a research subject.

NOTE FOR SPONSORED RESEARCH: Upon receipt of the final clinical study agreement or associated letter of indemnification, the IRB or compliance staff may require modifications to the indemnification language contained in the “In the Event of a Research Related Injury” section of the Consent/Authorization form.

NOTE: The following section regarding compensation to the research site must be included for industry-sponsored research in which the institution is being reimbursed for all or some of the costs of the research.

Is there payment or other compensation to the research site?

[State which ever is applicable, The University of Toledo or ProMedica] is receiving money or other benefits from the sponsor of this research as reimbursement for conducting the research.  
Are any research team members being paid for conducting this study?  
[To facilitate appropriate disclosure of potential conflicts of interest in the informed consent document, the following suggested language is provided for sponsored studies.  Language should be modified to fit the specific facts and circumstances.]  This study is paid for by {name of sponsor} which {has no financial interest in its outcome} (or) {owns the drug/device being tested}.  The researchers leading this medical research study might benefit financially from this study.  Specifically, {name of sponsor} is paying [The University of Toledo or ProMedica Health System] for some of the salary for the study staff, along with covering the costs of the tests and procedures that are part of this study.  Also, {name of investigator} receives a payment for each patient enrolled in this research study.

Then include the following appropriate language if applicable:

· {Name of investigator} owns equity (stock) of the company that is paying for this research study.  The amount of money the investment is worth might be affected by the results of this study.  This means that the person running this study could gain or lose money depending on the results of this study.

· Besides being paid to conduct this study, {name of investigator} also receives money from {name of sponsor} for work that is not part of this study.  These activities may include consulting, advisory boards, giving speeches, training other doctors, writing reports, or paying for flights or other travel costs.  The researcher conducting this study might receive hundreds or thousands of dollars for this work.

· {Name of investigator} is an inventor of {name of the drug/compound/device, etc}, for which a patent may be filed by the institution.  If the patent is pursued (based on data from this and other research), royalties and other compensation may be received by the institution and the inventor.  Thus, the University of Toledo or ProMedica Health System and the study doctor have a potential financial interest in the outcome of this study.

What are your rights if you take part in this study?
Participation in this study is voluntary.  If you decide not to participate in this study, your decision will not affect your future relations with The University of Toledo or any ProMedica Health System institution, its personnel, and associated hospitals [and the named cooperating institution, if any].  You have the right not to participate in this study, and refusing to participate will not affect the present or future medical care you receive and will not cause any penalty or loss of benefits to which you are otherwise entitled.  If you withdraw from the study early, the research team may continue to collect follow-up information on your health status to be used as part of the study if you agree.

What other things should you know about participating in this study?
[When appropriate, include a statement of the consequences of a subject's decision to withdraw from the research and procedures for orderly termination of participation by the subject]

[When appropriate, include anticipated circumstances under which the subject's participation may be terminated by the investigator without regard to the subject's consent and procedures for orderly termination of participation by the subject]

[When appropriate, include a statement that significant new findings developed during the course of the research that may relate to the subject's willingness to continue participation will be provided to the subject]

[When appropriate, include additional statements of permission/denial of permission for sub-studies such as banking of tissues or other specimens]

[When appropriate, include: If the research involves a study drug or placebo that is being taken home, include: It is important that you are the only one that takes the study drug or placebo that you are given as part of this research. (NOTE: Delete “placebo” if not applicable) It is very important that you keep it (these) out of the reach of children and persons who may not be able to read or understand the label.]
Who can answer your questions about the study?
Before you sign this form, please ask any questions on any aspect of this study that is unclear to you.  You may take as much time as necessary to think this over.  If you have any questions concerning this study or consent form beyond those answered by the investigator, including questions about the research, your rights as a research subject or research-related injuries, please contact the Chairperson of [choose appropriate institution] The University of Toledo Biomedical Institutional Review Board at 419-383-6796 or the ProMedica Health System Institutional Review Board at 419-291-5362, during office hours Monday through Friday, 8:30 a.m. to 4:30 p.m. 

This space intentionally left blank

Signatures:
You are making a decision whether or not to participate in this study.  Your signature indicates that you have read and understood the information provided above, have had all your questions answered, and have decided to participate.

By signing this document, you authorize us to use or disclose your protected health information as described in this form.

Printed Name of Subject









  ______ a.m.
Signature of Subject



Date



   Time   p.m.

(If Applicable) Printed Name of Legally


Relationship to Subject

Authorized Representative











  ______ a.m.
Signature of Legally Authorized Representative

Date 



   Time   p.m.

Printed Name of Person Obtaining Consent









  ______a.m.
Signature of Person Obtaining Consent


             Date                                          Time   p.m.


YOU WILL BE GIVEN A SIGNED COPY OF THIS CONSENT FORM TO KEEP
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